
Sr. 

No. 

Title of the Collaborative 

activity

Name of the 

collaborating agency 

with contact details

Name of the participants Source of financial 

support

Year of 

collabo

ration

Duration Nature of the activity Link to the relevant documents

Training of staff                                                      

Establishment of TB centre                          

Treatment

2 Employee Health Check-Up Hercules Hoists Ltd , 

Khalapur, Raigad

MGM Hospital NM Hercules Hoists Ltd , 

Khalapur, Raigad

2011 Till Date Medical Examination and 

Investigation
https://www.mgmuhs.com/NAAC/c3/3.7.1/

2014%20Hercules.PDF
Training for  staff        

Counseling 

Academic Training of staff and 

students                                                                   Diagnosis and Treatment   

Research                          

Counsultancy 

5 Practical Training And 

Experience To Acquire Skills 

Under Expert Supervision

Saint Annes Hospital, 

Aurangabad

MGM Medical College and 

Hospital Aurangabad

NA 2013 Till Date Training for student of MGM 

Medical college and MGM 

Nursing College 

https://www.mgmuhs.com/NAAC/c3/3.7.1/

4%202013%20%20St.%20Annes%20hospital

.pdf

6 Training Of MD Students For 

Autopsy

Govt. Medical College, 

Aurangabad

MGM Medical College and 

Hospital Aurangabad

NA 2013 Till Date Exposer of various autopsy                                        

Investigation  & Procedure    

https://www.mgmuhs.com/NAAC/c3/3.7.1/

5%202013%20%20GMC%20aurangabad..pd

f
Research related lectures for 

students by expertise of WSCC

Exchange of students                         

Consideration of scholarship for 

students who wish to study 
Joint Research activities and 

publication   

 Exchange of academic and 

clinical information and 

materials              

Project Work  

Research  

Academic exposure for students 

and faculty

 Research                                                                           

Faculty Exchange        

Paper and Patent Publications 

 Collaboration

MGMIHS, BITS , 

BARC

2014 2016Indian Patent Fill  Birla Institute Of 

Technology And Science 

(BITS), Goa, BARC

Dr Mansee Thakur, Dr 

Girish Pai, Dr DS Joshi, 

https://www.mgmuhs.com/NAAC/c3/3.7.1/

3%202013%20ISB%20physiotherapy..pdf

Sharing A Desire Develop 

Mutually Strengthening And 

Enriching International 

Clinical , Educational And 

Research Experience For 

Both Faculty And Students

World Spine Care Clinic Dr Rajani Mullerpatan World Spine Care 

Clinic

2013 Till Date https://www.mgmuhs.com/NAAC/c3/3.7.1/

6%202014%20World%20Spine%20Care%20

&%20physio.pdf

Supporting International 

Initiatives  That Will Promote 

Research, Education And 

Provision Of Health Care In 

International Society Of 

Biomechanics

Dr Rajani Mullerpatan International Society Of 

Biomechanics

2013 Till Date

Till Date2013NAMGM Institute of Health 

Sciences

The  University of 

Pennsylvania, USA

Research,clinical training, https://www.mgmuhs.com/NAAC/c3/3.7.2/

2013%20Pennsylvania-1-Copy.pdf

2014-15

https://www.mgmuhs.com/NAAC/c3/3.7.1/

1%202013%20RNTCP.pdf

Integrated Counseling And 

Testing Centers (ICTCS) For 

HIV Counseling and testing 

National AIDS control 

organization (NACO) 

Government of India

MGM Medical College 

And Hospital NM

National AIDS control 

organization (NACO) 

Government of India

2013 Till Date

For Treatment & 

Management Of TB Patients

Revised National 

Tuberculosis Control 

Programmed 

MGM Medical College and 

Hospital Aurangabad

Revised National 

Tuberculosis Control 

Programmed (RNTCP)

2010 Till Date

https://www.mgmuhs.com/NAAC/c3/3.7.1/

2%202013%20Naco.pdf

https://www.mgmuhs.com/NAAC/c3/3.7.1/

2014%20BITS%20Goa.PDF

1

3

4

7

8

9

https://www.mgmuhs.com/NAAC/c3/3.7.1/1 2013 RNTCP.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/1 2013 RNTCP.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2014 Hercules.PDF
https://www.mgmuhs.com/NAAC/c3/3.7.1/2014 Hercules.PDF
https://www.mgmuhs.com/NAAC/c3/3.7.1/2 2013 Naco.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/3 2013 ISB physiotherapy..pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/3 2013 ISB physiotherapy..pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/3 2013 ISB physiotherapy..pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/4 2013  St. Annes hospital.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/4 2013  St. Annes hospital.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/4 2013  St. Annes hospital.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/5 2013  GMC aurangabad..pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/5 2013  GMC aurangabad..pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/5 2013  GMC aurangabad..pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/6 2014 World Spine Care & physio.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/6 2014 World Spine Care & physio.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/6 2014 World Spine Care & physio.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/6 2014 World Spine Care & physio.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.2/2013 Pennsylvania-1-Copy.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.2/2013 Pennsylvania-1-Copy.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2014 BITS Goa.PDF
https://www.mgmuhs.com/NAAC/c3/3.7.1/2014 BITS Goa.PDF
https://www.mgmuhs.com/NAAC/c3/3.7.1/3 2013 ISB physiotherapy..pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/3 2013 ISB physiotherapy..pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/6 2014 World Spine Care & physio.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/6 2014 World Spine Care & physio.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/6 2014 World Spine Care & physio.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.2/2013 Pennsylvania-1-Copy.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.2/2013 Pennsylvania-1-Copy.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/1 2013 RNTCP.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/1 2013 RNTCP.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2 2013 Naco.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2 2013 Naco.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2014 BITS Goa.PDF
https://www.mgmuhs.com/NAAC/c3/3.7.1/2014 BITS Goa.PDF


Primary health care to the 

benificeries of RHTC ,                                                    

Academic Training of Students                                        

Conducting General OPD every 

day                                                                    

Conduct Speciality OPD - 

(Opthalmology)                                             

Conduct Free surgical camp 

every Sunday                                                           

Celebtrating of Helath day 

activities like TB day , World 

AIDS day                                                                      

 Health Education activities                         

Work with Anganwadi worker 

inthe community.                                                       

Mobile health camps in the 

tribal communities                                                          

Immunization to all ANC 

mother and children                                                                       

Health survey                                                            

School Helath checkp 

IEC activity for community 

people

Involvement in extension and 

outreach activity 

Multy dignostics camp

11 Employee Health Check-Up Shandra Green Energy MGM Hospital NM Shandra Green Energy 2014 Till Date Annual Health checkup https://www.mgmuhs.com/NAAC/c3/3.7.1/

2014%20Shandra%20green%20ltd.PDF

Research                                                                        

Faculty utilized from NIRRH

Publications

Counsultancy ,                                            

Training 

Utilization of Instrument for 

student and Patient 

14 Eye Donation Centre Of 

MGM Is Affiliated To Eye 

Bank Of  Kamalnayan Bajaj 

Hospital

Kamalnayan Bajaj 

Hospital 

MGM Medical College and 

Hospital Aurangabad

NA 2014 Till Date Eye Donation Centre https://www.mgmuhs.com/NAAC/c3/3.7.1/

10%202014%20Kamal%20Nayan%20Bajaj%

20Eye%20Donation%20Center.pdf

https://www.mgmuhs.com/NAAC/c3/3.7.1/

8%202014%20MOU,TARA...pdf

Two Machine ie Intense Light 

and Narrow Band UVB 

should be kept in skin OPD of 

MGM hospital

Marathwada Association 

Of Dermatologist, 

Venereologist & 

Leprologists

MGM Medical College and 

Hospital Aurangabad  ( Dr. 

Pravine Suryavanshi, 

Dr.AG Shroff, Dr. MY 

Khedkar)

Marathwada 

Association Of 

Dermatologist, 

Venereologist & 

Leprologists

2014 Till Date

Research , Phd Work And 

Publications

National Institute For 

Research In Reproductive 

Health (NIRRH), Mumbai

 Dr  Mansee Thakur , 

Himanshu Gupta, Smital 

Kulkarni, Navmi Dayal,  

NA 2014 Till Date

Training Of Medical UG ,PG 

, Students, Interns, Nurses 

And Other Paramedical Staff 

In Community Health

MGM Medical College 

And Yusuf Meherally 

Centre, TARA

MGM Medical College 

And Hospital NM

NA 2014 Till Date

https://www.mgmuhs.com/NAAC/c3/3.7.1/

9%202014%20MADVL..pdf

https://www.mgmuhs.com/NAAC/c3/3.7.1/

2015%20NIRRH%20DEEPAK%20MODI%20C

O-GUIDE.PDF

10

12

13

https://www.mgmuhs.com/NAAC/c3/3.7.1/8 2014 MOU,TARA...pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/8 2014 MOU,TARA...pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/8 2014 MOU,TARA...pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/8 2014 MOU,TARA...pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/8 2014 MOU,TARA...pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/8 2014 MOU,TARA...pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/8 2014 MOU,TARA...pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/8 2014 MOU,TARA...pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/8 2014 MOU,TARA...pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/8 2014 MOU,TARA...pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/8 2014 MOU,TARA...pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/8 2014 MOU,TARA...pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/8 2014 MOU,TARA...pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/8 2014 MOU,TARA...pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2014 Shandra green ltd.PDF
https://www.mgmuhs.com/NAAC/c3/3.7.1/2014 Shandra green ltd.PDF
https://www.mgmuhs.com/NAAC/c3/3.7.1/2015 NIRRH DEEPAK MODI CO-GUIDE.PDF
https://www.mgmuhs.com/NAAC/c3/3.7.1/2015 NIRRH DEEPAK MODI CO-GUIDE.PDF
https://www.mgmuhs.com/NAAC/c3/3.7.1/9 2014 MADVL..pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/9 2014 MADVL..pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/10 2014 Kamal Nayan Bajaj Eye Donation Center.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/10 2014 Kamal Nayan Bajaj Eye Donation Center.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/10 2014 Kamal Nayan Bajaj Eye Donation Center.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/8 2014 MOU,TARA...pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/8 2014 MOU,TARA...pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/9 2014 MADVL..pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/9 2014 MADVL..pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2015 NIRRH DEEPAK MODI CO-GUIDE.PDF
https://www.mgmuhs.com/NAAC/c3/3.7.1/2015 NIRRH DEEPAK MODI CO-GUIDE.PDF
https://www.mgmuhs.com/NAAC/c3/3.7.1/2015 NIRRH DEEPAK MODI CO-GUIDE.PDF


15 Eye Donation Centre Of 

MGM Is Affiliated To Eye 

Bank Of   Drushti Eye 

Institute

Drushti Eye Institute MGM Medical College and 

Hospital Aurangabad

NA 2014 Till Date Eye Donation Centre https://www.mgmuhs.com/NAAC/c3/3.7.1/

11%202014%20Drushti%20Eye%20Bank..pd

f

16 Employee Health Check-Up Colgate Palmolive MGM Medical College and 

Hospital Aurangabad

Colgate Palmolive 2014 Till Date Medical Examination and 

Investigation
https://www.mgmuhs.com/NAAC/c3/3.7.1/

2014%20Colgate.PDF

17 Placement of student for field 

work at MGM Hospital 

Tata Institute Of Social 

Sciences

MGM Medical College 

And Hospital NM ( Dr 

Ghildiyal)

Tata Institute Of Social 

Sciences

2014 2015 Provide Field work exposure https://www.mgmuhs.com/NAAC/c3/3.7.1/

2014%20TISS.PDF
Research                                                                        

Faculty utilized from 

MGMCET for teaching

Publications

19 Research Purpose Shraddha Analytical Dr Himanshu Gupta and Dr 

Mansee Thalur

NA 2015 2015 Out Sourcing https://www.mgmuhs.com/NAAC/c3/3.7.1/

2015%20Shraddha%20Analytical%20service

s.PDF

20 Training UG/PG Health Services Zilla 

Parishad Aurangabad

MGM Medical College and 

Hospital Aurangabad

NA 2015 Till Date Training UG/PG https://www.mgmuhs.com/NAAC/c3/3.7.1/

12%202015%20Health%20Zilla%20Parishad

%20Aug..pdf
Develop and ursue collaborative 

research project,                                                             

Faculty Exchange for the 

purpose of participating in 

teaching ,training , and research       Encouage the exchange of 

scientific materials, Publication 

and other Information between 

the Institution                                                       

Skill lab material providing for 

Training              

Enhancement of student 

learning activities by providing 

Books

23 Employee Health Check-Up CIPET MGM Medical College and 

Hospital Aurangabad

CIPET 2015 Till Date Medical Examination and 

Investigation
https://www.mgmuhs.com/NAAC/c3/3.7.1/

2015%20Cipet.PDF

Hospitalization For various 

diseases including 

superspecialty                                

Investigation ,   
 Procedure  

Treatment Employees

25 Academic Training Philadelphia Hospital, 

Ambala City. 

Mr. Pankaj Malik (MBBS 

Students)

NA 2014 2015 Internship Training 

Academic Training General Hospital, 

Gurgaon. 

Ms. Shivali Gulati (MBBS 

Students)

NA 2014 2015 Internship Training 

https://www.mgmuhs.com/NAAC/c3/3.7.1/

2014-19%20Internship%20letters.pdf

https://www.mgmuhs.com/NAAC/c3/3.7.1/

14%202015%20Jainex%20MOU%20Scan%2

0aurangabad.PDF

https://www.mgmuhs.com/NAAC/c3/3.7.2/

2014%20MOU%20MGM%20Eng%20Clg.PDF

Research , Phd Work And 

Publications, Academic 

Training

MGM College of 

Enginering and 

Technology

Dr Mansee Thakur, Dr VK 

Suri, Dr Girish Pai, Yogesh 

Patil , Dr GD Jindal

NA 2014 Till Date

Employee Health Check-Up M/S Jainex Aamcol LTD MGM Medical Center & 

Research  Institute 

M/S Jainex Aamcol Ltd 2015 Till Date

Provide the Educational 

Material/Bookto the Institute 

Johnson  & Johnson Pvt 

Ltd.

MGM Medical College and 

Hospital Aurangabad (Dr 

Pravin Suryavanshi)

Johnson  & Johnson Pvt 

Ltd.

2015 2016

Research Purpose University Of Sydney Dr Rajani Mullerpatan and 

Dr Shibhan K Kaul

NA 2015 Till Date https://www.mgmuhs.com/NAAC/c3/3.7.1/

13%202015%20SYDNEY%20MOU%20&%20

physio..pdf

https://www.mgmuhs.com/NAAC/c3/3.7.1/

2015%20ETHICON%20Johnson.PDF

18

21

22

24

https://www.mgmuhs.com/NAAC/c3/3.7.1/11 2014 Drushti Eye Bank..pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/11 2014 Drushti Eye Bank..pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/11 2014 Drushti Eye Bank..pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2014 Colgate.PDF
https://www.mgmuhs.com/NAAC/c3/3.7.1/2014 Colgate.PDF
https://www.mgmuhs.com/NAAC/c3/3.7.1/2014 TISS.PDF
https://www.mgmuhs.com/NAAC/c3/3.7.1/2014 TISS.PDF
https://www.mgmuhs.com/NAAC/c3/3.7.2/2014 MOU MGM Eng Clg.PDF
https://www.mgmuhs.com/NAAC/c3/3.7.2/2014 MOU MGM Eng Clg.PDF
https://www.mgmuhs.com/NAAC/c3/3.7.1/2015 Shraddha Analytical services.PDF
https://www.mgmuhs.com/NAAC/c3/3.7.1/2015 Shraddha Analytical services.PDF
https://www.mgmuhs.com/NAAC/c3/3.7.1/2015 Shraddha Analytical services.PDF
https://www.mgmuhs.com/NAAC/c3/3.7.1/12 2015 Health Zilla Parishad Aug..pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/12 2015 Health Zilla Parishad Aug..pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/12 2015 Health Zilla Parishad Aug..pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/13 2015 SYDNEY MOU & physio..pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/13 2015 SYDNEY MOU & physio..pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2015 ETHICON Johnson.PDF
https://www.mgmuhs.com/NAAC/c3/3.7.1/2015 Cipet.PDF
https://www.mgmuhs.com/NAAC/c3/3.7.1/2015 Cipet.PDF
https://www.mgmuhs.com/NAAC/c3/3.7.1/14 2015 Jainex MOU Scan aurangabad.PDF
https://www.mgmuhs.com/NAAC/c3/3.7.1/14 2015 Jainex MOU Scan aurangabad.PDF
https://www.mgmuhs.com/NAAC/c3/3.7.1/2014-19 Internship letters.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2014-19 Internship letters.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2014-19 Internship letters.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/14 2015 Jainex MOU Scan aurangabad.PDF
https://www.mgmuhs.com/NAAC/c3/3.7.1/14 2015 Jainex MOU Scan aurangabad.PDF
https://www.mgmuhs.com/NAAC/c3/3.7.1/14 2015 Jainex MOU Scan aurangabad.PDF
https://www.mgmuhs.com/NAAC/c3/3.7.2/2014 MOU MGM Eng Clg.PDF
https://www.mgmuhs.com/NAAC/c3/3.7.2/2014 MOU MGM Eng Clg.PDF
https://www.mgmuhs.com/NAAC/c3/3.7.1/13 2015 SYDNEY MOU & physio..pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/13 2015 SYDNEY MOU & physio..pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/13 2015 SYDNEY MOU & physio..pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2015 ETHICON Johnson.PDF
https://www.mgmuhs.com/NAAC/c3/3.7.1/2015 ETHICON Johnson.PDF


Academic Training Bhatia Hospital, Mumbai. Ms. Shrea Kapoor  (MBBS 

Students)

NA 2015 2016 Internship Training 

Academic Training Patna Medical College, 

Patna.

Ms. Kavita Kumari (MBBS 

Students)

NA 2015 2016 Internship Training 

Academic Training Dr. Ram Manohar Lohia 

Hospital, New Delhi.

Ms. Ela Sharma (MBBS 

Students)

NA 2015 2016 Internship Training 

Academic Training Government of 

Maharashtra, District 

Hospital, Osmanabad. 

Mr. Shahapurkar Abhishek 

Abhay (MBBS Students)

NA 2015 2016 Internship Training 

Academic Training Northern Railway, Central 

Hospital, New Delhi.

Ms. Garima Gupta (MBBS 

Students)

NA 2015 2016 Internship Training 

Academic Training Lokmanya Tilak 

Muncipal Medical 

College, Mumbai. 

Ms. Rainuka Rana (MBBS 

Students)

NA 2015 2016 Internship Training 

Academic Training K. J. Somaiya Medical 

College & Research 

Centre, Mumbai. 

Ms. Deshmukh Minal 

Sanjay ,Ms. Dalwani 

Vrinda Mahesh, Ms. Camy 

Alkesh Shah  (MBBS 

Students)

NA 2015 2016 Internship Training 

Academic Training Topiwala National 

Medical College, 

Mumbai. 

Ms. Anvekar Priyanka 

Vinesh (MBBS Students)

NA 2015 2016 Internship Training 

Academic Training Seth G. S. Medical 

College & King Edward 

VII Memorial Hospital, 

Mumbai. 

Ms. Lavina Vijay Desai 

(MBBS Students)

NA 2015 2016 Internship Training 

Academic Training Terna Medical College & 

Hospital, Nerul, Navi 

Mumbai

Mr. Shah Vivek Surendra 

(MBBS Students)

NA 2015 2016 Internship Training 

Preventive, Promotive, And 

Curative

Inveatigation of Blood and 

urine sample

27 Laboratory Services Unipath Specialty 

Laboratory Ltd

MGM Medical College and 

Hospital Aurangabad

NA 2015 Till Date Provide Laboratory services https://www.mgmuhs.com/NAAC/c3/3.7.1/

17%202015%20Unipath..pdf

 Eye Donation 

Awareness programm  about 

Preventive, Promotive, And 

Curative

Hospitalization For various 

diseases including 

superspecialty                                

Investigation ,   Procedure                                                                   

Treatment Employees

https://www.mgmuhs.com/NAAC/c3/3.7.1/

16%202015%20Sahid%20baba%20deep%20

singh.pdf

Employee Health Check-Up Harman Finochem Ltd. MGM Medical Center & 

Research  Institute 

Harman Finochem Ltd. 2015 Till Date

Eye Donation Director Health Services MGM Medical College and 

Hospital Aurangabad

NA 2015 Till Date

Preventive, Promotive, And 

Curative

Shahid Baba Deep Singh 

Dispensary Managed By 

Punjabi Cultural And 

Welfare Association 

MGM Medical College 

And Hospital NM

Shahid Baba Deep 

Singh Dispensary 

Managed By Punjabi 

Cultural And Welfare 

2015 Till Date

2015-16

https://www.mgmuhs.com/NAAC/c3/3.7.1/

19%202015%20MOU%20Harman%20Finoch

em%20aurangabad.pdf

https://www.mgmuhs.com/NAAC/c3/3.7.1/

2017%20%20Jt%20Director%20of%20health

%20ser%20(Leprosy%20&%20TB)%20Dr%20

Prashant.pdf

26

28

29

https://www.mgmuhs.com/NAAC/c3/3.7.1/16 2015 Sahid baba deep singh.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/17 2015 Unipath..pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/17 2015 Unipath..pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017  Jt Director of health ser (Leprosy & TB) Dr Prashant.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/19 2015 MOU Harman Finochem aurangabad.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/19 2015 MOU Harman Finochem aurangabad.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/16 2015 Sahid baba deep singh.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/16 2015 Sahid baba deep singh.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/16 2015 Sahid baba deep singh.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/19 2015 MOU Harman Finochem aurangabad.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/19 2015 MOU Harman Finochem aurangabad.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/19 2015 MOU Harman Finochem aurangabad.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017  Jt Director of health ser (Leprosy & TB) Dr Prashant.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017  Jt Director of health ser (Leprosy & TB) Dr Prashant.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017  Jt Director of health ser (Leprosy & TB) Dr Prashant.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017  Jt Director of health ser (Leprosy & TB) Dr Prashant.pdf


30 Placement of student for field 

work at MGM Hospital 

Tata Institute Of Social 

Sciences

MGM Medical College 

And Hospital NM ( Dr 

Tata Institute Of Social 

Sciences

2015 2016 Provide Field work exposure https://www.mgmuhs.com/NAAC/c3/3.7.1/

2014%20TISS.PDF
Exchange of Faculty & Students 

for education and training                                                          

Joint organization of lectures, 

seminars, workshop and 

symposia                                          

Networking for international 

healthcare                                      

Joint academic and research 

collabration 

Research,     

Training for Student and 

Faculty

Diagnostics                                                    

Treatment  

Health Checkup                                                                               

Provide Laboratory services     

Provide outreach services                                  

Provide Medicines and Medical 

Instruments 

Research 

Industry -academia interaction

Research  

Teaching for PG 

Clinical training. 

Counsaltancy  

Industry -academia interaction

37 Officer's Health Check-Up Govt of Maharahtra MGM Medical College and 

Hospital Aurangabad

Govt of Maharahtra 2016 Till Date Officer's Health Check-Up https://www.mgmuhs.com/NAAC/c3/3.7.1/

27%202016%20%20Maharashtra%20State%

20Govt%20Employee%20Health%20check%

20up..PDF
38 For Treatment & 

Management Of TB Patients

University Of UTAH MGMIHS (Dr Sameer 

Pachpute)

University Of UTAH 2016 2017 Non Invasive TB Triage & 

Patient Mapping Platform 

Using Breath Via Low Cost 

Titanium Dioxide Nano Tube 

Sensor 

https://www.mgmuhs.com/NAAC/c3/3.7.1/

28%202016%20Uthah..pdf

Research  

Teaching for PG 

Clinical training. 

Counsaltancy  

Industry -academia interaction

Training                                                                   

Research

A Randomized, Double-blind, 

Parallel Group Study to 

Evaluate the Effect and Safety 

of Test Biscuits as Compared 

to Placebo Biscuits in 

Regulating Blood Glucose 

Karmik Life Sciences Dr. Deepak Bhosle Karmik Life Sciences 2016 Till Date

A Randomized, multi center, 

open label, two-treatment, 

two-period, two-sequence, 

multiple dose,crossover, 

steady state bioequivalence 

study of Everolimus tablets, 

Veeda Clinical Research 

Pvt. Ltd,

Dr Chandrashekhar 

Tamane

Veeda Clinical 

Research Pvt. Ltd,

2016 Till Date

Clinical Evaluation  of Breath-

Based Point of Care Test For 

Diagnosis of Pulmonary 

IKP Knowledge Park MGMIHS (Dr Sameer 

Pachpute)

NA 2015 2016

Development of Product Raja Ramanna Centre 

Foradvanced, Technology 

(RRCAT) Indore

Dr Mansee Thakur, Dr VK 

Suri, Dr Girish Pai, Yogesh 

Patil , Dr Himanshu 

RRCAT 2016 Till Date

Blood Collection Centre , 

Processing Blood 

Investigations At Subsidized 

Rates

Dr. Babasaheb Ambedkar 

Muncipal Corporation 

Hospital, Khopoli

MGM Medical College 

And Hospital NM

Dr. Babasaheb 

Ambedkar Muncipal 

Corporation Hospital, 

Khopoli

2015 Till Date

To care of Children with 

Craniofacial Deformities and 

Cleft Lip and palates

Maya Foundation NGO MGMIHS Maya Foundation NGO 2015 Till Date

Health Care Activity / 

Projects

IIT Mumbai Dr Rajani Mullerpatan NA 2015 Till Date

Collaboration In The Field 

Education, Research And 

Medical Training

Kyungpook National 

University Medical 

Center,  Korea

MGM Medical College and 

Hospital Aurangabad

NA 2015 2017

https://www.mgmuhs.com/NAAC/c3/3.7.1/

2017%20RRCAT.pdf

https://www.mgmuhs.com/NAAC/c3/3.7.1/

29%202016%20Dr%20Deepak%20Bhosale%

20karmic.pdf

https://www.mgmuhs.com/NAAC/c3/3.7.1/

26%202016%20Veeda%20%20Dr%20Taman

e%20Veeda%20CR.pdf

https://www.mgmuhs.com/NAAC/c3/3.7.1/

23%202015%20IKP.pdf

https://www.mgmuhs.com/NAAC/c3/3.7.1/

22%202015%20MOU,KHOPOLI..PDF

https://www.mgmuhs.com/NAAC/c3/3.7.1/

24%202016%20maya%20foundation..pdf

https://www.mgmuhs.com/NAAC/c3/3.7.1/

2016%20IIT%20Mumbai%201.PDF

https://www.mgmuhs.com/NAAC/c3/3.7.1/

20%202015%20Kyungpuk%20University%20

of%20Korea..pdf

31

32

33

34

35

36

39

40

https://www.mgmuhs.com/NAAC/c3/3.7.1/2014 TISS.PDF
https://www.mgmuhs.com/NAAC/c3/3.7.1/2014 TISS.PDF
https://www.mgmuhs.com/NAAC/c3/3.7.1/20 2015 Kyungpuk University of Korea..pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/20 2015 Kyungpuk University of Korea..pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/20 2015 Kyungpuk University of Korea..pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2016 IIT Mumbai 1.PDF
https://www.mgmuhs.com/NAAC/c3/3.7.1/24 2016 maya foundation..pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/22 2015 MOU,KHOPOLI..PDF
https://www.mgmuhs.com/NAAC/c3/3.7.1/22 2015 MOU,KHOPOLI..PDF
https://www.mgmuhs.com/NAAC/c3/3.7.1/22 2015 MOU,KHOPOLI..PDF
https://www.mgmuhs.com/NAAC/c3/3.7.1/23 2015 IKP.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/26 2016 Veeda  Dr Tamane Veeda CR.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/26 2016 Veeda  Dr Tamane Veeda CR.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/26 2016 Veeda  Dr Tamane Veeda CR.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/26 2016 Veeda  Dr Tamane Veeda CR.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/27 2016  Maharashtra State Govt Employee Health check up..PDF
https://www.mgmuhs.com/NAAC/c3/3.7.1/27 2016  Maharashtra State Govt Employee Health check up..PDF
https://www.mgmuhs.com/NAAC/c3/3.7.1/27 2016  Maharashtra State Govt Employee Health check up..PDF
https://www.mgmuhs.com/NAAC/c3/3.7.1/27 2016  Maharashtra State Govt Employee Health check up..PDF
https://www.mgmuhs.com/NAAC/c3/3.7.1/28 2016 Uthah..pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/28 2016 Uthah..pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/29 2016 Dr Deepak Bhosale karmic.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/29 2016 Dr Deepak Bhosale karmic.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/29 2016 Dr Deepak Bhosale karmic.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/29 2016 Dr Deepak Bhosale karmic.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 RRCAT.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 RRCAT.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 RRCAT.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/29 2016 Dr Deepak Bhosale karmic.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/29 2016 Dr Deepak Bhosale karmic.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/29 2016 Dr Deepak Bhosale karmic.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/26 2016 Veeda  Dr Tamane Veeda CR.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/26 2016 Veeda  Dr Tamane Veeda CR.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/26 2016 Veeda  Dr Tamane Veeda CR.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/23 2015 IKP.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/23 2015 IKP.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/22 2015 MOU,KHOPOLI..PDF
https://www.mgmuhs.com/NAAC/c3/3.7.1/22 2015 MOU,KHOPOLI..PDF
https://www.mgmuhs.com/NAAC/c3/3.7.1/24 2016 maya foundation..pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/24 2016 maya foundation..pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2016 IIT Mumbai 1.PDF
https://www.mgmuhs.com/NAAC/c3/3.7.1/2016 IIT Mumbai 1.PDF
https://www.mgmuhs.com/NAAC/c3/3.7.1/20 2015 Kyungpuk University of Korea..pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/20 2015 Kyungpuk University of Korea..pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/20 2015 Kyungpuk University of Korea..pdf


41 Health Check Up Forest Deptt. Aurangabad MGM Medical College and 

Hospital Aurangabad

Forest Deptt. 

Aurangabad

2016 Till Date Medical Examination and 

Investigation
https://www.mgmuhs.com/NAAC/c3/3.7.1/

2016%20Forest%20Dept%20Mukhya%20va

n%20savrakshak.PDF
42 Research Purpose IIT Mumbai Dr VK Suri, Yogesh Patil 

Dr  Himanshu Gupta, 

Smital Kulkarni

NA 2016 Till Date Central Research Faculty 

Explorated  & Utilized for  

Research Purpose                                                  

https://www.mgmuhs.com/NAAC/c3/3.7.1/

2016%20IIT%20Mumbai%201.PDF

43 Executive Health Check-Up Powergrid MGM Medical College and 

Hospital Aurangabad

Powergrid 2016 Till Date  Medical Examination and 

Investigation
https://www.mgmuhs.com/NAAC/c3/3.7.1/

2016%20Power%20Grid.PDF

44 Academic Training Government Medical 

College, Patiala.

Ms. Shivneet   Kaur   Brar 

(MBBS Students)

NA 2016 2017 Internship Training 

Academic Training Lokmanya Tilak 

Municipal Medical 

College, Sion, Mumbai.

Mr. Yadav  Shivakumar  

Veludas (MBBS Students)

NA 2016 2017 Internship Training 

Academic Training Pt. Jawaharlal Nehru 

Memorial Medical 

College, Raipur, 

Chhattisgarh

Ms. Akanksha  

Vishwakarma (MBBS 

Students)

NA 2016 2017 Internship Training 

Academic Training Gauhati Medical College, 

Guwahati.

Ms. Krishnakhi  Goswami 

(MBBS Students)

NA 2016 2017 Internship Training 

Academic Training Seth G. S. Medical 

College & K.E M. 

Hospital, Parel, Mumbai.

Ms. Goiporia  Mahafrin  

Homiar, Ms. Mehta  

Shikha  Paresh, Ms. 

Gandhi  Lorie  Mahendra , 

Ms. Lodha  Ayushi  

Mahavir , Mr. Jain  Akash  

Jeevan , Ms. Beri  

Riddhima  Rajiv   (MBBS 

Students)

NA 2016 2017 Internship Training 

Academic Training Sir Ganga Ram Hospital, 

New Delhi.

Ms. Anushruti Gupta  

(MBBS Students)

NA 2016 2017 Internship Training 

Academic Training Terna Medical College & 

Hospital, Nerul, Navi 

Mumbai.

Ms. Thomas  Joyce  

Jobkutti (MBBS Students)

NA 2016 2017 Internship Training 

Academic Training Grant Government 

Medical College, 

Mumbai.

Ms. Achawal  Shruti  

Sanjay, Mr. Raje  Rohit  

Shrikant (MBBS Students)

NA 2016 2017 Internship Training 

Academic Training Bombay Hospital Trust, 

Mumbai.

Mr. Chouhan   Siddharth  

Champalal (MBBS 

Students)

NA 2016 2017 Internship Training 

Academic Training Smt. Kashibai Navale 

Medical College & 

General Hospital, Pune.

Mr. Patkar Chinmay  

Rajendra (MBBS Students)

NA 2016 2017 Internship Training 

https://www.mgmuhs.com/NAAC/c3/3.7.1/

2014-19%20Internship%20letters.pdf
45

https://www.mgmuhs.com/NAAC/c3/3.7.1/2016 Forest Dept Mukhya van savrakshak.PDF
https://www.mgmuhs.com/NAAC/c3/3.7.1/2016 Forest Dept Mukhya van savrakshak.PDF
https://www.mgmuhs.com/NAAC/c3/3.7.1/2016 Forest Dept Mukhya van savrakshak.PDF
https://www.mgmuhs.com/NAAC/c3/3.7.1/2016 IIT Mumbai 1.PDF
https://www.mgmuhs.com/NAAC/c3/3.7.1/2016 IIT Mumbai 1.PDF
https://www.mgmuhs.com/NAAC/c3/3.7.1/2016 Power Grid.PDF
https://www.mgmuhs.com/NAAC/c3/3.7.1/2016 Power Grid.PDF
https://www.mgmuhs.com/NAAC/c3/3.7.1/2014-19 Internship letters.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2014-19 Internship letters.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2014-19 Internship letters.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2014-19 Internship letters.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2014-19 Internship letters.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2014-19 Internship letters.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2014-19 Internship letters.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2014-19 Internship letters.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2014-19 Internship letters.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2014-19 Internship letters.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2014-19 Internship letters.pdf


46 Teaching Learning ProgrammeUNESCO Chair in 

Bioethics

MGM Institute of Health 

Sciences

NA 2016 Till Date Academic training for staff, 

Lecture series for students and 

staff 

https://www.mgmuhs.com/NAAC/c3/3.7.1/

30%202016%20Unisco%20Bioethics.pdf

Research                                                                        

Faculty utilized from MGM 

dental college  for teaching

Publications

Research                                                                        

Exchange of academic staff 

 Exchange of students                   

Research                                                                        

Exchange of academic staff 

 Exchange of students                   

Free Cataract Surgery Center                                       

Organised diagnostic eye camp  

Research  

Teaching for PG 

Clinical training. 

Counsaltancy  

Industry -academia interaction

Research  

Teaching for PG 

Clinical training. 

Counsaltancy  

Industry -academia interaction

53 Medical Health Check-Up Wockhardt MGM Medical College and 

Hospital Aurangabad

Wockhardt 2016 Till Date Medical Examination and 

Investigation
https://www.mgmuhs.com/NAAC/c3/3.7.1/

37%202016%20%20Wockhardt..PDF
54 Rotary External Posting Of 

Physiotherapy Students

Hegdewar Hospital 

Aurangabad

MGM Medical College and 

Hospital Aurangabad

Hegdewar Hospital 

Aurangabad

2016 Till Date For Internship https://www.mgmuhs.com/NAAC/c3/3.7.1/

38%202016%20Hedagewar.PDF

Research collabration among 

the parties herein                                                                

Set the ground for efficacy 

testing of dengue NSI antigen 

FIA test kit              

Research Development  for 

exchenging knowledge .                                                        

Training for students 

Research , Phd Work And 

Publications, Academic 

Training

MGM Dental College Dr Sabita Ram, Dr Mansee 

Thakur, Dr VK Suri, ,Dr 

Niharika , etc

NA 2016 Till Date

Research & Efficiency Of 

Test

J Mitra & Co. Pvt Ltd MGM Medical College and 

Hospital Aurangabad

J Mitra & Co. Pvt Ltd 2016 20.09.2016

A Randomized, Double-

Blind, Placebo-Controlled, 

Three-Arm, Parallel Group, 

Multi-Centric, Clinical Study 

To Evaluate The Therapeutic 

Bio-Equivalence Of Two 

Lambda Therapeutic 

Research Limited

Dr Ashish Deshmukh Lambda Therapeutic 

Research Limited

2016 Till Date

Till Date

A Randomized, Open Label, 

Two Period, Single Dose, 

Crossover, Bioavailability 

Study Of Paclitaxel Injection 

Concentrate For Nano-

Dispersion (PICN) And 

Sun Pharma Advanced 

Research Company Ltd 

(SPARC)

Dr Chandrashekhar 

Tamane

Sun Pharma Advanced 

Research Company Ltd 

(SPARC)

2016 Till Date

To start Eye camp activity Samta Memorial 

Foundation

MGM Medical College and 

Hospital Aurangabad

Samta Memorial 

Foundation

2016 Till Date

Academic training MGM College of 

Physiotherapy

Dr Rajani Mullerpathani, 

Dr Bela Agarwal

NA 2016 Till Date

Academic training MGM College of Nursing 

Vashi Navi mumbai

Dr Merry Mathew NA 2016

https://www.mgmuhs.com/NAAC/c3/3.7.1/

39%202016%20J%20Mitra.pdf

https://www.mgmuhs.com/NAAC/c3/3.7.1/

36%202016%20Dr%20Ashish%20Deshmukh

%20Lambda.pdf

https://www.mgmuhs.com/NAAC/c3/3.7.1/

35%202016%20Tamane%20Sun%20pharma

.pdf

https://www.mgmuhs.com/NAAC/c3/3.7.1/

34%202016%20Samata%20memorial%20Fo

undation..PDF

https://www.mgmuhs.com/NAAC/c3/3.7.1/

33%202016%20Mou%20MGM%20Physioth

erapy.pdf

https://www.mgmuhs.com/NAAC/c3/3.7.1/

32%202016%20MGM%20Nursing%20vashi.

pdf

https://www.mgmuhs.com/NAAC/c3/3.7.1/

31%202016%20MOU%20MGM%20Dental%

20clg.PDF

2016-17

47
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49

50
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https://www.mgmuhs.com/NAAC/c3/3.7.1/30 2016 Unisco Bioethics.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/30 2016 Unisco Bioethics.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/31 2016 MOU MGM Dental clg.PDF
https://www.mgmuhs.com/NAAC/c3/3.7.1/31 2016 MOU MGM Dental clg.PDF
https://www.mgmuhs.com/NAAC/c3/3.7.1/32 2016 MGM Nursing vashi.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/32 2016 MGM Nursing vashi.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/33 2016 Mou MGM Physiotherapy.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/33 2016 Mou MGM Physiotherapy.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/34 2016 Samata memorial Foundation..PDF
https://www.mgmuhs.com/NAAC/c3/3.7.1/35 2016 Tamane Sun pharma.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/35 2016 Tamane Sun pharma.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/35 2016 Tamane Sun pharma.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/35 2016 Tamane Sun pharma.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/36 2016 Dr Ashish Deshmukh Lambda.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/36 2016 Dr Ashish Deshmukh Lambda.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/36 2016 Dr Ashish Deshmukh Lambda.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/36 2016 Dr Ashish Deshmukh Lambda.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/37 2016  Wockhardt..PDF
https://www.mgmuhs.com/NAAC/c3/3.7.1/37 2016  Wockhardt..PDF
https://www.mgmuhs.com/NAAC/c3/3.7.1/38 2016 Hedagewar.PDF
https://www.mgmuhs.com/NAAC/c3/3.7.1/38 2016 Hedagewar.PDF
https://www.mgmuhs.com/NAAC/c3/3.7.1/39 2016 J Mitra.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/39 2016 J Mitra.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/39 2016 J Mitra.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/39 2016 J Mitra.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/39 2016 J Mitra.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/36 2016 Dr Ashish Deshmukh Lambda.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/36 2016 Dr Ashish Deshmukh Lambda.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/36 2016 Dr Ashish Deshmukh Lambda.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/35 2016 Tamane Sun pharma.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/35 2016 Tamane Sun pharma.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/35 2016 Tamane Sun pharma.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/34 2016 Samata memorial Foundation..PDF
https://www.mgmuhs.com/NAAC/c3/3.7.1/34 2016 Samata memorial Foundation..PDF
https://www.mgmuhs.com/NAAC/c3/3.7.1/34 2016 Samata memorial Foundation..PDF
https://www.mgmuhs.com/NAAC/c3/3.7.1/33 2016 Mou MGM Physiotherapy.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/33 2016 Mou MGM Physiotherapy.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/33 2016 Mou MGM Physiotherapy.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/32 2016 MGM Nursing vashi.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/32 2016 MGM Nursing vashi.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/32 2016 MGM Nursing vashi.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/31 2016 MOU MGM Dental clg.PDF
https://www.mgmuhs.com/NAAC/c3/3.7.1/31 2016 MOU MGM Dental clg.PDF
https://www.mgmuhs.com/NAAC/c3/3.7.1/31 2016 MOU MGM Dental clg.PDF


56 Mutually Beneficial Program 

Which Serve To Enhance The 

Intellectual Life And Skill 

Development On Both 

Campus

Pillai College Of 

Education  And Research 

MGM Nursing college NM NA 2016 Till Date Exchange of Faculty & Students 

for education and training                                         
https://www.mgmuhs.com/NAAC/c3/3.7.1/

40%202016%20MOU%20with%20Pillai%20c

ollege%20nursing.pdf

Conduct short certificate course                      

Provide nesessary help to 

community service                                                                        

Provide awareness and 

interation through conducting 

talk and workshop

Research  

Teaching for PG 

Clinical training. 

Counsaltancy  

Industry -academia interaction

Research  

Teaching for PG

Clinical training. 

Counsaltancy  

Industry -academia interaction

Research  

Teaching for PG

Clinical training. 

Counsaltancy  

Industry -academia interaction

60 Health Care IT Solutions To 

Hospital

21 St Century Informatics 

India

MGM Medical College and 

Hospital Aurangabad

NA 2017 Till Date Health Care IT Solutions To 

Hospital
https://www.mgmuhs.com/NAAC/c3/3.7.1/

42%202017%20Century%20Informatics.pdf

Research  

Teaching for PG 

Clinical training. 

Counsaltancy  

Industry -academia interaction

Diagnostic   

Treatment 

Research  

Teaching for PG 

Clinical training. 

Counsaltancy  

Industry -academia interaction

Clinical Trial Ardent Clinical Research 

Services

MGM Medical College and 

Hospital Aurangabad

Ardent Clinical 

Research Services

2016 Till Date

Clinical Trial Grapecity Research 

solutions LLP

MGM Medical College and 

Hospital Aurangabad

Grapecity Research 

solutions LLP

2016 Till Date

A rarulomized, open label, 

patallel-group, actjle-

comparator controlled, muhi-

center study to

eraludte tfu efrcacy lnd safety 

ofLllipristal acetate (5 ng 

tablets), as comparcdwith 

Leuprolide acetate (3.75 mg 

Cliantha Research 

Limited

Dr Lakshmi Rachkonda Cliantha Research 

Limited

2017 Till Date

Free Diagnostics and teatment  

for women in ruler sector

Gebbs Foundation India MGM Medical College and 

Hospital Aurangabad

Gebbs Foundation India 2017 Till Date

Management of tuberculosis 

patients according to RNTCP 

by private practitioners in 

Aurangabad City - A cross 

sectional study.

Jt Director Of Health 

Services (Leprosy & TB) 

Dr. Prashant D.

Warkari,

NA 2017 Till Date

A Phase IV, Open-Label, 

Multi-center Study to 

Evaluate the Safety of 

Apixaban in Indian Subjects 

Undergoing Elective Total 

Knee Replacement or Total 

PPD Pharmaceutical 

Development India Pvt 

Ltd 

Dr Girish Gadekar PPD Pharmaceutical 

Development India Pvt 

Ltd 

2016 Till Date

https://www.mgmuhs.com/NAAC/c3/3.7.1/

2017%20Cliantha..PDF

https://www.mgmuhs.com/NAAC/c3/3.7.1/

2017%20Gebbs.%20Foundation.pdf

https://www.mgmuhs.com/NAAC/c3/3.7.1/

2017%20%20Jt%20Director%20of%20health

%20ser%20(Leprosy%20&%20TB)%20Dr%20

Prashant.pdf

https://www.mgmuhs.com/NAAC/c3/3.7.1/

41%202016%20Dr%20Girish%20Gadekar%2

0PPD.pdf

https://www.mgmuhs.com/NAAC/c3/3.7.1/

2016%20Grapecity%20Research%20Solutio

ns%20MOU.pdf

https://www.mgmuhs.com/NAAC/c3/3.7.1/

2016%20Ardent%20Clinical%20Research%2

0MOU.pdf

57

58

59

61

62

63

https://www.mgmuhs.com/NAAC/c3/3.7.1/40 2016 MOU with Pillai college nursing.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/40 2016 MOU with Pillai college nursing.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/40 2016 MOU with Pillai college nursing.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/41 2016 Dr Girish Gadekar PPD.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/41 2016 Dr Girish Gadekar PPD.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/41 2016 Dr Girish Gadekar PPD.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/41 2016 Dr Girish Gadekar PPD.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2016 Ardent Clinical Research MOU.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2016 Ardent Clinical Research MOU.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2016 Ardent Clinical Research MOU.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2016 Ardent Clinical Research MOU.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2016 Grapecity Research Solutions MOU.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2016 Grapecity Research Solutions MOU.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2016 Grapecity Research Solutions MOU.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2016 Grapecity Research Solutions MOU.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/42 2017 Century Informatics.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/42 2017 Century Informatics.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017  Jt Director of health ser (Leprosy & TB) Dr Prashant.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017  Jt Director of health ser (Leprosy & TB) Dr Prashant.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017  Jt Director of health ser (Leprosy & TB) Dr Prashant.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017  Jt Director of health ser (Leprosy & TB) Dr Prashant.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 Gebbs. Foundation.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 Cliantha..PDF
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 Cliantha..PDF
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 Cliantha..PDF
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 Cliantha..PDF
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 Cliantha..PDF
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 Cliantha..PDF
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 Gebbs. Foundation.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 Gebbs. Foundation.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017  Jt Director of health ser (Leprosy & TB) Dr Prashant.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017  Jt Director of health ser (Leprosy & TB) Dr Prashant.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017  Jt Director of health ser (Leprosy & TB) Dr Prashant.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017  Jt Director of health ser (Leprosy & TB) Dr Prashant.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/41 2016 Dr Girish Gadekar PPD.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/41 2016 Dr Girish Gadekar PPD.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/41 2016 Dr Girish Gadekar PPD.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2016 Grapecity Research Solutions MOU.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2016 Grapecity Research Solutions MOU.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2016 Grapecity Research Solutions MOU.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2016 Ardent Clinical Research MOU.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2016 Ardent Clinical Research MOU.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2016 Ardent Clinical Research MOU.pdf


Research  

Teaching for PG 

Clinical training. 

Counsaltancy  

Industry -academia interaction

Research  

Teaching for PG 

Clinical training. 

Counsaltancy  

Industry -academia interaction

Research  

Teaching for PG 

Clinical training. 

Counsaltancy  

Industry -academia interaction

Research  

Teaching for PG 

Clinical training. 

Counsaltancy  

Industry -academia interaction

Hospitalization For various 

diseases including 

superspecialty                        

Investigation ,                                                          
Procedure                                                                   

Treatment Employees

Reaching out of large no of 

people on HIV/AIDS 

prevention , testing, treatment, 

diagnostics                                                        
 Provide training and fellowship 

programs                                                                                                

 Create awareness  staff and 

students                                              

Provide stigma free prevention , 

testing ,diagnostic and 

treatment all HIV affected 

people including TB and 

Hepatatis pateints

Screening of population in all 

village                                                          

Indentification of cases fit for 

cataract surgery                                                                 

70 Cataract Case Detection & 

Surgery

District Blindness Control 

Society

MGM Medical College and 

Hospital Aurangabad

District Blindness 

Control Society

2017 Till Date https://www.mgmuhs.com/NAAC/c3/3.7.1/

2017%20District%20Blind%20Society.pdf

HIV Viral Load Test For HIV 

+Ve Patients.

AIDS Health Care 

Foundation (AHF)

MGM Medical College and 

Hospital NM

AIDS Health Care 

Foundation (AHF)

2017 Till Date

Provide Pre Employment And 

Periodic Health Checkup Of 

The Employees.

Hospira Health Care India 

Pvt .Ltd

MGM Medical College and 

Hospital Aurangabad

Hospira Health Care 

India Pvt .Ltd

2017 Till Date

A Multicenter, Randomized, 

Double-Blind, Vehicle-

Controlled Phase II Study to 

Evaluate the Efficacy, 

Tolerability, and Safety of 

Topical Povidone-Iodine 

JSS Clinical Research Ltd Dr Ashish Deshmukh JSS Clinical Research 

Ltd

2017 Till Date

Real world, non-

interventional, observational 

study of Venusia Max Cream 

as Moisturizer in Psoriasis 

Bioquest Solution Pvt Ltd Dr H R Jerajani Bioquest Solution Pvt 

Ltd

2017 Till Date

A ProsPective, I\rulticentric, 

Phase lV Clinical Study 

evaluating safety and efficacy 

of Leuprorelin

3.5mg lnjectlon plus Enzomac 

Tablet (Trypsin 96 mg + 

Macleods Dr Swati Shiradkar Macleods 2017 Till Date

Title An open label, Two 

Arms, Comparaiive, Phase'lV 

Clinical Study evaluatLng 

safely and efficacy of Oratil 

LZ (combination of 

Cefuroxime 250m9 + Linezo 

id 600m9) versus L nezolid 

600m9 in patiefts with 

Macleods Dr Anuradha Patil Macleods 2017 Till Date

https://www.mgmuhs.com/NAAC/c3/3.7.1/

2017%20AIDS%20health%20care%20founda

tion%20AHF..pdf

https://www.mgmuhs.com/NAAC/c3/3.7.1/

2017%20HOSPIRA-RENEWAL-2017.pdf

https://www.mgmuhs.com/NAAC/c3/3.7.1/

2017%20Dr%20Ashish%20Deshmukh%20JS

S..pdf

https://www.mgmuhs.com/NAAC/c3/3.7.1/

2017%20Dr%20Jjirajani%20Bio%20Quest%2

0pvt%20ltd.pdf

https://www.mgmuhs.com/NAAC/c3/3.7.1/

2017%20Dr.Swati%20Shiradkar%20MACLEO

DS%20CTA.pdf

https://www.mgmuhs.com/NAAC/c3/3.7.1/

2017%20Dr.Anuradha%20Patil%20MACLEO

DS%20CTA.pdf

64

65

66

67

68

69

https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 Dr.Anuradha Patil MACLEODS CTA.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 Dr.Anuradha Patil MACLEODS CTA.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 Dr.Anuradha Patil MACLEODS CTA.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 Dr.Anuradha Patil MACLEODS CTA.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 Dr.Swati Shiradkar MACLEODS CTA.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 Dr.Swati Shiradkar MACLEODS CTA.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 Dr.Swati Shiradkar MACLEODS CTA.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 Dr.Swati Shiradkar MACLEODS CTA.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 Dr Jjirajani Bio Quest pvt ltd.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 Dr Jjirajani Bio Quest pvt ltd.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 Dr Jjirajani Bio Quest pvt ltd.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 Dr Jjirajani Bio Quest pvt ltd.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 Dr Ashish Deshmukh JSS..pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 Dr Ashish Deshmukh JSS..pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 Dr Ashish Deshmukh JSS..pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 Dr Ashish Deshmukh JSS..pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 HOSPIRA-RENEWAL-2017.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 HOSPIRA-RENEWAL-2017.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 AIDS health care foundation AHF..pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 AIDS health care foundation AHF..pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 AIDS health care foundation AHF..pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 District Blind Society.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 District Blind Society.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 District Blind Society.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 AIDS health care foundation AHF..pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 AIDS health care foundation AHF..pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 AIDS health care foundation AHF..pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 HOSPIRA-RENEWAL-2017.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 HOSPIRA-RENEWAL-2017.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 Dr Ashish Deshmukh JSS..pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 Dr Ashish Deshmukh JSS..pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 Dr Ashish Deshmukh JSS..pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 Dr Jjirajani Bio Quest pvt ltd.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 Dr Jjirajani Bio Quest pvt ltd.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 Dr Jjirajani Bio Quest pvt ltd.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 Dr.Swati Shiradkar MACLEODS CTA.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 Dr.Swati Shiradkar MACLEODS CTA.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 Dr.Swati Shiradkar MACLEODS CTA.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 Dr.Anuradha Patil MACLEODS CTA.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 Dr.Anuradha Patil MACLEODS CTA.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 Dr.Anuradha Patil MACLEODS CTA.pdf


Pre opration examination and 

Investigation                                                            

Post surgery treatment                  

Research  

Clinical Trail

Industry -academia interaction

Research  

Teaching for PG 

Clinical training. 

Counsaltancy  

Industry -academia interaction

Research  

Teaching for PG 

Clinical training. 

Counsaltancy  

Industry -academia interaction

Research  

Teaching for PG 

Clinical training. 

Counsaltancy  

Industry -academia interaction

Research  

Teaching for PG 

Clinical training. 

Counsaltancy  

Industry -academia interaction

Research Development  for 

exchenging knowledge .                                                            Efficacy testing of Triclosan 

coated suture material                                                   

Research collabtration    

Training for students 

78 Pre Employment health 

checkup

CANPACK India Pvt Ltd MGM Medical College and 

Hospital Aurangabad

CANPACK India Pvt 

Ltd

2017 Till Date Medical Examination and 

Investigation

https://www.mgmuhs.com/NAAC/c3/3.7.1/

2017%20Canpack%20India%20MOU%20aur

angabad.pdf

To evaluate efficacy and 

safety of Bacillus clausii (2 

billion spores/5 ml) 

suspension as an add on 

therapy to standard of care in 

acute viral diarrhoea in 

children

Wockhardt Ltd             Dr Nimain Mohanty Wockhardt Ltd             2017 Till Date

https://www.mgmuhs.com/NAAC/c3/3.7.1/

2017-MOU,Wockhardt.PDF

Research / Training ETHICON Johnson  & 

Johnson Pvt Ltd.

MGM Medical College and 

Hospital Aurangabad

ETHICON Johnson  & 

Johnson Pvt Ltd.

2017 02.07.2017

Health Card To Widows Of 

Farmers Committed Suicide

Yashswini Samajik 

Abhiyan

MGM Medical College and 

Hospital Aurangabad

Yashswini Samajik 

Abhiyan

2017 Till Date

Research IIT Madras Dr Rajani Mullerpatan NA 2017 Till Date

An open label, Two arm, 

Comparative,Randomized  

Phase IV Clinical Study 

evaluating efficacy and safety 

of Alrista Forte (Epalrestat 

150 Mg + Methylcobalmin 

Macleods Dr. Deepak Bhosle Macleods 2017 Till Date

A Two arm, Comparative, 

Parallel, Randomized, double-

blind, double-dummy Clinical 

study to evaluate and compare 

the efficacy and safety of 

Cefrine (combination of 

Macleods Dr Rajendra Bohra Macleods 2017 Till Date

An Open Label Prospective, 

comparative, randomized, 

clinical study evaluating 

efficacy and safety of 

treatment A (Tamsulocin 0.4 

mg Modified release capsule) 

versus treatment B (FDC 

Macleods Dr Prashant Darakh Macleods 2017 Till Date

https://www.mgmuhs.com/NAAC/c3/3.7.1/

2017%20Ethicon%20Jhonson%20&%20Jhon

son.PDF

https://www.mgmuhs.com/NAAC/c3/3.7.1/

2017%20Yashaswini%20samajik%20Abhiyan

.PDF

https://www.mgmuhs.com/NAAC/c3/3.7.1/

2017%20IIT%20MADRAS..pdf

https://www.mgmuhs.com/NAAC/c3/3.7.1/

2017%20Dr.Deepak%20%20Bhosle%20MAC

LEODS%20CTA.pdf

https://www.mgmuhs.com/NAAC/c3/3.7.1/

2017%20Dr.Rajendra%20Bohra%20MACLEO

DS%20CTA.pdf

https://www.mgmuhs.com/NAAC/c3/3.7.1/

2017%20Dr.Prashant%20Darakh%20MACLE

ODS%20CTA.pdf
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https://www.mgmuhs.com/NAAC/c3/3.7.1/2017-MOU,Wockhardt.PDF
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017-MOU,Wockhardt.PDF
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 Dr.Prashant Darakh MACLEODS CTA.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 Dr.Prashant Darakh MACLEODS CTA.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 Dr.Prashant Darakh MACLEODS CTA.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 Dr.Prashant Darakh MACLEODS CTA.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 Dr.Rajendra Bohra MACLEODS CTA.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 Dr.Rajendra Bohra MACLEODS CTA.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 Dr.Rajendra Bohra MACLEODS CTA.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 Dr.Rajendra Bohra MACLEODS CTA.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 Dr.Deepak  Bhosle MACLEODS CTA.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 Dr.Deepak  Bhosle MACLEODS CTA.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 Dr.Deepak  Bhosle MACLEODS CTA.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 Dr.Deepak  Bhosle MACLEODS CTA.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 IIT MADRAS..pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 Yashaswini samajik Abhiyan.PDF
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 Yashaswini samajik Abhiyan.PDF
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 Ethicon Jhonson & Jhonson.PDF
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 Ethicon Jhonson & Jhonson.PDF
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 Ethicon Jhonson & Jhonson.PDF
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 Canpack India MOU aurangabad.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 Canpack India MOU aurangabad.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 Canpack India MOU aurangabad.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017-MOU,Wockhardt.PDF
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017-MOU,Wockhardt.PDF
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 Ethicon Jhonson & Jhonson.PDF
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 Ethicon Jhonson & Jhonson.PDF
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 Ethicon Jhonson & Jhonson.PDF
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 Yashaswini samajik Abhiyan.PDF
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 Yashaswini samajik Abhiyan.PDF
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 Yashaswini samajik Abhiyan.PDF
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 IIT MADRAS..pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 IIT MADRAS..pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 Dr.Deepak  Bhosle MACLEODS CTA.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 Dr.Deepak  Bhosle MACLEODS CTA.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 Dr.Deepak  Bhosle MACLEODS CTA.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 Dr.Rajendra Bohra MACLEODS CTA.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 Dr.Rajendra Bohra MACLEODS CTA.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 Dr.Rajendra Bohra MACLEODS CTA.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 Dr.Prashant Darakh MACLEODS CTA.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 Dr.Prashant Darakh MACLEODS CTA.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 Dr.Prashant Darakh MACLEODS CTA.pdf


Academic Training Bombay Hospital Trust, 

Mumbai.

Mr. Chouhan   Siddharth  

Champalal (MBBS 

Students)

NA 17.02.20162017 Internship Training 

Academic Training Gauhati Medical College, 

Guwahati.

Ms. Krishnakhi  Goswami 

(MBBS Students)

NA 11.05.20162017 Internship Training 

Academic Training Government Medical 

College, Patiala.

Ms. Shivneet   Kaur   Brar 

(MBBS Students)

NA 04.05.20162017 Internship Training 

Academic Training Grant Government 

Medical College, 

Mumbai.

Ms. Achawal  Shruti  

Sanjay, Mr. Raje  Rohit  

Shrikant (MBBS Students)

NA 15.02.20162017 Internship Training 

Academic Training Lokmanya Tilak 

Municipal Medical 

College, Sion, Mumbai.

Mr. Yadav  Shivakumar  

Veludas (MBBS Students)

NA 06.05.20162017 Internship Training 

Academic Training Pt. Jawaharlal Nehru 

Memorial Medical 

College, Raipur, 

Chhattisgarh

Ms. Akanksha  

Vishwakarma  (MBBS 

Students)

NA 11.05.20162017 Internship Training 

Academic Training Seth G. S. Medical 

College & K.E M. 

Hospital, Parel, Mumbai.

Ms. Goiporia  Mahafrin  

Homiar  ,Mr., Ms. Beri  

Riddhima  Rajiv , Jain  

Akash  Jeevan ,Ms. Mehta  

Shikha  Paresh , Ms. 

Gandhi  Lorie  

Mahendra,Ms. Lodha  

Ayushi  Mahavir    (MBBS 

Students)

NA 11.02.20162017 Internship Training 

Academic Training Sir Ganga Ram Hospital, 

New Delhi.

Ms. Anushruti Gupta  

(MBBS Students)

NA 20.05.20162017 Internship Training 

Academic Training Smt. Kashibai Navale 

Medical College & 

General Hospital, Pune.

Mr. Patkar Chinmay  

Rajendra (MBBS Students)

NA 18.02.20162017 Internship Training 

Academic Training Terna Medical College & 

Hospital, Nerul, Navi 

Mumbai.

Ms. Thomas  Joyce  

Jobkutti  (MBBS Students)

NA 18.02.20162017 Internship Training 

Research  

Teaching for PG 

Clinical training. 

Counsaltancy  

Industry -academia interaction

81 Executive Health Check-Up Skoda Ltd MGM Medical College and 

Hospital Aurangabad

Skoda Ltd 2017 Till Date Medical Examination and 

Investigation
https://www.mgmuhs.com/NAAC/c3/3.7.1/

2017%20Skoda.PDF

"A 24'week, randomised, 

doubl€'blind, double-dummv 

parallel group, multi cenire, 

active'controlled study to 

evaluatc cfficacy and safety 

ofremogliflozin etabonate in 

subjccts with type'2 diabetes 

mcllitus.

Glenmark Pharmaceutical 

Ltd

Dr Deepak Bhosale Glenmark 

Pharmaceutical Ltd

2017 Till Date https://www.mgmuhs.com/NAAC/c3/3.7.1/

2017%20Dr%20Deepak%20Bhosale%20Glen

mark.pdf

2017-18

79 https://www.mgmuhs.com/NAAC/c3/3.7.1/

2014-19%20Internship%20letters.pdf

80

https://www.mgmuhs.com/NAAC/c3/3.7.1/2014-19 Internship letters.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2014-19 Internship letters.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 Dr Deepak Bhosale Glenmark.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 Dr Deepak Bhosale Glenmark.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 Dr Deepak Bhosale Glenmark.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 Dr Deepak Bhosale Glenmark.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 Skoda.PDF
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 Skoda.PDF
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 Dr Deepak Bhosale Glenmark.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 Dr Deepak Bhosale Glenmark.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 Dr Deepak Bhosale Glenmark.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2014-19 Internship letters.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2014-19 Internship letters.pdf


Research  

Teaching for PG 

Clinical training. 

Counsaltancy  

Industry -academia interaction

83 Employee Health Check-Up SPS Intermodal Services 

(India) Pvt Ltd

MGM Medical College and 

Hospital NM

SPS Intermodal 

Services (India) Pvt Ltd

2017 Till Date Medical Examination and 

Investigation
https://www.mgmuhs.com/NAAC/c3/3.7.1/

2017.SPS%20Intermodal%20Services-

signed.pdf
2017 Till Date Research  https://www.mgmuhs.com/NAAC/c3/3.7.1/

Teaching for PG 

Clinical training. 

Counsaltancy  

Industry -academia interaction

Research  

Teaching for PG 

Clinical training. 

Counsaltancy  

Industry -academia interaction

Research Project 

Industry -academia interaction

87 Tie Up Of Sport Authority Of 

India

Sports Authority Of India MGM School of 

Physiotherapy Aurangabad

Sports Authority Of 

India

2017 Till Date Provide sport medicine Faculty 

to UG/PG Physiotherapy 

Students 

https://www.mgmuhs.com/NAAC/c3/3.7.1/

2017%20Sports%20Authority%20India..pdf

Research Project 

Industry -academia interaction

Research Project 

Industry -academia interaction

Patient care                                         

Training for students                                

Research                                                    

Faculty Exchange   

Exchange scientific material , 

publication, and information 

91 Employee Health Check-Up Mylan Laboratory Ltd , 

Taloja , Panvel

MGM Hospital NM Mylan Laboratory Ltd , 

Taloja , Panvel

2017 Till Date Pre Employment Health 

checkup
https://www.mgmuhs.com/NAAC/c3/3.7.1/

2016.Mylan%20Laboratory%20Ltd.-1

92 International Training Center American Heart 

Association (AHA)

MGM Medical College and 

Hospital NM (Dr Sameer 

Kadam)

NA 2017 Till Date Training for student and faculty                         https://www.mgmuhs.com/NAAC/c3/3.7.1/

2017%20MOU%20American%20Heart%20a

ssociation%20(,AHA)%20nm%20(2).PDF

https://www.mgmuhs.com/NAAC/c3/3.7.1/

2017%20allied%20scientific%20&%20SBS-

Copy.pdf

https://www.mgmuhs.com/NAAC/c3/3.7.1/

2017%20Ratnanidhi%20Charitable%20Trust

..pdf

https://www.mgmuhs.com/NAAC/c3/3.7.1/

2017%20Chennai%20International%20Pulm

onology.PDF

For Laboratory Services Ratnanidhi Charitable 

Trust

MGM School of 

Physiotherapy NM        (Dr 

Rajani Mullerpatani)

Ratnanidhi Charitable 

Trust

2017 Till Date

Project - MGM TBDS Chennai Interventional 

Pulmonology And Critical 

Care Assosiates Pvt Ltd

MGMSBS ,MGMIHS ( Dr 

Mansee Thakur)

NA 2017 Till Date

Work of Micro Nano 

enginearing development and 

deploment of India specific 

low cost biomedical devices 

Allied Scientific Products MGMSBS ,MGMIHS ( Dr 

Mansee Thakur)

NA 2017 Till Date

Research Sinergy Nanosystem MGMSBS ,MGMIHS ( Dr 

Mansee Thakur)

NA 2017 Till Date

A Randomized, Double-

Blind, Placebo-Controlled, 

Phase 2 Study to Assess the 

Efficacy, Pharmacokinetics, 

Pharmacodynamics and 

Safety of LNP1892 

LUPIN Dr Sudhir Kulkarni LUPIN 2017 Till Date

26 Week, 

Multicenter,randomized 

,placcbo controlled , double 

Astrazeneka Pharma India 

Ltd

Dr Deepak Bhosale Pharmaceutical 

Research Associates

India PriYate Limited + 

A Study to Evaluate the 

Effect of Dapagliflozin on 

Incidence of Worsening Hearl 

Failure or Cardiovascular 

Death in in Patients lvith 

phronic Heart Failure with 

Astrazeneka Pharma India 

Ltd

Dr Prashant Udgire Astrazeneka Pharma 

India Ltd

2017 Till Date https://www.mgmuhs.com/NAAC/c3/3.7.1/

2017%20Dr%20Deepak%20Bhosale%20Astr

azeneka.pdf

https://www.mgmuhs.com/NAAC/c3/3.7.1/

2017%20Dr%20Sudhir%20Kulkarni%20Lupin

.pdf

https://www.mgmuhs.com/NAAC/c3/3.7.1/

2017%20Sinergy%20Nano%20system.PDF

84

82

85

86

88

89

90

https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 Dr Deepak Bhosale Astrazeneka.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 Dr Deepak Bhosale Astrazeneka.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 Dr Deepak Bhosale Astrazeneka.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 Dr Deepak Bhosale Astrazeneka.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017.SPS Intermodal Services-signed.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017.SPS Intermodal Services-signed.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017.SPS Intermodal Services-signed.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 Dr Deepak Bhosale Astrazeneka.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 Dr Sudhir Kulkarni Lupin.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 Dr Sudhir Kulkarni Lupin.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 Dr Sudhir Kulkarni Lupin.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 Dr Sudhir Kulkarni Lupin.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 Sinergy Nano system.PDF
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 Sports Authority India..pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 Sports Authority India..pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 allied scientific & SBS-Copy.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 Chennai International Pulmonology.PDF
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 Ratnanidhi Charitable Trust..pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 Ratnanidhi Charitable Trust..pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 Ratnanidhi Charitable Trust..pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 Ratnanidhi Charitable Trust..pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2016.Mylan Laboratory Ltd.-1
https://www.mgmuhs.com/NAAC/c3/3.7.1/2016.Mylan Laboratory Ltd.-1
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 MOU American Heart association (,AHA) nm (2).PDF
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 MOU American Heart association (,AHA) nm (2).PDF
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 MOU American Heart association (,AHA) nm (2).PDF
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 allied scientific & SBS-Copy.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 allied scientific & SBS-Copy.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 allied scientific & SBS-Copy.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 Ratnanidhi Charitable Trust..pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 Ratnanidhi Charitable Trust..pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 Ratnanidhi Charitable Trust..pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 Chennai International Pulmonology.PDF
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 Chennai International Pulmonology.PDF
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 Chennai International Pulmonology.PDF
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 Dr Deepak Bhosale Astrazeneka.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 Dr Deepak Bhosale Astrazeneka.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 Dr Deepak Bhosale Astrazeneka.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 Dr Sudhir Kulkarni Lupin.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 Dr Sudhir Kulkarni Lupin.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 Dr Sudhir Kulkarni Lupin.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 Sinergy Nano system.PDF
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 Sinergy Nano system.PDF


93 Provide affordable 24 hr 

world class medical health 

care service including 

laboratory service to its 

pateints 

Siddhi Metropolis 

Healthcare

MGM Medical College and 

Hospital Aurangabad

Siddhi Metropolis 

Healthcare

2017 Till Date Provide Laboratory services https://www.mgmuhs.com/NAAC/c3/3.7.1/

2017%20Sidhi%20Metropolis%20Lab..pdf

Provide financial and material 

support                                                     

Provide technical guidelines , 

updateds , manual & circular                                                         

Provide RNTCP drugs

95 Annual Preventive Health 

Checkup 

Alliz Health MGM Medical Center & 

Research  Institute 

NA 2018 Till Date Medical Examination and 

Investigation
https://www.mgmuhs.com/NAAC/c3/3.7.1/

2018-AllizHealth.pdf
Research 

Student exchange 

faculty exchange 

 Student training 

 Project work  

Collaborative resaerch  

 Utilization corneal tissue for 

transplantation,                                                   

Research,                                                                    

Medical education                                             

Performspecular microscopy 

testing for tissue                                                                

 Necessary training to eye bank

Training

Patient care management

Inventory control

Training

Quality management and 

Accreditation

Training

Inventory control

Quality control

Training

Orientation of patient 

management

Training

Biomedical waste management

Quality management

Training
Quality management and 

Accreditation

https://www.mgmuhs.com/NAAC/c3/3.7.1/

2017-%2019%20Internship.pdf

Academic Training Nanavati Super Speciality 

Hospital

Krutika Halwai ( Dr 

Archana Mishra)

NA 2018 14.07.2018

Academic Training Shree Mahavir Health & 

Medical Relief Society 

Surat

Foram Patel ( Dr Archana 

Mishra)

NA 2018 15.05.2018

Academic Training Tata Memorial Hospital Berin Dixon Dsa,Swapnil 

Jadhav , Shraddha Keny ( 

Dr Archana Mishra)

NA 2018 25.06.2018

Academic Training Unique Hospital , Surat Foram Patel ( Dr Archana 

Mishra)

NA 2018

Academic Training PD Hinduja National 

Hospital & Medical 

Research Centre 

Heena Malekar ( Dr 

Archana Mishra)

NA 2018 11.07.2018

Academic Training Fortis Hospital Vashi Jayesh Tawade,Swati Mane 

,Vishambar Chauhan ( Dr 

Archana Mishra)

NA 2018 20.07.2018

25.07.2018

Eye Banking & Cornea 

Storage

Sahiyara Eye Bank MGM Medical College and 

Hospital NM

NA 2018 Till Date

Internship training program Glaxosmithkline 

Pharmaceutical Ltd

MGM Medical College and 

Hospital NM (Dr Rohit 

Sane MD Pharmacology 

NA 2018 08.06.2018

Fish waste management 

through biotechnological 

interventions

Pavan Green Technologies 

Ltd

MGMIHS ( Dr Raman 

Yadav)

NA 2018 Till Date

Training And Clinical Trial Zila Parishad Raigad  

DRTB Center Raigad

MGM Medical College and 

Hospital NM (Dr Potdar)

NA 2017 14.11.2020

https://www.mgmuhs.com/NAAC/c3/3.7.1/

2018%20MOU%20Sahiyara%20Eye%20Bank

.pdf

https://www.mgmuhs.com/NAAC/c3/3.7.1/

2018%20Galaxosmithkline..pdf

https://www.mgmuhs.com/NAAC/c3/3.7.1/

2018%20Pavan%20Green%20Biotechnologi

es%20ltd%20&.%20Omics.pdf

https://www.mgmuhs.com/NAAC/c3/3.7.1/

12%202015%20Health%20Zilla%20Parishad

%20Aug..pdf

94

96

97

98

99

https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 Sidhi Metropolis Lab..pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 Sidhi Metropolis Lab..pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/12 2015 Health Zilla Parishad Aug..pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/12 2015 Health Zilla Parishad Aug..pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2018-AllizHealth.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2018-AllizHealth.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2018 Pavan Green Biotechnologies ltd &. Omics.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2018 Pavan Green Biotechnologies ltd &. Omics.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2018 Galaxosmithkline..pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2018 Galaxosmithkline..pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2018 MOU Sahiyara Eye Bank.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2018 MOU Sahiyara Eye Bank.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2018 MOU Sahiyara Eye Bank.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2018 MOU Sahiyara Eye Bank.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017- 19 Internship.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017- 19 Internship.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017- 19 Internship.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017- 19 Internship.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017- 19 Internship.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017- 19 Internship.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017- 19 Internship.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017- 19 Internship.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017- 19 Internship.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017- 19 Internship.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017- 19 Internship.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017- 19 Internship.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017- 19 Internship.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017- 19 Internship.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017- 19 Internship.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017- 19 Internship.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2018 MOU Sahiyara Eye Bank.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2018 MOU Sahiyara Eye Bank.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2018 MOU Sahiyara Eye Bank.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2018 Galaxosmithkline..pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2018 Galaxosmithkline..pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2018 Pavan Green Biotechnologies ltd &. Omics.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2018 Pavan Green Biotechnologies ltd &. Omics.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2018 Pavan Green Biotechnologies ltd &. Omics.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/12 2015 Health Zilla Parishad Aug..pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/12 2015 Health Zilla Parishad Aug..pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/12 2015 Health Zilla Parishad Aug..pdf


Clinical Trial                                                         

 Research and Publication                                        

High quality training for faculty 

as wel as students                                                                 

Networking and support to the 

clinical research community

Research  

Teaching for PG 

Clinical training. 

Counsaltancy  

Industry -academia interaction

Provide optimal health care for 

special children                                                             

Improve collaboration , 

communication cordination of 

service                                               

Trainig for students                                               

Provide physical function and 

fitness screening of special 

children

Provide optimal health care for 

special children                                                             

 Improve collaboration , 

communication cordination of 

service                                                             

Trainig for students                                               

provide physical function and 

fitness screening of special 

children

Training                          

Clinical Trial

Industry -academia interaction

105 MGM , Kamothe Acts As A 

Mother Blood Bank

MGM Vashi, Storage 

Center

MGM Medical College and 

Hospital NM

NA 2018 Till Date Supply Blood units and Blood 

product
https://www.mgmuhs.com/NAAC/c3/3.7.1/

2018%20MOU%20with%20MGM%20VASHI

%20BLOOD%20STORAGE%20CENTER.pdf
Project Work                                   

Internship                                          

Research                                       

Students/ Faculty exchange

https://www.mgmuhs.com/NAAC/c3/3.7.1/

2018%20Eli%20Lilly%20And%20Company%

20..pdf

Academic, Clinical training , 

Internship , Project work, 

student/ faculty exchange , 

Research

SVERI college of 

Engineering 

Pandharpur 

MGM School of 

Biomedical Sciences (Dr 

Mansee Thakur)

NA 2018 Till Date

Promoting teaching 

,educational, research & other 

collaborative activity for 

mutual benefit of sport person

Sports Authority  Of India MGM School of 

Physiotherapy 

NA 2018 Till Date

Optimizing health care 

delivery and the overall health 

and well being of special 

children as well as education 

and learning of clinical skills 

for physiotherapy students

Primary Health Centre 

Adul

MGM School of 

Physiotherapy Aurangabad

Primary Health Centre 

Adul

2018 Till Date

Optimizing health care 

delivery and the overall health 

and well being of special 

children as well as education 

and learning of clinical skills 

for physiotherapy students

Aarambh Autistic Centre MGM School of 

Physiotherapy Aurangabad

Aarambh Autistic 

Centre

2018 Till Date

A Multicenter Randomized 

double blind placebo 

controlled study to evaluate 

the efficacy and safety of 

baricitinib in adult patients 

with moderate to severe 

Elli Lilly Company 

(India) Pvt Ltd Gurgaon 

Haryana

Dr H R Jerajani Elli Lilly Company 

(India) Pvt Ltd 

Gurgaon Haryana

2018 Till Date

Phase 3 Multicenter Double 

blind study to evaluate the 

long term safety and efficacy 

of barciunib in adult patients 

with atopic dermatitis 

Elli Lilly Company 

(India) Pvt Ltd Gurgaon 

Haryana

Dr H R Jerajani Elli Lilly Company 

(India) Pvt Ltd 

Gurgaon Haryana

2018 Till Date

https://www.mgmuhs.com/NAAC/c3/3.7.1/

2018%20Sports%20Authrity%20of%20India

%20MOU..pdf

https://www.mgmuhs.com/NAAC/c3/3.7.1/

2017%20PHC,%20Adul..pdf

https://www.mgmuhs.com/NAAC/c3/3.7.1/

2018%20Aarambh%20Autistic%20Centre%2

0MOU..pdf

https://www.mgmuhs.com/NAAC/c3/3.7.1/

2018%20Eli%20Lilly%20And%20Company.p

df

https://www.mgmuhs.com/NAAC/c3/3.7.1/

2018%20mou%20sveri%20and%20sbs.pdf
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https://www.mgmuhs.com/NAAC/c3/3.7.1/2018 Eli Lilly And Company ..pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2018 Eli Lilly And Company ..pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2018 Eli Lilly And Company ..pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2018 Eli Lilly And Company.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2018 Eli Lilly And Company.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2018 Eli Lilly And Company.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2018 Eli Lilly And Company.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2018 Aarambh Autistic Centre MOU..pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2018 Aarambh Autistic Centre MOU..pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2018 Aarambh Autistic Centre MOU..pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 PHC, Adul..pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 PHC, Adul..pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 PHC, Adul..pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2018 Sports Authrity of India MOU..pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2018 Sports Authrity of India MOU..pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2018 MOU with MGM VASHI BLOOD STORAGE CENTER.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2018 MOU with MGM VASHI BLOOD STORAGE CENTER.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2018 MOU with MGM VASHI BLOOD STORAGE CENTER.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2018 mou sveri and sbs.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2018 mou sveri and sbs.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2018 mou sveri and sbs.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2018 Eli Lilly And Company ..pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2018 Eli Lilly And Company ..pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2018 Eli Lilly And Company ..pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2018 Sports Authrity of India MOU..pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2018 Sports Authrity of India MOU..pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2018 Sports Authrity of India MOU..pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 PHC, Adul..pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017 PHC, Adul..pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2018 Aarambh Autistic Centre MOU..pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2018 Aarambh Autistic Centre MOU..pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2018 Aarambh Autistic Centre MOU..pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2018 Eli Lilly And Company.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2018 Eli Lilly And Company.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2018 Eli Lilly And Company.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2018 mou sveri and sbs.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2018 mou sveri and sbs.pdf


Academic Training Ashwini Rural Medical 

College, Hospital and 

Research Centre, Solapur

Ms. Maindarkar Apurva 

Ajay (MBBS Students)

NA 2018 2019 Internship Training https://www.mgmuhs.com/NAAC/c3/3.7.1/

2014-19%20Internship%20letters.pdf

Academic Training B.J. Medical College, 

Ahmedabad.

Mr. Shalin Jain (MBBS 

Students)

NA 2018 2019 Internship Training 

Academic Training Balabhai Nanavati 

Hospital Mumbai

Ms Gupta Prachi, Mr 

Shetty Shruthi, Ms Nayak 

Nisha, Mr Patel Kairav, Ms 

Bapat Neha ,Ms Singh 

NA 2018 2019 Internship Training 

Academic Training Bhatia Hospital, Mumbai Mr. Allahbadia Sidharth 

Vivek, Ms. Eram Azeem 

Mahaldar, Ms. Kabra 

Minal Satyanarayan , Mr. 

Dodeja Ajay Dayal , Ms. 

NA 2018 2019 Internship Training 

Academic Training Bombay Hospital & 

Medical Research Centre, 

Mumbai.

Mr. Satia Raunak Naresh, 

Ms. Changle Shreeya 

Shailesh, Mr. Mayur Vijay 

Bhalghat  (MBBS 

Students)

NA 2018 2019 Internship Training 

Academic Training Calcutta National Medical 

College, Kolkata.

Ms. Dyuti Sit (MBBS 

Students)

NA 2018 2019 Internship Training 

Academic Training Chhattisgarh Institute of 

medical sciences Bilaspur 

Ms Srishti Jaiswal (MBBS 

Students)

NA 2018 2019 Internship Training 

Academic Training Civil Hospital Bathinda 

Punjab

Mr Sankalp Markan 

(MBBS Students)

NA 2018 2019 Internship Training 

Academic Training Civil Hospital Sonipat Ms Srishty Vij (MBBS 

Students)

NA 2018 2019 Internship Training 

Academic Training Civil Hospital, Gurgaon. Ms. Pragya Yadav (MBBS 

Students)

NA 2018 2019 Internship Training 

Academic Training Civil Hospital, Gurugram. Mr. Dheeraj  Chhabra 

(MBBS Students)

NA 2018 2019 Internship Training 

Academic Training Civil Hospital, Sirsa, 

Haryana.

Mr. Anirudh  Pahwa 

(MBBS Students)

NA 2018 2019 Internship Training 

Academic Training Civil Hospital, Sonepat, 

Haryana.

Ms. Srishty Vij (MBBS 

Students)

NA 2018 2019 Internship Training 

107

https://www.mgmuhs.com/NAAC/c3/3.7.1/2014-19 Internship letters.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2014-19 Internship letters.pdf


Academic Training District Civil Surgeon, 

District Hospital, Barshi 

Road, Beed

Ms. Jethliya Madhushri 

Nandkishorji ,Mr. Kale 

Aditya Madhusudan 

(MBBS Students)

NA 2018 2019 Internship Training 

Academic Training District General Hospital 

Buldana

Ms Sawale Aishwarya 

Vinayak (MBBS Students)

NA 2018 2019 Internship Training 

Academic Training District Hospital Mathura 

UP

Ms Barot Astha Dinesh, Mr 

Ankit Jain, Ms. Barot 

Astha Dinesh ,Mr. Ankit 

Jain (MBBS Students)

NA 2018 2019 Internship Training 

Academic Training Dr. Balabhai Nanavati 

Hospital, Mumbai

Ms. Aastha Jain , Mr. 

Gautam Tanmay Navin, 

Ms. Shetty Shruthi 

Santosh, Ms. Rao Shraddha 

Ganesh, Mr. Shah Raj 

Harshad, Ms. Parlikar 

Malvika Rajiv, Ms. Mehta 

Drishti Hiten, Mr. Tripathi 

Ashutosh Chandraprakash , 

Mr. Binyala Siddhant 

Rajesh, Mr. Chitalia 

Dhairya Shailesh, Ms. 

Ladwal Ritika Rakesh   

(MBBS Students)

NA 2018 2019 Internship Training 

Academic Training Dr. Shankarrao Chavan 

Govt. Medical College, 

Vishnupuri, Nanded.

Mr. Ghei Prem Sanjay 

(MBBS Students)

NA 2018 2019 Internship Training 

Academic Training Dr. Ulhas Patil Medical 

College & Hospital, 

Jalgaon.

Ms. Saoji Pinaki Sachin 

(MBBS Students)

NA 2018 2019 Internship Training 

Academic Training Government Medical 

College, Aurangabad.

Ms. Bagban Tahseen Javed 

(MBBS Students)

NA 2018 2019 Internship Training 

Academic Training Grant Government 

Medical College, Mumbai

Ms. Gilani Uzma Sayed 

Khushnud,Ms. Patil 

Jidnyasa Dilip (MBBS 

Students)

NA 2018 2019 Internship Training 

Academic Training Masina Hospital, Mumbai Ms. Rochlani Sonika 

Sureshlal , Mr. Patel Asjad 

Afzal (MBBS Students)

NA 2018 2019 Internship Training 

Academic Training Post Graduate Institute of 

Medical Education and 

Research, Dr. Ram 

Manohar Lohia Hospital, 

New Delhi.

Ms. Anubhuti Shandilya 

(MBBS Students)

NA 2018 2019 Internship Training 



Academic Training SMS Medical College and 

Controller of Attached 

Hospitals, Jaipur

Ms. Urvi Gaur (MBBS 

Students)

NA 2018 2019 Internship Training 

Academic Training Smt. Kashibai Navale 

Medical College & 

General Hospital, Pune.

Ms. Dhage Sneha 

Vyankatrao (MBBS 

Students)

NA 2018 2019 Internship Training 

Academic Training Terna Medical College & 

Hospital, Navi Mumbai.

Mr. Patel Gaurav Jayantilal 

(MBBS Students)

NA 2018 2019 Internship Training 

Academic Training Topiwala National 

Medical College, 

Mumbai.

Ms. Shah Bansari 

Bhadrakant (MBBS 

Students)

NA 2018 2019 Internship Training 

Research                                                      

Startup      

Enterprinership 

109 Academic Training MGM Law College Nerul Dr Karuna NA 2018 Till date  Internship to Students ,                                

Obeservership ,                                                

Faculty Exchange

https://www.mgmuhs.com/NAAC/c3/3.7.1/

2018%20MGM%20law%20clg.pdf

110 Academic Training MGM College of 

Commerece 

Principle NA 2018 Till date Internship to Students , 

Obeservership , Information 

lecture and practical relating to 

IT and Account

https://www.mgmuhs.com/NAAC/c3/3.7.1/

2018%20MGM%20Clg%20Commerece.PDF

111 Academic Training MGM College of 

Computer Science and 

Information Technology

Dr Chaitali and Dr Piyush NA 2018 Till date Internship to Students , 

Obeservership , Information 

lecture and practical relating to 

IT

https://www.mgmuhs.com/NAAC/c3/3.7.1/

2018%20MOU%20MGM%20Clg%20of%20C

omp%20&%20IT.PDF

Academic Training MGM Institute of 

Manegement Studies and 

Research

Dr Saloni NA 2018 Till date Internship to Students , 

Obeservership , Information 

lecture and practical relating to 

Quality management and 

accreditation
Academic Training Mission Spine Foundation MGM Institute of Health 

Sciences 

NA 2018 Till Date Academic training to PG 

Students

Academic Training

Quality management and 

accreditation

Training

Orientation of patient 

management

Training

Inventory control

Quality control

Training

Qualtiy control

Training

Inventory control

Quality control

https://www.mgmuhs.com/NAAC/c3/3.7.1/

MOM%20JF%20MGM%201.pdf

Jugaadfunda Innovations 

LLP Pune

MGM Institute of Health 

Sciences 

NA 2018 Till date

Academic Training KEM Hospital Parel Swati Mane,Vishambar 

Chauhan ( Dr Archana 

Mishra)

NA 2018 24.08.2018

HBT Medical College & 

Dr RN Cooper MUN Gen 

Hospital Mumbai

Krutika Halwai,Heena 

Malekar, Kiswa Ansari ( 

Dr Archana Mishra)

NA

2018-19
Innovation & Inncubation 

manegemet plateform to 

establishment of technology 

2018 23.08.2018

Academic Training Brihanmumbai 

Mahanagar Palika , Public 

Health dept Mumbai

Swapnil Jadhav ,Berin 

Dixon Dsa ( Dr Archana 

Mishra)

NA 2018 15.08.2018

Academic Training Sanjivani Hospital & 

ICCU centre Surat

Foram Patel ( Dr Archana 

Mishra)

NA 2018

Academic Training Fortis Hospital mulund Swapnil Jadhav , Berin 

Dixon Dsa ( Dr Archana 

Mishra)

NA 2018 31.07.2018
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112

113

https://www.mgmuhs.com/NAAC/c3/3.7.1/

2018%20MGM%20Inst%20of%20Managem

ent.PDF

https://www.mgmuhs.com/NAAC/c3/3.7.1/

2017-%2019%20Internship.pdf

Academic Training

26.08.2018

https://www.mgmuhs.com/NAAC/c3/3.7.1/MOM JF MGM 1.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/MOM JF MGM 1.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2018 MGM law clg.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2018 MGM law clg.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2018 MGM Clg Commerece.PDF
https://www.mgmuhs.com/NAAC/c3/3.7.1/2018 MGM Clg Commerece.PDF
https://www.mgmuhs.com/NAAC/c3/3.7.1/2018 MOU MGM Clg of Comp & IT.PDF
https://www.mgmuhs.com/NAAC/c3/3.7.1/2018 MOU MGM Clg of Comp & IT.PDF
https://www.mgmuhs.com/NAAC/c3/3.7.1/2018 MOU MGM Clg of Comp & IT.PDF
https://www.mgmuhs.com/NAAC/c3/3.7.1/2018 MGM Inst of Management.PDF
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017- 19 Internship.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017- 19 Internship.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017- 19 Internship.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017- 19 Internship.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017- 19 Internship.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017- 19 Internship.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017- 19 Internship.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017- 19 Internship.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017- 19 Internship.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017- 19 Internship.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017- 19 Internship.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/MOM JF MGM 1.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/MOM JF MGM 1.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2018 MGM Inst of Management.PDF
https://www.mgmuhs.com/NAAC/c3/3.7.1/2018 MGM Inst of Management.PDF
https://www.mgmuhs.com/NAAC/c3/3.7.1/2018 MGM Inst of Management.PDF
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017- 19 Internship.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017- 19 Internship.pdf


Academic Training                                                  

Project Work                                    

Clinical training                                    

Internship                                          

Research                                               

Students/ Faculty exchange

115 For Laboratory Services Oncquest Laboratories Ltd MGM Medical College and 

Hospital Aurangabad

NA 2018 Till Date For Laboratory Services https://www.mgmuhs.com/NAAC/c3/3.7.1/

2018%20OncquestLab..pdf
116 For Blood & Blood 

Components Supply 

Dattaji Bhale Blood Bank MGM Medical College and 

Hospital Aurangabad

NA 2018 Till Date Processing & distribution of 

blood to those in need 
https://www.mgmuhs.com/NAAC/c3/3.7.1/

2018%20Dattaji%20Bhale%20Lab..pdf

Provide Free health checkup                                

Training of students 

118 Data collection and Data 

analysis

Sancheti College of 

Physiotherapy

Dr Rajani Mullerpatan NA 2018 Till Date Research Purpose https://www.mgmuhs.com/NAAC/c3/3.7.1/

2018%20MOU%20Sancheti%20college%20P
 Student training 

Project work  

Collaborative resaerch  

 Student training 

Project work  

Collaborative resaerch  

 Student training 

Project work  

Collaborative resaerch  

 Student training 

Project work  

Collaborative resaerch  

 Student training 

Project work  

Collaborative resaerch  

 Student training 

Project work  

Collaborative resaerch  

Research  

Teaching for PG

Clinical training. 

Counsaltancy  

Industry -academia interaction

A Randomized, Double-

Blind, Placebo-Controlled, 

three-arm, Parallel Design, 

Multiple site, Study to 

Evaluate the Therapeutic 

equivalence and Safety of 

Tacrolimus Ointment,0.1% 

(Encube Ethicals Private 

Limited) with Protopic® - 

(Tacrolimus Ointment 0.1% 

(Astellas Pharma US, Inc) in 

the treatment of Moderate to 

Severe Atopic Dermatitis.

Accutest Research Lab Dr. Ashish Deshmukh Accutest Research Lab 2018 Till Date

Screening of antimicrobial 

activity and physicochemical 

analysis of shawas kas 

chitamani rasa

Shree Dhootapapeshwar 

Ltd , Veer Savarkar 

Chowk,, Panvel, Navi 

Mumbai, Maharashtra 

410206

Kshipra and Dr Mansee 

Thakur 

NA 2018 Till Date

Study of prevalance of single 

nucleotide polymorphism in 

autistic children

Bai Jerabai Wadia 

Hospital for children 

,Acharya Dhonde Marg 

Aditi and Dr Anjali Sabnis NA 2018 Till Date

Mutational Spectrum of 

patients with DMD

Bai Jerabai Wadia 

Hospital for children 

,Acharya Dhonde Marg 

Swati and Dr Anjali Sabnis NA 2018 Till Date

Free Health Service for 

mentaly retairded child 

Swayamsiddha NGO MGM School of 

Physiotherapy Aurangabad

Swayamsiddha NGO 2018 Till Date

Study of HLA B 1502 

Genotype in children with 

epilepsy

Bai Jerabai Wadia 

Hospital for children 

,Acharya Dhonde Marg 

Akshay  and Dr Anjali 

Sabnis 

NA 2018 Till Date

Study of variability of 

mutation in CYP21A2 gene in 

congenital adrenal 

Bai Jerabai Wadia 

Hospital for children 

,Acharya Dhonde Marg 

Tejaswini  and Dr Anjali 

Sabnis 

NA 2018 Till Date

https://www.mgmuhs.com/NAAC/c3/3.7.1/

2018%20%20Accutest%20CTA%20dR.%20As

hish%20Deshmukh.pdf

https://www.mgmuhs.com/NAAC/c3/3.7.1/

2018%20Shree%20Dhootpapeshwar%20+%

20kshipra1.pdf

https://www.mgmuhs.com/NAAC/c3/3.7.1/

2018%20%20Wadia%20hospital%20%20Adi

ty..pdf

https://www.mgmuhs.com/NAAC/c3/3.7.1/

2018%20Wadia%20hospital%20+%20.Swati.

pdf

https://www.mgmuhs.com/NAAC/c3/3.7.1/

2018%20Wadia%20hospital%20+.%20Aksha

y.pdf

https://www.mgmuhs.com/NAAC/c3/3.7.1/

2018%20Wadia%20hospital%20.+Tejashwin

i.pdf

https://www.mgmuhs.com/NAAC/c3/3.7.1/

2018%20Wadia%20Hospita%20+%20.Anjali

%20Patil.pdf

https://www.mgmuhs.com/NAAC/c3/3.7.1/

2017%20%20Swyamsiddha%20MOU..pdf

https://www.mgmuhs.com/NAAC/c3/3.7.1/

2018%20mou%20pillai%20and%20biotech.

pdf

114

117

119

120

121

122

123

Academic, Clinical training , 

Internship , Project work, 

student/ faculty exchange , 

Research

Pillai College of Arts , 

Commerce & scienc

MGM SBS (Dr Mansee 

Thakur)

NA 2018 2019

Research Study on Spectrum 

of CYP21A2 Mutation in 

congenital adrenal 

Bai Jerabai Wadia 

Hospital for children 

,Acharya Dhonde Marg 

Anjali Patil and Dr Anjali 

Sabnis

NA 2018 Till Date

124

125

https://www.mgmuhs.com/NAAC/c3/3.7.1/2018 mou pillai and biotech.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2018 mou pillai and biotech.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2018 mou pillai and biotech.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2018 mou pillai and biotech.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2018 mou pillai and biotech.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2018 OncquestLab..pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2018 OncquestLab..pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2018 Dattaji Bhale Lab..pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2018 Dattaji Bhale Lab..pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017  Swyamsiddha MOU..pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2018 MOU Sancheti college Pune.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2018 MOU Sancheti college Pune.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2018 Wadia Hospita + .Anjali Patil.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2018 Wadia Hospita + .Anjali Patil.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2018 Wadia hospital .+Tejashwini.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2018 Wadia hospital .+Tejashwini.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2018 Wadia hospital +. Akshay.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2018 Wadia hospital +. Akshay.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2018 Wadia hospital + .Swati.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2018 Wadia hospital + .Swati.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2018  Wadia hospital  Adity..pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2018  Wadia hospital  Adity..pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2018 Shree Dhootpapeshwar + kshipra1.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2018 Shree Dhootpapeshwar + kshipra1.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2018  Accutest CTA dR. Ashish Deshmukh.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2018  Accutest CTA dR. Ashish Deshmukh.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2018  Accutest CTA dR. Ashish Deshmukh.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2018  Accutest CTA dR. Ashish Deshmukh.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2018  Accutest CTA dR. Ashish Deshmukh.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2018  Accutest CTA dR. Ashish Deshmukh.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2018  Accutest CTA dR. Ashish Deshmukh.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2018 Shree Dhootpapeshwar + kshipra1.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2018 Shree Dhootpapeshwar + kshipra1.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2018 Shree Dhootpapeshwar + kshipra1.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2018  Wadia hospital  Adity..pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2018  Wadia hospital  Adity..pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2018  Wadia hospital  Adity..pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2018 Wadia hospital + .Swati.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2018 Wadia hospital + .Swati.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2018 Wadia hospital + .Swati.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2018 Wadia hospital +. Akshay.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2018 Wadia hospital +. Akshay.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2018 Wadia hospital +. Akshay.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2018 Wadia hospital .+Tejashwini.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2018 Wadia hospital .+Tejashwini.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2018 Wadia hospital .+Tejashwini.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2018 Wadia Hospita + .Anjali Patil.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2018 Wadia Hospita + .Anjali Patil.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2018 Wadia Hospita + .Anjali Patil.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017  Swyamsiddha MOU..pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2017  Swyamsiddha MOU..pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2018 mou pillai and biotech.pdf
https://www.mgmuhs.com/NAAC/c3/3.7.1/2018 mou pillai and biotech.pdf
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Research  

Teaching for PG

Clinical training. 

Counsaltancy  

Industry -academia interaction

Research  

Teaching for PG

Clinical training. 

Counsaltancy  

Industry -academia interaction

Research  

Teaching for PG

Clinical training. 

Counsaltancy  

Industry -academia interaction

 Student training 

Project work  

Collaborative resaerch  

 Student training 

Project work  

Collaborative resaerch  

Project Work                                   

Internship                                          

Research                                         

Students/ Faculty exchange

Project Work                                   

Internship                                          

Academic   

Clinical training   

Research                                         

Students/ Faculty exchange

 Student training 

Project work  

Collaborative resaerch  

Project Work ChromoXpert Dr Anjali Sabnis NA 2019 Till Date

Academic, Clinical training , 

Internship , Project work, 

student/ faculty exchange , 

Research

Nirmala Niketan college 

of Home Sciences , New 

Marine Lines mumbai

MGM SBS (Dr Mansee 

Thakur)

NA 2019 Till Date

Academic, Clinical training , 

Internship , Project work, 

student/ faculty exchange , 

Research

Pillai College of Arts , 

Commerce & scienc

MGM SBS (Dr Mansee 

Thakur)

NA 2019 Till Date

Comparison between growing 

Cucumber  (cucumis sativus) 

in different hydrophonic 

Himedia , Vadhni 

Industrial estate 

Ghatkopar

Kalaivani and Dr Mansee 

Thakur

NA 2019 Till Date

Comparison between growing 

Muskmelon (cucumis melo) 

in different hydrophonic 

Himedia , Vadhni 

Industrial estate 

Ghatkopar

Surabha and Dr Mansee 

Thakur

NA 2019 Till Date

A Phase III Randomized, 

Double Blind, Parallel Group, 

Placebo Controlled, Multi-

Centre, Multinational Study 

to Evaluate Efficacy and 

Safety of TRC150094 as an 

IQVIA HDS (lndia) 

Private Limited

Dr. Deepak Bhosle IQVIA HDS (lndia) 

Private Limited

2019 Till Date

Safety and Efficacy of 

Lipiodol® Ultra 

Fluid in Association with 

Surgical Glues

 during Vascular 

Embolization, 

SIRO Clinpharm Pvt. Ltd Dr.Shivaji Pole SIRO Clinpharm Pvt. 

Ltd

2018 Till Date

A Multicentric, Open lable, 

Randomized, Comparative, 

clinical study evaluating 

safety and Efficacy of Fixed 

Dose combination of Trypsin 

48 mg + Bromelain 90 mg + 

Rutoside Trihydrate 100 mg 

enteric coated tablet versus 

Serratiopeptide 10 mg enteric 

coated tablet in patient for 

heling potential in surgical 

wound after minor surgery.

Macleods Dr. Mahendra Surywanshi Macleods 2018 Till Date

https://www.mgmuhs.com/NAAC/c3/3.7.1/

2019%20MOU%20Chromo%20Xpert.pdf

https://www.mgmuhs.com/NAAC/c3/3.7.1/

2019%20Nirmala%20Niketan%20College..p

df

https://www.mgmuhs.com/NAAC/c3/3.7.1/

2019%20mou%20pillai%20and%20biotech.

pdf

https://www.mgmuhs.com/NAAC/c3/3.7.1/

2019%20MOU%20Hi%20Media%20+%20S%

20Kalaivani.pdf

https://www.mgmuhs.com/NAAC/c3/3.7.1/

2019%20MOU%20%20Hi%20Media%20+Sa

urabh%20Pawar.pdf

https://www.mgmuhs.com/NAAC/c3/3.7.1/

2019%20CTA%20IQVIA%20Dr.deepak%20b

hosle..pdf

https://www.mgmuhs.com/NAAC/c3/3.7.1/

2018%20SIRO%20Clinpharm%20pvt%20ltd

%20CTA_Lipiodol.pdf

https://www.mgmuhs.com/NAAC/c3/3.7.1/

2018%20%20Macleods%20CTA%20Dr%20M

ahendra%20Surywanshi.pdf
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Academic Training Balabhai Nanavati 

Hospital Mumbai

Mr Qureshi Mohammed 

Umar Ayub, Ms Pereira 

Jessica Jude, Ms Subhedar 

Narendra, Mr Asrani 

Devesh Hitesh, Mr 

Agarwal Laksh Abhay , Mr 

Bandodkar Nishant (MBBS 

Students)

NA 2019 2020 Internship Training 

Academic Training Civil Surgeon Buldana Ms Tayde Yashashree 

(MBBS Students)

NA 2019 2020 Internship Training 

Academic Training Civil Hospital Sonipat Ms vaishali Singh (MBBS 

Students)

NA 2019 2020 Internship Training 

Academic Training Civil Hospital Beed Ms Upadhye Neha (MBBS 

Students)

NA 2019 2020 Internship Training 

Academic Training BJ Govt Medical College 

Pune

Ms Dube Sheetal Arun 

(MBBS Students)

NA 2019 2020 Internship Training 

Academic Training Govt. Medical College, 

Amritsar

Mr. Harmanpreet Singh 

(MBBS Students)

NA 2019 2020 Internship Training 

Academic Training Indira Gandhi Institute of 

Medical Sciences, 

Medical College, Patna

Mr. Siddharth Manu 

(MBBS Students)

NA 2019 2020 Internship Training 

Academic Training Swami Ramanand Teerth 

Rural Government 

Medical College, 

Ambajogai, Beed

Mr. Munde Anand Rajaram 

(MBBS Students)

NA 2019 2020 Internship Training 

Academic Training Masina Hospital, 

Mumbai.

Mr. Vasan Prakash Singh 

Swaran Singh (MBBS 

Students)

NA 2019 2020 Internship Training 

Academic Training Belagavi Institute of 

Medical Sciences, 

Belagavi.

Ms. Kodamnalli Shweta 

Shantreddy (MBBS 

Students)

NA 2019 2020 Internship Training 

Academic Training Civil Hospital, Nashik Mr. Bhide Shivraj 

Mahadeo (MBBS Students)

NA 2019 2020 Internship Training 

Academic Training Govt. Multi-Specialty 

Hospital, Sector -16, 

Chandigarh.

Ms. Bhatti Akanxa (MBBS 

Students)

NA 2019 2020 Internship Training 

Academic Training Bombay Hospital & 

Medical Research Centre, 

Mumbai.

Ms. Kanchwala Aashna 

Vajiulla (MBBS Students)

NA 2019 2020 Internship Training 

Academic Training Bhatia Hospital, Mumbai. Mr. Bafna Varun Vipul 

(MBBS Students)

NA 2019 2020 Internship Training 

Academic Training Chhatrapati Shivaji 

Maharaj Hospital, Kalwa, 

Thane.

Ms. Chavan Mansi Sunil 

(MBBS Students)

NA 2019 2020 Internship Training 

Academic Training Geetanjali Medical 

College & Hospital, 

Udaipur.

Mr. Mohit Atray (MBBS 

Students)

NA 2019 2020 Internship Training 

https://www.mgmuhs.com/NAAC/c3/3.7.1/

2014-19%20Internship%20letters.pdf
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Academic Training L.T.M. Medical College, 

Mumbai. 

Ms. Agateertha Tejashree 

Keerteppa (MBBS 

Students)

NA 2019 2020 Internship Training 

Academic Training Calcutta National Medical 

College, Kolkata. 

Mr. Shayan Datta (MBBS 

Students)

NA 2019 2020 Internship Training 

Academic Training S.B.L.S. Civil Hospital, 

Jalandhar

Mr. Gupta Archit Sanjeev 

(MBBS Students)

NA 2019 2020 Internship Training 

Academic Training Indira Gandhi Institute of 

Medical Sciences, 

Medical College, Patna

Mr. Siddharth Manu 

(MBBS Students)

NA 2019 2020 Internship Training 

Academic Training Government Medical 

College, Patiala

Mr. Girdher Shubham 

Sudershan (MBBS 

Students)

NA 2019 2020 Internship Training 

Academic Training Government Multi-

Specialty Hospital, 

Chandigarh.

Ms. Kaura Arshiya Rajiv 

(MBBS Students)

NA 2019 2020 Internship Training 

Academic Training SMS Medical College and 

Controller of Attached 

Hospitals, Jaipur.

Mr. Choudhary Nishant 

Tarachand (MBBS 

Students)

NA 2019 2020 Internship Training 

Academic Training Rajiv Gandhi Medical 

College & Chhatrapati 

Shivaji Maharaj Hospital, 

Thane. 

Ms. Virkar Girija Vikas 

(MBBS Students)

NA 2019 2020 Internship Training 

Academic Training Government Medical 

College, Amritsar.

Mr. Sehgal Tarun Ashwani 

(MBBS Students)

NA 2019 2020 Internship Training 

Academic Training Dr. Balabhai Nanawati 

Hosital, Mumbai.

Mr. Bandodkar Nishant 

Deepak (MBBS Students)

NA 2019 2020 Internship Training 

Academic Training Government of 

Maharashtra Health 

Department, District 

Hospital, Beed.

Ms. Bembde Vaidehi 

Ramakant (MBBS 

Students)

NA 2019 2020 Internship Training 

Academic Training Government Medical 

College, Majuragate, 

Surat.

Ms. Sanghani Ishita 

Jayeshbhai (MBBS 

Students)

NA 2019 2020 Internship Training 

Academic Training Government Medical 

College & Hospital, 

Chandigarh

Ms. Bindra Jatin Pardeep 

Kumar (MBBS Students)

NA 2019 2020 Internship Training 

Academic Training Surat Municipal Institute 

of Medical Education and 

Research, Surat, Gujarat.

Ms. Patel Parinda 

Dixitkumar (MBBS 

Students)

NA 2019 2020 Internship Training 

Academic Training Topiwala National 

Medical College, 

Mumbai.

Ms. Munshi Fatima Munir 

Ahmed (MBBS Students)

NA 2019 2020 Internship Training 



Academic Training Civil Hospital, Gurugram Ms. Kachru Pratiksha 

Ranjan (MBBS Students)

NA 2019 2020 Internship Training 

Academic Training Government Medical 

College, Majuragate, 

Surat.

Ms. Gandhi Aneri Setu  

(MBBS Students)

NA 2019 2020 Internship Training 

NA Research                                                      

NA Startup     

NA Enterprinership 

https://www.mgmuhs.com/NAAC/c3/3.7.1/

MOM%20STBI%20MGM.pdf

Knowladge patner 

Inccubation and Establishing 

policy

Samruddhi TBI 

Foundation

Sangli

MGM Institute of Health 

Sciences 

Till Date2019135
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Link: https://www.mgmuhs.com/pdfs/AQAR_2019-20/F-3.7.1.pdf 

Sr. 

No. 

Title of the

Collaborative activity

Name of the

collaborating agency with contact 

details

 Name of the  

Participant

Source of financial support Year of the 

Collaborati

on 

Duration in day 

1 To provide a formal basis for the interaction 

between MGMIHS and GSK for the internship for 

student 

Glaxosmithkline Pharmaceuticals 

Ltd

MGM Medical 

College ,             

Navi Mumbai 

Glaxosmithkline 

Pharmaceuticals Ltd

2019-2020 60

2  Supply Blood Components MGM VASHI MGM Medical 

College ,             

Navi Mumbai 

MGM VASHI 2019-2020 732

3 Integration of Extended Immune Monitoring 

(ExImM) and clinical parameters for early 

prediction of disease trajectory/progression, 

treatment planning and prophylaxis to improve 

COVID-19 prognosis

ICMR + ACTREC (TATA Hospital, 

Kharghar)

MGM Medical 

College ,             

Navi Mumbai 

ICMR + ACTREC (TATA 

Hospital, Kharghar)

2019-2020 730

4 For testing of H1N1 Influenza and SARS Cov-2 

(COVID - 19)

Terna Diagnostics, Molecular Lab, 

Nerul

MGM Medical 

College ,             

Navi Mumbai 

Terna Diagnostics, Molecular 

Lab, Nerul

2019-2020 363

5 Validate the AI Tool developed by MYB in reliably 

diagnosing COVID 19 cases by use of Xray images

More-Ya Biosciences Limited 

Liability Company (LLP), Pune

MGM Medical 

College ,             

Navi Mumbai 

More-Ya Biosciences Limited 

Liability Company (LLP), 

Pune

2019-2020 1831

6 Counseling and testing center for HIV National AIDS control org. 

(NACO), Govt of India

MGM Medical 

College ,             

Navi Mumbai 

National AIDS control org. 

(NACO), Govt of India

2019-2020 365

7 COVID 19 Hospital Panvel Municipal Corporation MGM Medical 

College ,             

Navi Mumbai 

Panvel Municipal 

Corporation 

2019-2020 61

8 DR TB center CEO, ZP Raigad, & District 

National Tuberculosis, Elimination 

Programme Society, Raigad

MGM Medical 

College ,             

Navi Mumbai 

CEO, ZP Raigad, & District 

National Tuberculosis 

Elimination Programme 

society, Raigad

2019-2020 1091

9 For testing of H1N1 Influenza testing on RT PCR Smt Kashibai Navale Medical 

College and General Hospital, 

Molecular Lab, Narhe Pune

MGM Medical 

College ,             

Navi Mumbai 

Smt Kashibai Navale 

Medical College and General 

Hospital, Molecular Lab, 

Narhe Pune

2019-2020 342

10 Interdisciplinary Clinical Research  with AIIMS, 

Nagpur and  M/S Ambosia  Food Farm Co. 

Uttrakhand 

M/S Ambosia  Food Farm Co. 

Uttrakhand 

MGM Medical 

College ,             

Navi Mumbai 

M/S Ambosia  Food Farm 

Co. Uttrakhand 

2019-2020 365

 2019 - 2020

https://www.mgmuhs.com/pdfs/AQAR_2019-20/F-3.7.1.pdf


11 Clinical Research Novartis /Ardent MGM Medical 

College ,  

Aurangabad 

Novartis /Ardent 2019-2020 383

12 Clinical Research JSS / CIPLA MGM Medical 

College ,  

Aurangabad 

JSS / CIPLA 2019-2020 357

13 Clinical Research Quest / Sonde MGM Medical 

College ,  

Aurangabad 

Quest / Sonde 2019-2020 450

14 Clinical Research Torrent/SIRO/Grapecity MGM Medical 

College ,  

Aurangabad 

Torrent/SIRO/Grapecity 2019-2020 424

15 Clinical Research Project JSS/Glasshouse MGM Medical 

College ,  

Aurangabad 

JSS/Glasshouse 2019-2020 296

16 Clinical Research Project Novalead Pharma /JSS MGM Medical 

College,  

Aurangabad 

Novalead Pharma / JSS 2019-2020 297

17 Clinical Research Project Mediclin Clinical Research MGM Medical 

College,  

Aurangabad 

Mediclin Clinical Research 2019-2020 267

18 Clinical Research Project Neon MGM Medical 

College,  

Aurangabad 

Neon 2019-2020 400

19 Clinical Research Project Serum Institute of India Pvt. Ltd MGM Medical 

College,  

Aurangabad 

Serum Institute of India Pvt. 

Ltd

2019-2020 173

20 Clinical Research Project Glenmark MGM Medical 

College,  

Aurangabad 

Glenmark 2019-2020 192

21 Clinical Research Project Ardent Clinical Research Services, MGM Medical 

College,  

Aurangabad 

Ardent Clinical Research 

Services,

2019-2020 365

22 Clinical Research Project Ardent Clinical Research Services, MGM Medical 

College,  

Aurangabad 

Ardent Clinical Research 

Services,

2019-2020 365



23 Clinical Research Project Christian Medical College, Vellore MGM Medical 

College,  

Aurangabad 

Christian Medical College, 

Vellore 

2019-2020 267

24 Clinical Research Biosphere Clinical Research Pvt Ltd MGM Medical 

College,  

Aurangabad 

Biosphere Clinical Research 

Pvt Ltd

2019-2020 3652

25 Clinical Research Grapecity  Research Services MGM Medical 

College,  

Aurangabad 

Grapecity  Research Services 2019-2020 1827

26 Clinical Research Ardent Clinical Research Services MGM Medical 

College,  

Aurangabad 

Ardent Clinical Research 

Services

2019-2020 3653

27 Clinical Research DOCLIN Clinical Research Services MGM Medical 

College,  

Aurangabad 

DOCLIN Clinical Research 

Services 

2019-2020 3651

28 Clinical Research NMC Services MGM Medical 

College,  

Aurangabad 

NMC Services 2019-2020 3652

29 Clinical Research Q-RED Clinical Research Services MGM Medical 

College,  

Aurangabad 

Q-RED Clinical Research 

Services

2019-2020 3683

30 Sponsored Travel to St. Mary’s University Canada 

for conference as guest speaker

Indo-Canadian Shastri Institute 

Travel grant 

MGM School of 

Physiotherapy 

Indo-Canadian Shastri 

Institute Travel grant 

2019-2020 8 

31 waiver for conferences, seminars and other event, 

student interaction, faculty participation as a 

resourse person

Nirmala nikentan MGM School of 

Biomedical,NM  

Nirmala nikentan 2019-2020 1825

32 Innovation & Inncubation manegemet plateform to 

establishment of technology commercialization

Juggadfunda Innovation LLP MGM School of 

Biomedical,NM  

Juggadfunda Innovation LLP 2019-2020 1825

33 Academic, Clinical training , Internship , Project 

work, student exchange, Research

Apollo fertility centre MGM School of 

Biomedical,NM  

Apollo fertility centre 2019-2020 1825

34 Academic, Clinical training , Internship , Project 

work, student/ faculty exchange , Research

Institute for future education 

entrepreneurship and 

leadership(iFeel), Lonavala 

MGM School of 

Biomedical,NM  

Institute for future 

educationentrepreneurship 

and leadership(iFeel), 

Lonavala 

2019-2020 1825



35  Student training , Project work, Collaborative 

resaerch  

Himedia , Vadhni Industrial estate 

Ghatkopar

MGM School of 

Biomedical,NM  

Himedia , Vadhni Industrial 

estate Ghatkopar

2019-2020 365

36  Student training , Project work, Collaborative 

resaerch  

Himedia , Vadhni Industrial estate 

Ghatkopar

MGM School of 

Biomedical,NM  

Himedia , Vadhni Industrial 

estate Ghatkopar

2019-2020 365

37 Academic, Clinical training , Internship , Project 

work, student/ faculty exchange , Research

Pillai College of Arts , Commerce & 

scienc

MGM School of 

Biomedical,NM  

Pillai College of Arts , 

Commerce & scienc

2019-2020 1825

38  Student training , Project work, Collaborative 

resaerch  

ChromoXpert MGM School of 

Biomedical,NM  

ChromoXpert 2019-2020 365

39 Academic,  Project work, student/ faculty exchange 

, Research and publication, development of 

products

SVERI college of Engineering 

Pandharpur 

MGM School of 

Biomedical,NM  

SVERI college of Engineering 

Pandharpur 

2019-2020 1825

40 Academic, Internship , student/ faculty exchange , 

Research and publication, 

Modern College of Arts, sciences, & 

Commerce Pune

MGM School of 

Biomedical,NM  

Modern College of Arts, 

sciences, & Commerce Pune

2019-2020 1825

Sr. 

No. 
Title of the Collaborative activity

Name of the collaborating agency 

with contact details

Name of the 

participants 
Source of financial support

Year of 

collaborati

on

Duration

1
Samples of 2009 H1N1 Influenza for investigations on RT 

PCR and report for the   purpose of inter lab comparison

MIMER Medical College & B.S.T.R. 

Hospital, Dept of Microbiology, 

Talegaon, Pune 

Dr. Sameer,            Dr. 

Mansi,           Ms. 

Sujata,           Ms. 

Aafreen 

MGM Medical & Hospital, 

Kamothe, NM
04.01.2021 1 year

2
Testing of 2009 H1N1 testing on Genexpert (cepheid) for 

the purpose of inter-lab comparison
SU-VISHWAS Diagnostic Lab, Nagpur

Dr. Harpriya,      Dr. 

Sameer,         Ms. 

Kadubai Thokal,              

Ms. Aafreen 

MGM Medical & Hospital, 

Kamothe, NM
20.05.2020 1 year

 2020-2021

Link: https://www.mgmuhs.com/pdfs/AQAR_2020-21/Part-B/criteria_III/F-%203.7.2.pdf 
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3 Tertiary health care services
Primary Health Centre, Nere, Zilla 

Parishad, Raigad

Dr. Prasad 

Waingankar

Dr. Mrunal Pimparkar

Dr. Pradeep 

Sawardekar

Dr. Madhavi Mankar

Dr. Nisha Relwani

Dr. Sunila Sanjeev

Dr. Ratnaprabha 

Pedhambkar

Dr. Ashlesha Tawade

Dr. Kulkarni Noopur

Mr. Kishore Raut

Dr. Sailee Jadhav 

Dr. Radhika 

Kalyanshetty

Dr. Rajkuwar 

Yerunkar

Dr. Aswini Mohan Dr. 

Aviral Kashyap

Dr. Inderjot Kaur

Dr. Garg Mayur Sunil

Dr. Waingankar Harsh 

Dr. Nevin Sabu 

Thomas

Dr. Krishna Arcot

Dr. Raushan Kumar

Dr. Ramesh Mhatre 

Dr. Harshita Shah

Dr. Vishal Vivekanand 

Jali

MGM Medical & Hospital, 

Kamothe, NM
01.01.2021 5 years



4 Multispecialty outpatient services
Dr. Babasaheb Ambedkar Memorial 

Municipal Hospital, Khopoli, Raigad

Dr. Prasad 

Waingankar

Dr. Mrunal Pimparkar

Dr. Pradeep 

Sawardekar

Dr. Madhavi Mankar

Dr. Nisha Relwani

Dr. Sunila Sanjeev

Dr. Ratnaprabha 

Pedhambkar

Dr. Ashlesha Tawade

Dr. Kulkarni Noopur

Mr. Kishore Raut

Dr. Sailee Jadhav 

Dr. Radhika 

Kalyanshetty

Dr. Rajkuwar 

Yerunkar

Dr. Aswini Mohan Dr. 

Aviral Kashyap

Dr. Inderjot Kaur

Dr. Garg Mayur Sunil

Dr. Waingankar Harsh 

Dr. Nevin Sabu 

Thomas

Dr. Krishna Arcot

Dr. Raushan Kumar

Dr. Ramesh Mhatre 

Dr. Harshita Shah

Dr. Vishal Vivekanand 

Jali

MGM Medical & Hospital, 

Kamothe, NM
01.11.2020 5 years

5 COVID-19  patients Treatment    Panvel Municipal Corporation (PMC)
All Clinical Staff (List 

Attached)

MGM Medical & Hospital, 

Kamothe, NM
28.04.2021  1 year 



6 International Training Center (ATLC, PALS) American Heart Association 

Dr. Sameer Kadam                      

Dr. Vishwas Sathe                               

Dr. Suhasini 

Sonavdekar 

Dr. Sagar Sinha                      

Dr. Deepika Sathe                      

Dr. Richa Chinchkar                  

Dr. Shweta Naik                       

Dr. Ankita Joshi                           

Dr. Mayank Dhir                      

Dr. Ankit Biyani 

Dr. Minal Kanher 

Dr. Krishna Patele 

Dr. Pooja Agrawal 

Dr. Suraj Ahuja 

Dr Vernica Kala 

Dr Gayatri Jain

 Dr Nikita Ranjan 

MGM Medical & Hospital, 

Kamothe, NM
24.01.2020 3 years

7 Research Project Ambrosia Food Farm Co.

Dr. Jaishree G,

 Dr. Sager Sinha, 

Dr. Dubhashi,    

Dr. Sameer Kadam,              

Dr. Parineeta Samant,                      

Dr. Amit Agarwal 

MGM Medical & Hospital, 

Kamothe, NM
25.08.2020 1 year



8 Health Camp Children of World India Trust

Dr. Vijay Kamale,            

 Dr. Jitendra           

Dr. Bhaygashree, 

Dr. Revati,         

Dr. Vikram,      

Dr. Vikas, Dr. Sayed, 

Dr. Yemul, Dr, Kunal, 

Dr. Arunava, Dr. 

Akshai, 

Dr. Nazmuddin, Dr. 

Nikita, 

Dr. Tuhin, Dr. Dhruvi, 

Dr. K Nikhilesh, 

Dr. Avinash, Dr. 

Aastha, 

Dr. N Thivya, Dr. 

Kanmani, 

Dr. Urvee, Dr. 

Michelle, 

Dr. Priyanka (In 

rotation according to 

the schedule) 

MGM Medical & Hospital, 

Kamothe, NM
01.12.2020 3 years

9

Integration of Extended Immune Monitoring (ExImM) 

and clinical parameters for early prediction of disease 

/progression, treatment planning and prophylaxis to 

improve COVID-19 prognosis

ICMR + ACTREC (TATA Hospital, 

Kharghar)

Dr. Shipli Sahu Dr. 

Navdeep, Dr. Parul, 

Dr. Gargi, Dr. Almas, 

Dr. Aparajita, Dr. 

Shweta

MGM Medical & Hospital, 

Kamothe, NM
10.09.20 2 years

10
For testing of H1N1 Influenza and SARS Cov-2 (COVID - 

19)

Terna Diagnostics, Molecular Lab, 

Nerul

Dr. Harpriya,      Dr. 

Sameer,     Dr. Mansi    

MGM Medical & Hospital, 

Kamothe, NM
16.09.20 1 year

11
Validate the AI Tool developed by MYB in reliably 

diagnosing COVID 19 cases by use of Xray images

More-Ya Biosciences Limited Liability 

Company (LLP), Pune

Dr. Harpriya,                     

Dr. Sameer,                                    

Dr. Mansi    

MGM Medical & Hospital, 

Kamothe, NM
03.08.20 5 years

12 Counseling and testing center for HIV
National AIDS control org. (NACO), 

Govt of India

Dr. Bai Mangesh Naik,                    

Dr. D.H. Chawla, DR. 

Harpriya Kar, Dr. 

Bhageshree Seth,            

Rupali Gujar, , Sanjay 

Babar, Anil Dalvi 

,Kalpesh Khawas

MGM Medical & Hospital, 

Kamothe, NM
01.10.2020 1 year



13 District Raigad - TB center

CEO, ZP Raigad, & District National 

Tuberculosis Elimination Programme 

society, Raigad

Dr. Potdar,        Dr. 

Kulkarni,     Dr. 

Shreeja,      Dr. 

Sandeep,    

Dr. Karan

MGM Medical & Hospital, 

Kamothe, NM
01.04.21 3 years

14 For testing of H1N1 Influenza testing on RT PCR 

Smt Kashibai Navale Medical College 

and General Hospital, Molecular Lab, 

Narhe Pune

Dr. Harpriya,      

Dr. Sameer,     

Dr. Mansi    

MGM Medical & Hospital, 

Kamothe, NM
26.11.2020 1 year

15

To render health care to the users of Khopoli hospital & 

also training of medical & paramedical students, Post 

graduate, Residents, Interns, Nurses & other paramedical 

staff in community health care

Dr. Babasaheb Ambedkar Memorail 

Minicipal Hospital, Khopoli

Dr. Prasad 

Waingankar

Dr. Mrunal Pimparkar

Dr. Pradeep 

Sawardekar

Dr. Madhavi Mankar

Dr. Nisha Relwani

Dr. Sunila Sanjeev

Dr. Ratnaprabha 

Pedhambkar

Dr. Ashlesha Tawade

Dr. Kulkarni Noopur

Mr. Kishore Raut

Dr. Sailee Jadhav 

Dr. Radhika 

Kalyanshetty

Dr. Rajkuwar 

Yerunkar

Dr. Aswini Mohan Dr. 

Aviral Kashyap

Dr. Inderjot Kaur

Dr. Garg Mayur Sunil

Dr. Waingankar Harsh 

Dr. Nevin Sabu 

Thomas

Dr. Krishna Arcot

Dr. Raushan Kumar

Dr. Ramesh Mhatre 

Dr. Harshita Shah

Dr. Vishal Vivekanand 

Jali

MGM Medical & Hospital, 

Kamothe, NM
01.11.2015 5 years

16 COVID-19  - Patient treatment 
Navi Mumbai Municipal Corporation 

(NMMC)

All Clinical Staff (List 

Attached)

MGM Medical & Hospital, 

Kamothe, NM
17.04.2021 1 year

17
To give health care to Sports Men & Women as a part of 

traning to MGM's residents doctors of Sports Medicine
Karnala Sports Club

Dr. Pradeep S., Dr. 

Madhavi Mankar 

MGM Medical & Hospital, 

Kamothe, NM
01.12.2020 1 year



18 Supply of Fresh Frozen Plasma (FFP) Reliance Life Sciences Pvt. Ltd. 

Dr. Iqbal Singh

Dr. Dhote Shweta 

Wasudeo

Dr. Udani Moni 

Mukesh

Dr. Abhiniti 

Srivastava

Dr. Vinita Gara Rao

Dr. Satyam Sarkar

Dr. Thorat Rajabhau

MGM Medical & Hospital, 

Kamothe, NM
01.09.2019 2 years

19
Supply of Blood & Blood product as a mother Blood bank 

to the Blood Stoage facility 

MGM Hospital Research Centre CBD 

Belapur, Blood Storage centre 

Dr. Iqbal Singh

Dr. Dhote Shweta 

Wasudeo

Dr. Udani Moni 

Mukesh

Dr. Abhiniti 

Srivastava

Dr. Vinita Gara Rao

Dr. Satyam Sarkar

Dr. Thorat Rajabhau

MGM Medical & Hospital, 

Kamothe, NM
07.10.2020 1 year

20 Blood Bank Component Facility MGM New Bombay Hospital Vashi 

Dr. Iqbal Singh

Dr. Dhote Shweta 

Wasudeo

Dr. Udani Moni 

Mukesh

Dr. Abhiniti 

Srivastava

Dr. Vinita Gara Rao

Dr. Satyam Sarkar

Dr. Thorat Rajabhau 

MGM Medical & Hospital, 

Kamothe, NM
30.06.2021 5 years

21 COVID RTPCR Samples sent for QC MGM New Bombay Hospital, Vashi

Dr. Harpriya,      

Dr. Sameer,         

Ms. Kadubai Thokal,              

Ms. Aafreen 

MGM Medical & Hospital, 

Kamothe, NM
01.06.2021 1 year

22 Public-Private Partnership for HIV Testing
Maharashtra State Aids Control Society 

(MSACS)

Dr. Anahita,      

Dr. Urehekar,  

Dr. Samant,      

Dr. Kar,              

Dr. Sameer,      

Dr. Deepashree, 

Dr. Neha,         

 Dr. Kanchan,     

Dr. Asha

MGM Medical & Hospital, 

Kamothe, NM
April, 2013 Till Date 



23 HIV Viral Load & CD4CD8 Count
AIDS Health Foundation - India Cares 

(AHF) (Jyotics Care)

Dr. Anahita,                              

Dr. Urehekar,                      

Dr. Samant,                         

Dr. Kar,                                      

Dr. Sameer,                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                     

Dr. Deepashree, 

Dr. Neha,          

Dr. Kanchan,     

Dr. Asha

MGM Medical & Hospital, 

Kamothe, NM
29.04.2017 5 years

24 Public-Private Partnership for ART (PLHA) ART Center 

Dr. Anahita,      

Dr. Urehekar,  

Dr. Samant,      

Dr. Kar,              

Dr. Sameer,      

Dr. Deepashree, 

Dr. Neha,         

 Dr. Kanchan,     

Dr. Asha

MGM Medical & Hospital, 

Kamothe, NM
01.12.2018 3 years

25 COVID RTPCR Samples 
Haj & Umrah Medical Service 

Providers

Dr. Anahita,      

Dr. Urehekar,  

Dr. Samant,     

Dr. Kar,              

Dr. Sameer,      

Dr. Deepashree, 

Dr. Neha,          

Dr. Kanchan,     

Dr. Asha

MGM Medical & Hospital, 

Kamothe, NM
25.08.21 Till Date 

26 Fellowship  of students 
Apollo Fertility, Apollo Specialty 

Hospital 

Dr. Rajiv Sharma, Dr. 

Radhika Puntambekar

MGM Medical & Hospital, 

Kamothe, NM
2020 1 year

27 Health Care related Services
Star Health and Allied Insurance 

Company Ltd.
Hospital Staff

MGM Medical & Hospital, 

Kamothe, NM
02.09.2019 Till Termination 

28
 Medical and surgical expertise, Infrastructure facilities  

for cleft patients 
Inga Health Foundation Hospital Staff

MGM Medical & Hospital, 

Kamothe, NM
01.05.2021 3 years

30.10.2021  1 year 

30
Standarddisation of microchondrial depletions using qPCR and 

validating it on control and patients

Bai Jerbai Wadia Hospital for children 

Parel

MGM SBS ( Dr Anjali 

Sabnis and Rose Jimson)
Nil 28.04.2021 Till Date

29
Academic, Clinical training , Internship , Project work, student/ 

faculty exchange , Research
SRCC Centre of Child Development

Dept of Optometry 

MGM SBS (Rohit 

Gupta)

Nil

28.04.2021 Till Date

32
Study of rearrangement pattern of cMYC gene in high grade 

lymphomas
SRL Diagnostics Goregaon

MGM SBS ( Dr Anjali 

Sabnis and Pooja 

Waghela

Nil 31.05.2021 Till Date

31
Standardization of Mitochondrial DNA deletion using long 

range PCR and validating it on control and patients

Bai Jerbai Wadia Hospital for children 

Parel

MGM SBS ( Dr Anjali 

Sabnis and Pradnya 

Shahir

Nil



35
Provide Diagnotics service to Patients treatment and other 

services including Microbiological services
MGM New Bombay Hospital, Vashi NM

MGM Medical College 

& Hospitals Central 

Laboratory MGM 

campus Kamothe Navi 

Mumbai  (Dr Mansee 

Thakur, Dr Samir 

Pachpute)

Nil 01.04.2021  year

36
Provide Diagnotics service to Patients treatment and other 

services including Microbiological services
The Panvel Mahanagarpalika

MGM Medical College 

& Hospitals Central 

Laboratory MGM 

campus Kamothe Navi 

Mumbai  (Dr Mansee 

Thakur, Dr Samir 

Pachpute)

Nil 24.04.2021 Till Date

38
Provide Diagnotics service to Patients treatment and other 

services including Microbiological services
UDC Satellite Laboratory Pvt Ltd

MGM Medical College 

& Hospitals Central 

Laboratory MGM 

campus Kamothe Navi 

Mumbai  (Dr Mansee 

Thakur, Dr Samir 

Pachpute)

Nil 17.07.2020  1 Year 

31.05.2021 Till Date

34 Project Work Logical Life Sciences Pvt Ltd Pune

MGM SBS ( Dr Mansee 

Thakur and Biotech 

students

Nil 11.05.2021 Till Date

33
Biomarker testing for detection  of spectrum of variants  of 

ALK gene by Fluorescence in situ hybridization (FISH) in non-

small scale lung cancer 

SRL Diagnostics Goregaon

MGM SBS ( Dr Anjali 

Sabnis and Tejaswini 

Mahajan

Nil

29.08.2020 Till Date

39
Academic, Clinical training , Internship , Project work, student/ 

faculty exchange , Research

Progressive Education Societys Modern 

College of Art , Science & Commerce , 

Ganeshkhind Pune

Dept of Med 

Biotechnology MGM 

SBS (Dr Mansee 

Thakur)

Nil 07.10.2019  5 Years

37
Academic, Clinical training , Internship , Project work, student/ 

faculty exchange , Research

Lilac Insights Pvt. Ltd. Mahape  Navi 

Mumbai
MGM SBS Kamothe Nil

09.01.2019 Till Date

41
Innovation & Inncubation manegemet plateform to 

establishment of technology commercialization

Jugaadfunda Innovations LLP Pune

MGM Institute of Health 

Sciences 
Nil 5.12.2018 Till date

40 Knowladge patner Inccubation and Establishing policy

Samruddhi TBI Foundation

Sangli
MGM Institute of Health 

Sciences 
Nil

42
Academic, Clinical training , Internship , Project work, student/ 

faculty exchange , Research

Nirmala Niketan college of Home Sciences 

, New Marine Lines mumbai

MGM SBS (Dr Mansee 

Thakur)
Nil 04.04.2019 5 years



43
Academic, Clinical training , Internship , Project work, student/ 

faculty exchange , Research
Apollo fertility centre

MGM SBS (Dr Mansee 

Thakur,Dr Mini)
Nil 01.08.2019 3 years

45

	Paper publication titled Agarwal BM, van Deursen R, 

Mullerpatan RP. Electromyographic evaluation of spine and 

lower extremity muscles during repeated and sustained 

bodyweight deep-squat. Trends in Sport Sciences, 2021, 28(1): 

19-27.

International Society of Biomechanics
Dr.Rajani Mullerpatan, 

Dr.Bela Agarwal            
Nil 2013-2021 8years

A Chapter in the book “ Basic Biomechanics of the 

Musculosketal system” titled “ Biomechanics of Indigenous 

Postures”.  

World Spine Care

Fellowship in Clinical Biomechanics was introduced at MGM 

School of Physiotherapy, Navi Mumbai.
World Spine Care

Webinar on “Screening for Serious Pathology of Cervical Spine 

was organised by MGM School of Physiotherapy on 12th April 

2021”  Dr. Raghuprasad Varma & Dr. Chris Mercer contributed 

their clinical experience on international framework for red 

flags for potential serious spinal pathology and discussed 

thresholds for onward referral for suspected serious pathology 

of cervical spine

World Spine Care

Haldeman S, Nordin M, Tavares P, Mullerpatan R, Kopansky-

Giles D, Setlhare V, Chou R, Hurwitz E, Treanor C, Hartvigsen 

J, Schneider M. Distance management of spinal disorders 

during the COVID-19 pandemic and beyond: Evidence-based 

patient and clinician guides from the global spine care initiative. 

JMIR public health and surveillance. 2021 Feb 17;7(2): e25484.

World Spine Care

Agarwal BM, van Deursen R, Mullerpatan RP. 

Electromyographic evaluation of spine and lower extremity 

muscles during repeated and sustained bodyweight deep-squat. 

Trends in Sport Sciences, 2021, 28(1): 19-27                                                                                             

World Spine Care

Clinical testing of plantar tissue stiffness device ongoing- 30 

participants tested till date,
IIT Bombay

 Students participated in eMEDHA 2021, and  2 students were 

awarded in the section Rehabilitation device Award, for 

demonstrating self-less team work, initiative, creativity and 

positive energy throughout their participation in medical device 

hackathon

IIT Bombay

48 Clinical Trial 
cliniinfinity Clinical Research Solution 

LLP

Dr. Anand Nikalje-02. 

Dr. Sayed Umar 

Quadri-03 Dr. Ashish 

Deshmukh

cliniinfinity Clinical Research 

Solution LLP
12.12.2020 10 years 

47

Dr.Rajani Mullerpatan, 

Dr.Bela Agarwal, 

Dr.Triveni Shetty (PT), 

Dr,Suchita Rao(PT), 

Mr.Gavin Fernandes     

IIT Bombay 2015-2021 6 years

2018 Till Date

46

Dr.Rajani Mullerpatan, 

Dr.Bela Agarwal, 

Dr.Triveni Shetty (PT), 

Dr.Anisha Gulati(PT), 

Dr,Suchita Rao(PT), 

Dr.juhi Bharnuke(PT)           

Nil 2013-2021 8 years

44
Academic, Clinical training , Internship , Project work, student/ 

faculty exchange , Research
SVERI college of Engineering Pandharpur 

MGM School of 

Biomedical Sciences (Dr 

Mansee Thakur)

Nil



49 Clinical Trial 
Destination Pharmagens Healthcare 

Solution
Nill

Destination Pharmagens 

Healthcare Solution
01.12.2020 10 years 

50 Clinical Trial 
Aurangabad Health Care & Research 

LLP 
Dr. Anand Nikalje

Aurangabad Health Care & 

Research LLP 
27.01.2021 10 years 

51 Clinical Trial Metta Clinical Research Pvt.Ltd. Nill Metta Clinical Research Pvt.Ltd. 10.02.2021 10 years 

52 Clinical Trial Skyline CRS INDIA Pvt.Ltd Nill Skyline CRS INDIA Pvt.Ltd 23.12.2021 10 years 

53 Clinical Trial Biosphere Clinical Research Pvt. Ltd Nill
Biosphere Clinical Research Pvt. 

Ltd
01.01.2020 10 years 

54 Clinical Trial Grapecity Research Solutions LLP

01. Dr. Anand Nikalje                    

02. Dr. Sayed Umar 

Quadri           03. Dr. 

Ashish Deshmukh. 

04.Dr.Mohammad 

hasseeb.  

05.Dr.Deepak Bhosle 

Grapecity Research Solutions 

LLP
14.06.2019 5 years 

55 Clinical Trial Naralagiri Mogili Chandramma Nill Naralagiri Mogili Chandramma 01.01.2020 10 years 

56 Clinical Trial Q RED Clinical Research Services Dr.  Rajendra Bohra 
Q RED Clinical Research 

Services
01.12.2019 10 years 

57 Clinical Trial JSS Medical Research India Pvt Ltd. Dr. Anand Nikalje
JSS Medical Research India Pvt 

Ltd.
28.12.2020 Till Date 

58 Clinical Trial 
CliniExperts Research Services Private 

Limited
Dr. Ashihs Deshmukh

CliniExperts Research Services 

Private Limited
30.12.2020 Till Date 

59 Clinical Trial Biosphere Clinical Research Pvt. Ltd
Dr. Kelkar Vasanti 

Prabhakar

Biosphere Clinical Research Pvt. 

Ltd
18.02.2021 Till Date 

60 Clinical Trial HETERO LABS LIMITED  Dr. Umar Quadri HETERO LABS LIMITED 18.05.2021 Till Date 

61 Clinical Trial HETERO Biopharma Limited Dr. Anand Nikalje HETERO Biopharma Limited 24.05.2021 Till Date 

62 Clinical Trial Tergene Biotech Pvt. Ltd
Dr. Mohammed  

Haseeb 
Tergene Biotech Pvt. Ltd 06.04.2021 Till Date 

63 Clinical Trial Reliance Life Sciences Pvt. Ltd. Dr. Anand Nikalje Reliance Life Sciences Pvt. Ltd. 03.11.2021 Till Date 

64 Clinical Trial Novalead Pharma Dr. Deepak Bhosle Novalead Pharma 26.12.2019 Till Date 

65 Clinical Trial Serum lnstitute of lndia Pvt.Ltd Dr. Deepak Tyade Serum lnstitute of lndia Pvt.Ltd 04.09.2020 Till Date 

66 Clinical Trial DIGNOSEARCH Dr. Deepak Tyade DIGNOSEARCH 02.05.2020 Till Date 

67 Clinical Trial Cadila Health Care Limited 
Dr. Mahendra 

Suryawanshi 
Cadila Health Care Limited 09.11.2021 Till Date 

68 Clinical Trial Cadila Health Care Limited Dr. Asish Deshmukh Cadila Health Care Limited 15.11.2021 Till Date 

69 Clinical Trial 
 JSS  Medical Research Asia Pacific 

(Optimus Pharma Pvt. Ltd,) 
Dr. Syed Umar Quadri Optimus Pharma Pvt. Ltd. 21.06.2021 Till Date 

70 Clinical Trial Meril Life Science Pvt. Ltd. Dr. Shivaji Pole Meril Life Science Pvt. Ltd. 21.02.2020 Till Date 

71 Clinical Trial Abiogenesis Dr. Syed Umar Quadri Abiogenesis 12.02.2021 Till Date 

72 Clinical Trial SIRO Clinpharm Pvt. Ltd. Dr. Shivaji Pole SIRO Clinpharm Pvt. Ltd. 28.07.2020 Till Date 



73 Clinical Trial Covance India Pharmaceutical Pvt. Ltd. Dr. Prashant Udgire
Covance India Pharmaceutical 

Pvt. Ltd.
15.11.2021 Till Date 

Sr. 

No. 

Title of the Collaborative activity Name of the collaborating agency 

with contact details

Name of the 

participants 

Source of financial support Year of 

collaboratio

n

Duration

1 Supply of Fresh Frozen Plasma (FFP) Reliance Life Sciences Pvt. Ltd.   (Ms 

Bindu Nair - 9967607037)

Dr. Iqbal Singh

Dr. Dhote Shweta 

Wasudeo

Dr. Udani Moni 

Mukesh

Dr. Abhiniti 

Srivastava

Dr. Vinita Gara Rao

Dr. Satyam Sarkar

Dr. Thorat Rajabhau

MGM Medical & Hospital, 

Kamothe, NM

2019 2 years

2 ICTC Program MSACS                                    

(022-24115619)

8- Faculty & 10 

Students

MGM Medical & Hospital, 

Kamothe, NM

2013 2025

3 Public-Private Partnership for HIV Testing Maharashtra State Aids Control Society 

(MSACS) MSACS                                    

(022-24115619)

Dr. Anahita,      

Dr. Urehekar,  

Dr. Samant,      

Dr. Kar,              

Dr. Sameer,      

Dr. Deepashree, 

Dr. Neha,         

 Dr. Kanchan,     

Dr. Asha

MGM Medical & Hospital, 

Kamothe, NM

2013 Till Date 

4 HIV Viral Load & CD4CD8 Count AIDS Health Foundation - India Cares 

(AHF) (Jyotics Care)  (022-25474911)

Dr. Anahita,                                                   

Dr. Urehekar,                                                       

Dr. Samant,                                                   

Dr. Kar,                                                           

Dr. Sameer,                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                     

Dr. Deepashree, 

Dr. Neha,          

Dr. Kanchan,     

Dr. Asha

MGM Medical & Hospital, 

Kamothe, NM

2017 5 years

5 For testing of H1N1 Influenza testing on RT PCR Smt Kashibai Navale Medical College 

and General Hospital, Molecular Lab, 

Narhe Pune  (020-67537215)

Dr. Harpriya,      

Dr. Sameer,     

Dr. Mansee   

MGM Medical & Hospital, 

Kamothe, NM

2021 1 year

6 Student Intership Program Pfizer  Limited a Public Limited 

Company  (022-66932000)

Dr. Ashiwin 

Balasubramanian 

MGM Medical & Hospital, 

Kamothe, NM

2022 2 Months 

Link:

2021-2022



7 Student Intership Program AstraZeneca  Pharma India Pvt Ltd. 

Karnataka                                         (Mr. 

Gagandeep Momi - 9205074255)

Dr. Harshit Zavier MGM Medical & Hospital, 

Kamothe, NM

2022 2 Months 

8 Conducts  worskhop of train docters in the  field  of neuro-  

modulation , Cold storage facility and storage at  fresh  of 

cadaverat 20-degree celsius 

Internatonal Neuromodulation Society, 

Jaslok Hospital  and Research Centre, 

Mumbai                     (Dr. Priti Doshi: 

98200 28686)

Dr. Anajali Sabnis  Dr. 

Prakash Mane                                           

MGM Medical & Hospital, 

Kamothe, NM

2021 1 year

9 Hospital Services to patients care SEAL 

(Jinnama: 810868029

Rubbin: 9594903121)

Hospital Staff MGM Medical & Hospital, 

Kamothe, NM

2022 02.05.2022 to 

01.05.2025

10 Health Camp Children of World India Trust Betty 

Mathai 9167209764

Dr. Vijay Kamale,            

 Dr. Jitendra           

Dr. Bhaygashree, 

Dr. Revati,         

Dr. Vikram,      

Dr. Vikas, Dr. Sayed, 

Dr. Yemul, Dr, Kunal, 

Dr. Arunava, Dr. 

Akshai, 

Dr. Nazmuddin, Dr. 

Nikita, 

Dr. Tuhin, Dr. Dhruvi, 

Dr. K Nikhilesh, 

Dr. Avinash, Dr. 

Aastha, 

Dr. N Thivya, Dr. 

Kanmani, 

MGM Medical & Hospital, 

Kamothe, NM

2020 3 years



11 Multispecialty outpatient services Dr. Babasaheb Ambedkar Memorial 

Municipal Hospital, Khopoli, Raigad                                         

S.S. Thakur: 9422383539

Dr. Prasad 

Waingankar

Dr. Mrunal Pimparkar

Dr. Pradeep 

Sawardekar

Dr. Madhavi Mankar

Dr. Nisha Relwani

Dr. Sunila Sanjeev

Dr. Ratnaprabha 

Pedhambkar

Dr. Ashlesha Tawade

Dr. Kulkarni Noopur

Mr. Kishore Raut

Dr. Sailee Jadhav 

Dr. Radhika 

Kalyanshetty

Dr. Rajkuwar 

Yerunkar

Dr. Aswini Mohan Dr. 

Aviral Kashyap

Dr. Inderjot Kaur

Dr. Garg Mayur Sunil

Dr. Waingankar Harsh 

Dr. Nevin Sabu 

Thomas

Dr. Krishna Arcot

Dr. Raushan Kumar

Dr. Ramesh Mhatre 

Dr. Harshita Shah

Dr. Vishal Vivekanand 

Jali

MGM Medical & Hospital, 

Kamothe, NM

2020 5 years



12 International Training Center (ATLC, PALS) American Heart Association                   

(Mr. Srimon:7034506497)

Dr. Sameer Kadam                                                  

Dr. Vishwas Sathe                                                    

Dr. Suhasini 

Sonavdekar 

Dr. Sagar Sinha                      

Dr. Deepika Sathe                      

Dr. Richa Chinchkar                                            

Dr. Shweta Naik                       

Dr. Ankita Joshi                                                       

Dr. Mayank Dhir                      

Dr. Ankit Biyani 

Dr. Minal Kanher 

Dr. Krishna Patele 

Dr. Pooja Agrawal 

Dr. Suraj Ahuja 

Dr Vernica Kala 

Dr Gayatri Jain

 Dr Nikita Ranjan 

MGM Medical & Hospital, 

Kamothe, NM

2020 3 years

13 Integration of Extended Immune Monitoring (ExImM) 

and clinical parameters for early prediction of disease 

/progression, treatment planning and prophylaxis to 

improve COVID-19 prognosis

ICMR + ACTREC (TATA Hospital, 

Kharghar)                                      (022-

27405362)

Dr. Shipli Sahu Dr. 

Navdeep, Dr. Parul, 

Dr. Gargi, Dr. Almas, 

Dr. Aparajita, Dr. 

Shweta

MGM Medical & Hospital, 

Kamothe, NM

2020 2 years

14 Validate the AI Tool developed by MYB in reliably 

diagnosing COVID 19 cases by use of Xray images

More-Ya Biosciences Limited Liability  

Company (LLP), Pune (990765555)

Dr. Harpriya,                                                             

Dr. Sameer,                                                                     

Dr. Mansi    

MGM Medical & Hospital, 

Kamothe, NM

2020 5 years

15 District Raigad - TB center CEO, ZP Raigad, & District National 

Tuberculosis Elimination Programme 

society, Raigad Vrushali(9822631881)

Dr. Potdar,                                                                                       

Dr. Kulkarni,                                                         

Dr. Shreeja,                                                                      

Dr. Sandeep,    

Dr. Karan

MGM Medical & Hospital, 

Kamothe, NM

2021 3 years

16 To give health care to Sports Men & Women as a part of 

traning to MGM's residents doctors of Sports Medicine

Karnala Sports Club                                                          

(+91 90228 83361)

Dr. Pradeep S., Dr. 

Madhavi Mankar 

MGM Medical & Hospital, 

Kamothe, NM

2020 1 year

17 Public-Private Partnership for ART (PLHA) ART Center                                       (022-

24113097)

Dr. Anahita,      

Dr. Urehekar,  

Dr. Samant,      

Dr. Kar,              

Dr. Sameer,      

Dr. Deepashree, 

Dr. Neha,         

 Dr. Kanchan,     

Dr. Asha

MGM Medical & Hospital, 

Kamothe, NM

2018 3 years

18 Health Care related Services Health India TPA Services Pvt Ltd. (022 

40881000)

Hospital Staff MGM Medical & Hospital, 

Kamothe, NM

2019 Till Termination 



19  Medical and surgical expertise, Infrastructure facilities  

for cleft patients 

Star Health and Allied Insurance 

Company Ltd. (022 45203531)

Hospital Staff MGM Medical & Hospital, 

Kamothe, NM

01.05.2021 3 years

20 Academic, Clinical training , Internship , Project work, 

student/ faculty exchange , Research

Heartfulness Education Trust, North 

Block N-34, Kanha Shanti Vanam, 

Mallapur, Telangana 509325,              Dr 

Nivetita Shreyans :9821056529

Dr Mansee Thakur 

MGM SBS Navi 

Mumbai

NA 2021 1 yr

21 Academic, Clinical training , Internship , Project work, 

student/ faculty exchange , Research

SRCC Centre of Child Development 1A 

Keshavrao khadye marg , Haji Ali, Haji 

Ali Govt colony Mahalakshmi Mumbai, 

400034, Dr Himika Gupta: 9742771110

Dept of Optometry 

MGM SBS (Rohit 

Gupta)

NA 2021 Till date

22 Standarddisation of microchondrial depletions using 

qPCR and validating it on control and patients

Bai Jerbai Wadia Hospital for children , 

Acharya Dhonde Marg ,Parel Mumbai 

400012 , Dr. Lalit : 7506176166

MGM SBS ( Dr Anjali 

Sabnis and Rose 

Jimson)

NA 2021 Till Date

23 Standardization of Mitochondrial DNA deletion using 

long range PCR and validating it on control and patients

Bai Jerbai Wadia Hospital for children , 

Acharya Dhonde Marg ,Parel Mumbai 

400012 , Dr Lalit : 7506176166

MGM SBS ( Dr Anjali 

Sabnis and Pradnya 

Shahir

NA 2021 Till Date

24 Study of rearrangement pattern of cMYC gene in high 

grade lymphomas

SRL Diagnostics ,Prime Square, 1-5 

floors, Near Gaiwadi Industrial Estate, 

S.V.Road, Goregaon (W), Mumbai-

400062, Maharashtra, India. Mumbai , 

Dr Anurita : 9820853368

MGM SBS ( Dr Anjali 

Sabnis and Pooja 

Waghela

NA 2021 Till Date

25 Biomarker testing for detection  of spectrum of variants  

of ALK gene by Fluorescence in situ hybridization (FISH) 

in non-small scale lung cancer 

SRL Diagnostics ,Prime Square, 1-5 

floors, Near Gaiwadi Industrial Estate, 

S.V.Road, Goregaon (W), Mumbai-

400062, Maharashtra, India. Mumbai , 

Dr Anurita : 9820853368

MGM SBS ( Dr Anjali 

Sabnis and Tejaswini 

Mahajan

NA 2021 Till Date

26 Project Work Logical Life Sciences Pvt Ltd, Pune 

Office NO 1, First Floor, Shilam 

Heights Plot NO 36/1/1, Vadgaon 

Khurd, Pune, Maharashtra 411041     Dr 

Nishant :8698684792

MGM SBS ( Dr 

Mansee Thakur and 

Biotech students

NA 2021 Till Date

27 Academic, Clinical training , Internship , Project work, 

student/ faculty exchange , Research

Lilac Insights Pvt. Ltd.  Office no 301 & 

302  sec 1 , Building no A-1 , 

Millennium Business park , Mahape  

Navi Mumbai 400710 ,                             

Dr Vidya :9820074155

MGM SBS Kamothe NA 2020 Till Date



28 Academic, Clinical training , Internship , Project work, 

student/ faculty exchange , Research

Progressive Education Societys Modern 

College of Art , Science & Commerce , 

Ganeshkhind road, Pune  Dr Vinay 

Kumar: 9767839708 

Dept of Med 

Biotechnology MGM 

SBS (Dr Mansee 

Thakur)

NA 2019 Till Date

29 Knowladge patner Inccubation and Establishing policy Samruddhi TBI Foundation,  Near, 

Railway Station, Plot No. A1, 

Samruddhi IT Park, Sangli - Miraj Rd, 

Vishrambag, Sangli, Maharashtra

Dr Mahesh Patil : 9762171471

MGM Institute of 

Health Sciences 

NA 2019 Till Date

30 Innovation & Inncubation manegemet plateform to 

establishment of technology commercialization

Jugaadfunda Innovations LLP Pune

, A-201 Mitrangan Baner Road Pune

Dr Mahesh Patil : 9762171471

MGM Institute of 

Health Sciences 

NA 2018 Till date

31 Academic, Clinical training , Internship , Project work, 

student/ faculty exchange , Research

Nirmala Niketan college of Home 

Sciences , 49 New Marine Lines 

Mumbai, 400020,                                 

Prof Anuradha Bakshi : 02222076503

MGM SBS (Dr Mansee 

Thakur)

NA 2019 Till Date

32 Academic, Clinical training , Internship , Project work, 

student/ faculty exchange , Research

Apollo fertility centre, Plot -13, Parsik 

Hill Road, Off Uran Road, Sector - 23, 

Mumbai, Maharashtra 400023 · Dr Jay 

Shah : 7600030178

MGM SBS (Dr Mansee 

Thakur,Dr Mini)

NA 2019 Till Date

33 Academic, Clinical training , Internship , Project work, 

student/ faculty exchange , Research

Shri Vithal Education and Research 

Institute's (SVERI)College of 

Engineering , Gopalpur Ranjani Road 

Pandharpur , 413304 , Dr Prashant 

Pawar :9765394205

MGM School of 

Biomedical Sciences 

(Dr Mansee Thakur)

NA 2018 Till Date

Clinical testing of plantar tissue stiffness device ongoing- 

30 participants tested till date,

 Students participated in eMEDHA 2021, and  2 students 

were awarded in the section Rehabilitation device Award, 

for demonstrating self-less team work, initiative, 

creativity and positive energy throughout their 

participation in medical device hackathon

35 	Paper publication titled Agarwal BM, van Deursen R, 

Mullerpatan RP. Electromyographic evaluation of spine 

and lower extremity muscles during repeated and 

sustained bodyweight deep-squat. Trends in Sport 

Sciences, 2021, 28(1): 19-27.

MGM – International Society of 

Biomechanics & MGM Instituite of 

Health Sciences, Navi Mumbai. 

webmaster@isbweb.org

Dr.Rajani 

Mullerpatan, Dr.Bela 

Agarwal            

NA 2013 8years

6 years34 IIT Bombay & MGM Instituite of 

Health Sciences, Navi Mumbai,  +91 

(22) 2572 2545

Dr.Rajani 

Mullerpatan, Dr.Bela 

Agarwal, Dr.Triveni 

Shetty (PT), Dr,Suchita 

Rao(PT), Mr.Gavin 

Fernandes     

IIT Bombay 2015



A Chapter in the book “ Basic Biomechanics of the 

Musculosketal system” titled “ Biomechanics of 

Indigenous Postures”.  

Fellowship in Clinical Biomechanics was introduced at 

MGM School of Physiotherapy, Navi Mumbai.

Webinar on “Screening for Serious Pathology of Cervical 

Spine was organised by MGM School of Physiotherapy 

on 12th April 2021”  Dr. Raghuprasad Varma & Dr. Chris 

Mercer contributed their clinical experience on 

international framework for red flags for potential serious 

spinal pathology and discussed thresholds for onward 

referral for suspected serious pathology of cervical spine

Haldeman S, Nordin M, Tavares P, Mullerpatan R, 

Kopansky-Giles D, Setlhare V, Chou R, Hurwitz E, 

Treanor C, Hartvigsen J, Schneider M. Distance 

management of spinal disorders during the COVID-19 

pandemic and beyond: Evidence-based patient and 

clinician guides from the global spine care initiative. JMIR 

public health and surveillance. 2021 Feb 17;7(2): e25484.

Agarwal BM, van Deursen R, Mullerpatan RP. 

Electromyographic evaluation of spine and lower 

extremity muscles during repeated and sustained 

bodyweight deep-squat. Trends in Sport Sciences, 2021, 

28(1): 19-27                                                                                             
 Online-Meetings were conducted for discussing a 

collaborative project in covid patients for funding 2021.

Through this MOU we intend to work together to 

participate in collaborative patient care, student training, 

research projects and other activities like conducting 

workshops, awareness camps etc and also to jointly 

evaluate and interpret the final outcome of combining 

respective expertise and resources . 

Collaborative project proposal was submitted to AYUSH 

for funding  titled “ Biomechanical and Biochemical 

exploration of yoga in low back pain”

38 Visit of two faculty member from SVERI Institute  for 

discussion regarding development of  a device to  

measure pediatric hand muscle strength and  a device to 

measure respiratory muscle strength.

Shri Vithal Education and Research 

Institute(SVERI) & MGM School of 

Physiotherapy ,MGM Instituite of 

Health Sciences, Navi Mumbai,  

coe@sveri.ac.in/principal@coe.sveri.ac.i

n

Dr.Rajani 

Mullerpatan, Dr.Bela 

Agarwal

NA 09.02.2022

Till date 

36

37 Kaivalyadham Yoga Institute & MGM 

Instituite of Health Sciences, Navi 

Mumbai,  info@kdham.com

Dr.Rajani 

Mullerpatan, Dr.Bela 

Agarwal, Dr.Triveni 

Shetty (PT), Dr.Anisha 

Gulati(PT), Dr,Suchita 

Rao(PT), Dr.juhi 

Bharnuke(PT)           

2021

 MGM-World Spine Care & MGM 

Instituite of Health Sciences, Navi 

Mumbai,  info@worldspinecare.org

Dr.Rajani 

Mullerpatan, Dr.Bela 

Agarwal, Dr.Triveni 

Shetty (PT), Dr.Anisha 

Gulati(PT), Dr,Suchita 

Rao(PT), Dr.juhi 

Bharnuke(PT)           

NA 2013 8 years



39 Collaboratively create a hollistic approach  and ecosystem 

to support academic , research and innovation activities.

MGM- Mahatma Education Society's 

Pillai College of Engineering , 

pce@mes.ac.in

Dr.Rajani 

Mullerpatan, Dr.Bela 

Agarwal

NA 2022 09.05.2022

40 International Conference Association for clinical neurology and 

Mental health ACNM

Farrukh Ali

Sonal Biyani,Elham 

Chogle, siddhi dalvi 

,gauravi desale, 

Vaishnavi Deshpande, 

Vishakha Gaikwad 

Kshitija,GhadgeTayme

ena Ghanchi ,Shweta 

Ghodke, Rohan 

HulawalePranal 

KulkarniSaurabh 

Pravin Mahajan 

Parinita Mhatre,Mansi 

RathiIshwa 

Nathwani,Kshitija 

Ghadge, Cicely 

Rodrigues, Ali 

farrukh, Apurva 

Vaidya Shruti Soni 

,Taymeena Ghanchi, 

Shweta Thorat,Monika 

Thombale,Parinita 

Mhatre, Shweta, 

Shweta Ghodke, 

Ketaki Ravindra 

Naik,Ishwa 

Nathwani,Mansi 

Rathi,Cicely 

Rodrigues,Amruta 

Shelke,Sakshi 

Shah,Sayed 

SELF 2022 26,27-02-2022 to till 

date 

41 Student Exchange Sports Auhority Of India and MGM 

School Of Physiotherapy (09821085005)

(Dr. Ashwin 

Kshirsagar -Faculty), 

Ms. Samkisha Shedge, 

Shantanu Ahire, 

Pawan Solank

SELF 2021 09-10-21 & 09-10-

2024



42 Student Exchange Samagra Shikshan Abhiyan 

Aurangabad Muncipal Corporation 

Aurangabad and Saksham Sambhaji 

Nagar

Dr.Pallavi Palaskar( 

Faculty) Sakshi Shah, 

Deepti Shinde, Shweta 

Thorat, Ali Farrukh, 

Sonal Biyani, Elham 

Chogle, Tahmeen 

Ghanchi, Jeet 

Kanthariya, Monika 

Thombale, Apurva 

Vaidya, Ankita 

Deshmukh, Payal 

Padole, Pooja Jadhav, 

Sonali Asolkar, Pooja 

Chungdade, Riya 

Lahoti, Ankita Sahani, 

Bhagyashri Lahoti, 

Aleen Siddique, Anam 

Shaikh, Laxmi Pillai, 

Ashlesha Vaidya, 

Akash Tandale (23 

Students)

SELF 2022 11-07-2022 to till 

date 

43 Student Exchange Sports Auhority of India and MGM 

School of Physiotherapy (09821085005)

(Dr. Ashwin 

Kshirsagar -Faculty) 

Mr. Rohit 

Bhavanthankar 

SELF 2021 20.06.2018 & 1-7-

2022

44 Student Exchange Sports Auhority of India and MGM 

School Of Physiotherapy (09821085005)

(Dr. Ashwin 

Kshirsagar -Faculty) 

MS. Kharde Ekta

SELF 2021 19.07.2020 & 31-8-

2022

45 Health Care related Services Primary Health Care Adul  and MGM 

School of Physiotherapy 

 Health Care Realted 

Service 

MGM School of Physiotherapy, 

Aurangbad 

2018 Till Date 

46 Gragauates post graduates will attend clinical trainning   

at sport authority of Inida , Aurangabad

Sports Auhority of India and MGM 

School Of Physiotherapy (09821085005)

Sutdent Clinical 

Training 

MGM School of Physiotherapy, 

Aurangbad 

2021 till date 



47 Student Exchange Primary Health Care,  warudkazi and 

MGM School of Physiotherapy      (0240- 

2331572)

Dr. Snehal Thakur 

(Faculty), Vedeeka 

Goje, Trivendi Gosavi, 

Sakshi Shah, Deepti 

Shinde, Shweta 

Thorat, Ali Farrukh, 

Sonal Biyani, Elham 

Chogle, Tahmeen 

Ghanchi, Jeet 

Kanthariya, Monika 

Thombale, Apurva 

Vaidya, Ankita 

Deshmukh, Payal 

Padole, Pooja Jadhav, 

Sonali Asolkar, Pooja 

Chungdade, Riya 

Lahoti, Ankita Sahani, 

Bhagyashri Lahoti, 

Aleen Siddique, Anam 

Shaikh, Laxmi Pillai, 

Ashlesha Vaidya, 

Akash Tandale (25 

Students)

SELF 2021 5-02-2021- To 05-02-

2023

48  School Health Checkup Camp  MGM Gandhi Mission  Sanskar                 

Vidyalay Valung, Aurangabad

Dr. Nizzam Pathan                                            

Dr.  Kashita Sharma                                                

Dr. Ananaya Anand                                           

Dr. Krishika Zha                                              

Dr. Saumya  Gupta                                            

Dr. Ashiwini Kale                                                  

Dr. Anuj  Dixit                                                  

Dr. Tejas Devtale                                                  

Dr. Vishal  Pahune 

MGM Medical College, 

Aurangbad 

2022 1 Year 

49  School Health Checkup Camp  MGM Gandhi Mission  Sanskar 

Vidyalay . Valung, Aurangabad

Dr. Nizzam Pathan                                            

Dr.  Kashita Sharma                                                

Dr. Ananaya Anand                                           

Dr. Krishika Zha                                              

Dr. Saumya  Gupta                                            

Dr. Ashiwini Kale                                                  

Dr. Anuj  Dixit                                                  

Dr. Tejas Devtale                                                  

Dr. Vishal  Pahune 

MGM Medical College, 

Aurangbad 

2022 1 Year 



50  School Health Checkup Camp Royal Oaks World School ( 

02402653779/8)

Dr. Vishal  Pahune                                                                 

Dr. Shivani Patil                                                                 

Dr. Anamika Roy                                                 

Dr. Disha Maske                                                 

Dr. Pallavi Bharati                                                

Dr. Nawed Qureshi                                                   

Dr. Mitali Bimby                                               

Dr. Sania Shaikh                                             

Dr. Ananya Anand                                             

Dr. Nikhil Dabale                                                       

Mr. Sevalikar 

MGM Medical College, 

Aurangbad 

2022 1 Year 

51  School Health Checkup Camp First Step's School , Aurangabad  (0240-

2473375)

Dr. Rajesh Dase MGM Medical College, 

Aurangbad 

2022

52 Sensitization workshop  on Acrediation Government Medical College and 

Hospital Aurangabad (0240-2402412)

Dr. Pravin Surywanshi MGM Medical College, 

Aurangbad 

2022 1 Year 

53 Clinical Trial Aurangabad Health Care & Research 

LLP ( ahrllp20@gmail.com)

Dr. Anand Nikalje Aurangabad Health Care & 

Research LLP 

2021 10 years 

54 Clinical Trial Biosphere Clinical Research Pvt. Ltd( 

0240-6601423, 0240-6601174, Emal: 

pharmacology@mgmmcha.ore 

Dr. Kelkar Vasanti 

Prabhakar

Biosphere Clinical Research Pvt. 

Ltd

2020 10 years 

55 Clinical Trial Canvass clinical Research Services Pvt 

Ltd.  (Email. Id : info@ccrsindia .com 91-

8208448630)

Dr. Deepak Bhosle Canvass clinical Research 

Services Pvt Ltd. 

2022 10 years 

56 Clinical Trial Destination Pharmagens Healthcare 

Solution (info@dphindia.co , 

9870965482)

Dr. Deepak Bhosle Destination Pharmagens 

Healthcare Solution

2020 10 years 

57 Clinical Trial Grapecity Research Solutions LLP( 

Sushil Choudhary 

Dr. Deepak Bhosle Grapecity Research Solutions 

LLP

2019 5 years 

58 Clinical Trial Med Tricare clinical research solution Dr. Deepak Bhosle Med Tricare clinical research 

solution

2022 10 years 

59 Clinical Trial Meticulous Healthcare and Research 

Services LLP  ( 

meticulous.smo@gmail.com,9766885171 

) Mr. Shaikh Yahiya Ali N

Dr. Deepak Bhosle Meticulous Healthcare and 

Research 

Services LLP

2022 10 years 

60 Clinical Trial cliniinfinity Clinical Research Solution 

LLP( Email. ID cliniinfinity  

@gmail.com , 

917276363685,7020783072)

Dr. Anand Nikalje-                                                                               

Dr. Sayed Umar 

Quadri-                                                                    

Dr. Ashish Deshmukh

cliniinfinity Clinical Research 

Solution LLP

2020 10 years 

61 Clinical Trial Metta Clinical Research 

Pvt.Ltd.(info@mettaclinical.com, 

09545526358,9822222459)

Dr. Deepak Bhosle Metta Clinical Research Pvt.Ltd. 2021 10 years 

62 Clinical Trial Oxygen Clinical Research Services 

(9284417019, 

Dr. Deepak Bhosle Oxygen Clinical Research 

Services

2022 10 years 



63 Clinical Trial Naralagiri Mogili Chandramma Dr. Deepak Bhosle Naralagiri Mogili Chandramma 2020 10 years 

64 Clinical Trial Q RED Clinical Research Services(9l 

9665094458  dadhe.pratik@gmail.com)

Dr. Deepak Bhosle Q RED Clinical Research 

Services

2019 10 years 

65 Clinical Trial Doclin Clinical Research 

Services(maruti.patil171@gmail.com, 

9591358733 

Dr. Deepak Bhosle Doclin Clinical Research 

Services 

2020 10 years 

66 Clinical Trial Skyline CRS INDIA Pvt.Ltd               (  E-

mail: info@skylinecrsindia.com 

Nill Skyline CRS INDIA Pvt.Ltd 2021 10 years 

67 Clinical Trial Ardent Clinical Research PVT LTD. Dr. Syed Umar Quadri Aboigenesis  2020 5 year 

68 Clinical Trial Serum Institute of India Pvt. Ltd Dr. Tayade Deepak 

Narayan,

Serum Institute of India Pvt. Ltd 2020 10 years 

69 Clinical Trial Grapecity Research Solution LLP. Dr. Ashish Deshmukh Reliance 2021 1 Years 

70 Clinical Trial Grapecity Research Solution LLP. Dr. Anand Nikaje Hetero 2021 2Years 

71 Clinical Trial Grapecity Research Solution LLP. Dr. Anand Nikaje Glenmark 2021 1 Years 

72 Clinical Trial George Clinical India Private.Ltd. Dr.Sudhir Kulkarni George Clinical India 

Private.Ltd.

2022 Till date 

73 Clinical Trial AstraZeneca Dr. Prashant Udigre AstraZeneca 2022 Till date 

74 Clinical Trial Glenmark Pharmaceuticals Ltd Dr. Hafiz Deshmukh Glenmark Pharmaceuticals Ltd 2022 Till date 

75 Clinical Trial  Parexel International clinical Research 

Private Limited  

Dr. Hafiz Deshmukh Cipla Ltd 2022 Till date 

76 Clinical Trial Civil Hospital, Chikhalthana, RH 

Khultabad, PHC Ellora, PHC 

Daulatabad

70 students, 5 teachers Civil Hospital, Chikhalthana, 

RH Khultabad, PHC Ellora, 

PHC Daulatabad

2022 Till date 

77 Clinical Trial ICON Clinical Research India Private 

Limited

Dr. Ashish 

Ramchandrarao 

Deshmukh

ICON Clinical Research India 

Private Limited

2022 Till date 

78 Clinical Trial Abiogenesis Clinpharm Private Limited Dr. Syed Umar Quadri Abiogenesis Clinpharm Private 

Limited

2021 Till date 
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NEW MEMBER AGREEMENT 
This agreement is made and entered into on this 15 day of October, 2015 
between; 

Indian Institute of Technology, Bombay, a research and educational institution in 
technology and engineering disciplines established by a special act of Parliament of 
Republic of India having its office at Powai, Mumbai-400 076, India, hereinafter referred 
to as 'IITB' and MGM Institute of Health Sciences, Kamothe Navi Mumbai, 410209 

MGM Institute of Health Sciences, Kamothe Navi Mumbai registered under societies 
Act, 1860 and having its registered office address at MGM campus, sector 1, Kamothe 
Navi Mumbai 410209 hereinafter referred as "MGM Institute of Health Sciences". 

WHEREAS A Healtheare Consortium was formed vide a Consortium Agreement dated 
7th September, 2011 between Indian Institute of Technology, Tata Memorial Centre,
National Institute of Research in Reproducive Health, King Edward Memorial Hospital 
and Span Diagnostics Ltd (the Consortium Agreement' -Annexure -A) for the objectives 
and modes of collaboration as contained therein.

WHEREAS in pursuance thereof a Healthcare Consortium was formed to carry out and
effectuate the purposes under the said Consortium Agreement with the aforestated 
founding partner organizations as Members thereof. The Healthcare Consortium has
undertaken and started many health care activities/projects and initiatives as envisaged 
under the said agreeement. 

WHEREAS the MGM Institute of Health Sciences has shown its interest, intends to and
is keen to join and partake in the activities of the said Healthcare Consortium vide its

letter/proposal dated 10" April 2015 to the Consortium. 

WHEREAS In view of the aforesaid letter/proposal reflecting the desire of MGM 
Institute of Health Sciences intending to become a Member of the Healthcare 
Consortiuin, the Advisory Committee has acceptedlapproved such a proposal of the 
MGM Institute of Health Sciences, to become a new Member of the Healthcare 
Consortium, in its Board meeting dated 10h April 2015. Further, the Advisory Committee 
has approved and authorized IITB to enter into an agreement with MGM Institute of 
Health Sciences for inducting in the Healthcare Consortium as a New Member based on 
the condition that such intending New Member agrees to the terms of the Consortium 

Agreement. 

Now, therefore, the Parties hereto, agree to the following 

keee 

21



.The MGM Institute of Health Sciences hereby agrees that in addition to the ierms 
of this agreement, it shall be subject to, bound and governed by the terms and conditions of the said Consortium Agreement (Annexure 1). 

2. The MGM Institute of Health Sciences, hereby agrees that, upon executionhereof, it shall be assigned/accorded the status of a Member in the Healthcare Consortium and shall duly discharge or partake in all activities of the said Consortium as per the terms of the said Consortium Agreement and the guidelines issued by the Advisory Committee from time to time. 

3. The said Consortium Agreement (annexed hereto as Annexure 1) and the terms 
thereof are incorporated in its entirety herein by reference and form an integral part of this agreement. 

4. UTB is executing this agreement with the MGM Institute of Health Sciences as a 

confirming party for inclusion of the MGM Institute of Health Sciences as a 
Member of the said consortium, as authorized by the Governing Council.

IN WITNESS WHEROF, the authorized representatives of the parties hereto, have 

executed this New Member Agreement as set forth below; 

MGM Institute of Health Sciences,
Kamothe, Navi Mumbai

INDIAN INSTITUTE OF TECHNOLoGY 
BOMBAY, FOR CONSORTUM 

By: R_L_a By:

Name:rok P Kaliapp n Name:Lt. Gen. Dr. Shibban .K. Kaul

Title:. Title:Pro Vice Chancellor 

Date: Date: 15th October, 2015 
irtii,i

By: KM pa 
Name: Dr. Rajani Mullerpatan 

Title: Prof-Director, Physiotherapy 

Date: 15th October, 2015 



To,
The Director
IT Bombay 

Letter of lntent 

am writing in connection with the Healthcare Research Consortium at IIT Bombay.
Tms is to confirm our principle interest to participate as a member of the consortium. We understand that this may involve sharing facilities, pooling expertise, participating in joint educatonal and training programmes and research projects for mutual benefit

We nominate the undersigned. 
our organization in the healthcare research consortium. 

from as a nodal point to represent 

As active members of the Consortium, we agree to initiate and/or participate in conducting workshops, seminars, conferences, joint projects or any other research/ educational/ societallevel ventures that will promote the Consortium as a multi-disciplinary platform for healthcare research in India. 

We look forward for working together along with other consortium members to make a greater impact to healthcare in time. 

Organization Representative 
2th M 
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MGM INSTITUTE OF HEALTH SCIENCES 
(Deemed University u's 3 of UGC Act 1956) 

Grade 'A' Accredited by NAAC 

To. 

The Director 
IT Bombay 

Letter of lntent 

am writing in connection with the Healthcare Research Consortium at IIT Bombay. 

This is to confirm our principle interest to participate as a member of the consortium. We 
understand that this may involve sharing facilities, pooling expertise, participating in joint 

educational and training programmes and research projects for mutual benefit.

the undersigned Lt.Gen. Dr.S. K. Kaul
Mullerpatan, from MGMIHS, as nodal points to represent our organization in the
We nominate & Prof.Rajani.P. 

healthcare research consortium. 

As active members of the Consortium, we agree to initiate and/or participate in conducting 
workshops, seminars, conferences, joint projects or any other research/ educational/ societal
level ventures that will promote the Consortium as a multi-disciplinary platform for

healthcare research in India. 

We look forward for working together along with other consortium members to make a 

greater impact to healthcare in time. 

Organization Representatives 

Luuau KMl 
Lt.Gen. Dr. S.K.Kaul, 

Pro Vice Chancellor 

Prof.Rajani P Mullerpatan 
Prof-Director, Physiotherapy& 
MGM Centre for Human Movement ScienceMGMIHS 

Email: pvc@mgniuhs.com 
Tel.: 022-27437602 

MGMIHS, Navi Mumbai 
Email: rajani.kanade@gmail.com 
Mobile: 9920048476 

Date: 18.05.2015 

Sector-1, Kamothe, Navi Mumbar 410 209, Tel 022 2?432471 274 32994. Fax 022-27431034 
www.no/nuns cori 



NEWMEMBER AGREEMENTI 

his agreement is made and entered into on this 15th day of October, 2015 

between

Indian Institute of Technology, Bombay, a research and educational institution in 
technolo8y and engineering disciplines established by a special act of Parliament of 

Republic of India having its office at Powai, Mumbai-400 076, India, hereinafter referred
to as lTB and MGM Institute of Health Sciences, Kamothe Navi Mumbai, 410209 

MGM Institute of Health Sciences, Kamothe Navi Mumbai registered under societies 

Act, 1860 and having its registered office address at MGM campus, sector 1, Kamothe

Navi Mumbai 410209 hereinafter referred as "MGM Institute of Health Sciences. 

WHEREAS A Healthcare Consortium was formed vide a Consortium Agreement dated 

7th September, 2011 between Indian Institute of Technology, Tata Memorial Centre,
National Institute of Research in Reproductive Health, King Edward Memorial Hospital
and Span Diagnostics Ltd (the 'Consortium Agrecment' -Annexure -A) for the objectives 

and modes of collaboration as contained therein.

WHEREAS in pursuance thereof a Healthcare Consortium was formed to carry out and

effectuate the purposes under the said Consortium Agreement with the aforestated 

founding partner organizations as Members thereof. The Healthcare Consortium has 

undertaken and started many health care activities/projects and initiatives as envisaged 

under the said agreeement. 

WHEREAS the MGM Institute of Health Sciences has shown its interest, intends to and 

is keen to join and partake in the activities of the said Healthcare Consortium vide its 

letter/proposal dated 10" April 2015 to the Consortium. 

WHEREAS In view of the aforesaid letter/proposal reflecting the desire of MGM
Institute of Health Seiences intending to become a Member of the Healthcare 

Consortium, the Advisory Committee has accepted/approved such a proposai of the
MGM Institute of Health Sciences, to become a new Member of the Healthcare 

Consortium, in its Board meeting dated 10 April 2015. Further, the Advisory Committee 
has approved and authorized IITB to enter into an agreement with MGM Institute of 
Health Sciences for inducting in the Healthcare Consortium as a New Member based on 
the condition that such intending New Member agrees to the terms of the Consortium 

Agreement. 

Now, therefore, the Parties hereto, agreé to the following: 

e 



. The MGM Institute of Health Sciences hereby agrees that in addition to the terms 
of this agreement, it shall be subject to, bound and governed by the terms and 
conditions of the said Consortium Agreement (Annexure 1). 

2. The MGM Institute of Health Sciences, hereby agrees that, upon execution 
hereof, it shall be assigned/accorded the status of a Member in the Healthcare 
Consortium and shall duly discharge or partake in all activities of the said 
consortium as per the terms of the said Consortium Agreement and the guidelines issued by the Advisory Committee from time to time. 

3 The said Consortium Agreement (annexed hereto as Annexure 1) and the terms 
thereof are incorporated in its entirety herein by reference and form an integral part of this agreement. 

4. UTB is executing this agreement with the MGM Institute of Health Sciences as a 
confirming party for inclusion of the MGM Institute of Health Sciences as a 
Member of the said consortium, as authorized by the Governing Council.

IN WITNESS WHEROF, the authorized representatives of the parties hereto, have 
executed this New Member Agreement as set forth below; 

MGM Institute of Health Sciences, INDIAN INSTITUTE OF ECHNOLOGY 
BOMBAY, FOR CONSOXTIUM Kamothe, Navi Mumbai

By: Cea By: 

Name:Lt. Gen. Dr. Shibban .K. Kaul Name:r k P Kaliappor 
Title:Pro Vice Chancellor Title:

Date: 15th October, 2015 Date: 

By:Kv da 
) 

Name: Dr. Rajani Mullerpatan 

Title: Prof- Director, Physiotherapy 

Date: 15h October, 2015 



ISB Economically Developing Countries (EDC) Project 

Memorandum of Understanding

Pleose note this document contoins guidelines and examples to assist you when filling in each section. The 

instructions (highlighted in blue Italics) should be deleted when completing this application form. 

Declaration by the International Society of Biomechanics (ISB): 
The ISB is dedicated to supporting international initiatives that wil! promote research, education, and the 
provision of healthcare in the field of biomechanics. The objectives o: she ISB, with regards to the advocacy 
of projects in EDC regions, include the following: 

To make the Society truly international. 

To help develop skills of, and/or opportunities for, clinicians and researchers in EDC who do not have 
the resources available to do so on their own. 

To provide collaborative learning opportunities for students and researchers in developed countries to 
help them understand the challenges faced in the developing world. 

To enable donating organizations to do something beneficial with equipment that is no longer needed by 
them.
To help provide a sustainable initiative that will allow biomechanics skills and knowledge to flourish in 

developing regions.
To enable clinicians and researchers in developing countries to solve biomechanics-related problems 
specific to their own region. 

The ISB would like to ensure the long-term sustainability and overall success of all EDC projects. As such, all
participants must be clear on the objectives of the EDC participating organization(s) and the supporting 
organization(s), in addition to the outcomes each party wishes to achieve. This Memorandum of 
Understanding is intended to help clarify this for all participants. It is also the framework by which the ISB 
will evaluate the success of the project in the short and long-term and to find out whether the expected 
outcomes have been achieved, thereby enabling improvement of this process for future projects. 

Participants: 
Please list all organizations involved in this project (include those that are supporting the EDC participant by 
way of equipment donations, technical or financial support, or other resources) and their primary contacts. 

ISB Member Primary 
Contact(s)

Name of Organization E-mail

Number

MGM School of 

Physiotherapy 
1. Dr. Rajani 5043 rojani.kanade@gmail.com 

Mullerpatan

2. Indlan Institute of 
Technology, Mumbai

X Prof. B. Ravi N/A 
Mr. Rupesh 

Ghyar

b.ravi@iitb.ac.in 

In progress

D Prof.Robert3 Cardiff Unlverslty 1974 vandeursenR@cardiff.ac.uk 
van Deursen 

X John Challis 4. Internatlonal Soclety of 

Blomechanics (SB) 
A minimum of one primary contact from each organization must be a member of the ISB.

1192 jhe10@psu.edu 

ISB-EDCMoU MGMIHS Updated 2013-10-18 Page 1 of7
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Project Proposal: 
To be completed by the EDC participant: 

what is the overall mission of your organization (e.g. to improve the independence and weltbeing of 
physically disabled people...) and how does this project help to support it? 

The overal mission of MGMIHS is to provide healthcare services, research and higher education particularly in 

the area of medicine, nursing, physiotherapy and health management. Within physiotherapy/rehabilitation, 
training and research in the area of Biomechanics is essential to help maximize functional independence of 

people with physical impairments resulting from a wide spectrum of conditions i.e. repetitive stress,

congenital, developmental and degenerative conditions precipitated by traumatic, vascular and 
pathologic origin. Precise and complete kinesiological assessment of such conditions willguide clinical decision 
making for accurate conservative, surgical, prosthetic/orthotic and ergonomic management for maximal 

functional outcome.

2. What is the primary strategic objective(s) of this project? [Pleare specify details about one or more of 
the areas listed below. In formulating your objectives, consider specific results you would like to 

achieve.] 

a. Teaching/educational programs: 

To design and seek approval for a postgraduate degree course in Biomechanics designed at a 
level of global merit (to enable qualified postgraduates to participate in projects conducted 
worldwide) and local value to meet specific functional needs of our population emerging from a 
lifestyle influenced by exclusive Indian culture far different from Western lifestyle.

Establish training for students from various disciplines such as Physiotherapy, Bio-engineering, Mechanical engineering, Prosthetics Orthotics and Orthopedics at graduate, postgraduate and PhD level.

Enhance skills in clinical biomechanics of faculty members of MGMSOP

b. Research programs: 

Produce high end research in the area of human movement science related to clinical questions; to offer health care solutions global in nature and specific to the Indian population. 
c. Clinical assessment - diagnosis and treatment: 

Provide precise and complete kinesiological assessment of congenital, developmental and degenerative conditions precipitated by traumatic, vascular and pathologic origin which will guide clinical decision making for accurate conservative, surgical, prosthetic/orthotic and 
ergonomicmanagement. 

d. Other (please specify): 

(Include additional lines if necessary) 

3. What initiatives/actions (project design and/or manageme. strategies) will be implemented to achieve the results outlined in Question 2? 

a) Teaching/E ducational programs: 

Curriculum for postgraduate course in Biomeche.i.s will be designed and sought approval froin MGMIHS and IIT Mumbai. 
ISB-EDC MoU - MGMIHS Updated 2013-10-18 Page 2 of 7 



A circular will be sent to Bio-engineering, Mechanical Engineering, Prosthetics and 
Orthotics and Orthopedics departments within the above mentioned Institutes to inform
students from respective disciplines training schedule in biomechanics. 

Training will be imparted to faculty members in form of continuing professional development. 
b) Research programs: 

Collaborative research projects between the 3 organizations will be developed to 
produce high end research studies encompassing fundamental and clinical biomechanics. PhD 
students will be appointed on appropriate research projects. Broad areas of research are 

Barefoot walking and the risk of plantar ulceration (in collaboration with IT 

Mumbai, Cardiff University) 

Foot and knee instability and the development of OA (in collaboration with I. 

Cardiff University and the University of Sydney)
. Yoga postures and their effect on the musculoskeletal system (in collaboration 
with IIT Mumbai and Cardiff University) 

c) Clinical assessment 

Diagnosis and treatment Information pertaining to available clinical biomechanical 
evaluation tools will be circulated to various departments within and outside the hospital within 
Mumbai and Navi Mumbai. Referred patients will be assessed using biomechanical tools to arrive 

at precise measurement of impairments. Income generated through such services will be used for

financial viability of the center. Expenses incurred for annual maintenance of laboratory 
equipment will be covered partly from the income generated by the center and partly from the

funding acquired for research projects. 

4. Who will benefit from this project? (eg. Students, patients, etc) 

Undergraduate and postgraduate students from Physiotherapy, Bio- engineering, 
Mechanical Engineering, Prosthetics and Orthotics and Orthopedics department will benefit from 

training. Training will be imparted to students within India and across continents. Every effort will 
be made to enroll students from within India and countries abroad. 

Faculty members from MGMIHS will benefit from skill development in clinical 

biomechanics 

A Biomechanics Center with expert input from biomechanics specialists worldwide 

operated in India will offer global merit training at subsidized cost thereby making it affordable 

for students from several developing countries. 

Patients with congenital, developmental and degenerative conditions of traumatic, 

vascular and pathologic origin will benefit from biomechanical evaluation 

ISB-EDCMoU MGMIHS Updated 2013-10-18 Page 3 of 7 



S. What are the expected benefits for each group listed in Question 47 (eg. Exposure to stote-orue 
methods of.) 

e-ort

Students will be exposed to globally used state-of-the-art valid and reliable methods used 

tor biomechanical studiessuch as quantitative movement analysis and plantar pressure 

measurement. They will receive hands-on training and have opportunities to use various

biomechanical tools to conduct research in biomechanics. Such training of global merit wil 

available at affordable cost to students from developing countries. 

Patients will benefit from precise and complete kinesiological assessment which wil 

guide clinical decision making for accurate conservative, surgical, prosthetic/orthotic and 

ergonomic management. 

Faculty members will benefit from acquiring skills for biomechanical evaluation which will 

be applied in both clinical practice and student training. 

The biomechanics center will benefit from financial viability through the above

mentioned expected benefits. 

6. Please list proposed milestones associated with the actions, individuals, and benefits given in 

Questions 3, 4, and 5, respectively together with a timeline of events. Milestones should include 

specific outcomes that the collaborators wish to achieve.

Key Milestones 
1. Establish Biomechanics Center: installotion of equipment and pilotstart

2. Collaborative research projects 

Time period

December 2013 
Already storted. 

Ongoing 
September 2014

3. Design the curriculum for Mosters degree course in Biomechanics and

seek opproval from the above mentioned contributing organizations 

4. Commence the course in clinical biomechanics

5. Commencement of clinicalserviceto patients 

January 2015 

Morch 2014 onwards 

7. What other authority/administrative body, such as government or college administration officials, 

must approve this initiative to ensure resources are allocated to the intended recipients? Has approval

already been sought (please provide evidence of any approvals)? 

Administrative/competent 
authorities of 3 above mentioned institutes have 

approved development of the research activities proposed at MGM Center for 

Biomechanics. 

Additionally, approval will be sought for curriculum for Masters Course in 

Biomechanics by University Grant Commission, India and Academic Council

of MGMIHS

The opportunity to develop and approve
transnational education in association 

with Cardiff University will be investigated. 

8. What commitments will your organization make to ensure: 

a. Recognition of contributions provided by supporting organizations? (e.g. Website 

acknowledgment, progress reports)

Publications and patents arising out of collaborative projects with Cardiff

University and IIT Bombay will be shared by all 3 above mentioned organizations. 

MGMIHS will acknowledge the support and contribution provided by IT 

ISB-EDC MoU - MGMIHS
Updated 2013-10-18
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Mumbai and Cardiff University on its website.

Technical support provided by IIT Bombay will be acknowledged in 

relevant presentations and publications. 

Secondly, IIT Bombay will have an opportunity to conduct clinical trials at 

MGM Center for Biomechanics in collaboration with host organization which will 

be acknowledged in related reports. 

MGMIHS wll acknowledge the support and contribution provided by IIT 

Mumbai, Cardiff University, IsB and AMTI on its website and in relevant 

publications 
MGMIHS wll provide agreed upon (to be decided) educational materials 

to ISB to further share with ISB members in support to the EDC educational 

program

MGMIHS will provide a brief "Project History" for the ISB website 

b. Long-term sustainability of the project (including personnel required to ensure continuation 

of project into the future)? (e.g. Staff training, technical support, security and maintenance, etc) 

The host organization i.e. MGM Center for Biomechanics will provide 

ongoing security and maintenance of equipment. 

Technical guidance for equipment selection and experimental data 

analysis will be provided by II Bombay. The equipment 
maintenance will be 

sought via annual maintenance contract from the respective vendors. 

Staff training will continue as an ongoing process which will be partially 

supported by MGM Center for Biomechanics. 

Any agreed joint transnational education programs
would facilitate staff

development. 

Income generated through clinical services will aid financial viability of 

MGM Center for Biomechanics. For e.g. annual maintenance of equipment and 

expenses 
incurred towards consumables. 

Income generated through tuition fees for Masters Course in 

Biomechanics and PhD program will partially support salary of some staff 

members.

Income generated through any agreed joint initiatives would be 

negotiated as appropriate. 

PhD students will be recruited as research assistants on certain projects. 

ISB-EDCMoU MGMIHS 
Updated 2013-10-18 
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Supporting Organizations -Commitments and Anticipated Benefits: 
What contributions will be made by the supporting organizations? Please list all support that each 
participant has agreed to provide (eg. financial, in-kind, training, etc), the period over which they have 
committed this support, estimated costs for the organization, and how they will benefit (le.g. publicity). 

Organization Commitments Duration Estimated Objectives/Benefits 

Costs 
Approx 1 MGMIHS Allotted infrostructure for Ongoing Supports objectives outlined on pg 1. 

Biomechanics Center million
USD

Allotted one competent Ongoing Salory is 

paid by 
MGMSOP

Professor 

(15,000 
USD) 
Salary will 

be paid by 
Will recruit one research Ongoing 
assistant & one laboratory 
technician MGMIHS

(6000 USD) 

Already purchased some 

equipment such as emed 

pressure platform, activity 
monitoring system, Silicon

coach etc. 

Stoff training 2 weeks 

Covered by Colilaborative Research projects. Send Prof. van Deursen for 4 visits:Cardiff 
University 4-visits Nov 2013 ISB 

Biomechanics lab design, installoation 

of equipment. 
May 2014 

Nov 2014 

Provide expertise in curriculum design 

related to clinical biomechanics 
May 2015 

Using the MGMIHS Biomechanics lab 

for purpose of clinical testing of the 

products which are developed by IIT 

Bombay.

Technical guidance and 

collaborative research 
IT Bombay ongoing 

projects

7,503 USD Supports objectives outlined on pg 1; 

acknowledgment in appropriote 

media; support for development of 

4 visits Financial support to send 

Prof. van Deursen to 
SB 

MGMIHS
EDC educotional materiol. 

AMTI acknowledgment in Coordinate donation of two As soon as Approx 

second-hand, re-calibrated available 

force platforms from AMTI 

with technical support for 5 

30,000 appropriote. 

USD MGMIHS and ISB media will 

strengthen relationship with AMT! 

years 

Updated 2013-10-18 Page 6 of 7 
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Budget
Before any project can be endorsed by the ISB, a detailed budget for all costs involved for each participating 
organization must be approved by the ISB President, EDC Project Officer, and ISB Treasurer. In the budge,
please consider monetary costs involved in establishing/initiating the project plus ongoing costs to ensure

the project is sustainable. Please include the budget as a separate document. 

Signatures of primary contact from each participating organization: 

K p** 

Dr. Rajani Mullerpatan 
25 July 2013 

Name (please print) Signature Date 

Prof. B. Ravi 
1 August 2013 

Name (please print) Signature 
Date 

Prof. Robert van Deursen 
9 August 2013 

Date 
Name (please print) Signature 

22DCT e13 
Prof. John Challis

Date 
Name (please print) Signature 

tretode additional lires if necessery) 

ISB-FDC MoU - MGMIHS
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MEMORANDUM OF UNDERSTANDING (MOU) 

BETWEEN 

MGM INSTITUTE'S UNIVERSITY DEPARTMENT OF PHYSIOTHERAPY 

(MGMIUDOP) 
AND 

WORLD SPINE CARE (WSC) 

For rendering assistance, guidance and expertise for 

establishment of World Spine Care programme of MGM IUOOP at 

MGM Hospital, Kamothe, Navi Mumbai 

This Memorandum of Understanding is entered into on November I 0, 2016 between 

MGM lnstitute's University Department of Physiotherapy, Navi Mumbai, represented by 

its Director (hereinafter referred to as MGMIUDOP) and World Spine Care, a not for 

profit corporation created pursuant to the laws of the State of California (hereinafter 

referred to as WSC), and herein after jointly referred to as Participants and in the 

singular as Participant": 

(A) · And whereas the Participants acknowledge that spinal injuries and disorders are 

amongst the most serious and debilitating health problems with the general 

population and more particularly in the working class, the labour class and the 

underserved/economically challenged communities in and around Navi Mumbai 

area; 

(B) And · whereas the Participants acknowledge and recognize the need for general 

population and more particularly in the working class, the labour class and the 

underserved/economically challenged communities to have access to local 

specialist spinal healthcare resources; 

(C) And whereas the Participants acknowledge and recognize the lack of access to 

health care on spinal disorders could lead to physical and mental distress resulting 

in adverse economic implications to those who depend on manual labour and 

manual exertion for survival; 

(D) And whereas MGMIUOOP acknowledge and recognize that WSC is supported 

by the Decade of the Bone and Joint. currently the Global Alliance for 

l 

' 
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MusculoskeletaJ H I h .. 
ea t , an ln111ative of the World Health Organization and 

numerous othe fc • . 
r pro ss1onal spine societies; 

(E) 
A

nd 
whereas the WSC has noted and appreciated that MOMIUOOP is committed 

to providing quality health services in the area of spinal injuries and disorders at 

the Kamothe hospital to the general public and specially to the working class, the 

labour class and the underserved communities in Navi Mumbai 

(F) 

' 

And whereas the WSC has agreed to assist MGMIUDOP for treating spinal 

injuries and disorders by providing its guidance, supervision, assistance and 

medical expertise's to MGMIUDOP. The Participants have decided to reduce the 

said understanding by way of the present Memorandum of Understanding. 

PARAGRAPH l 

PURPOSE 

1.1. The purpose of this Memorandum of Understanding (MOU) is to facilitate the 

setting up ofMGMlUDOP- World Spine Care programme (MGM-WSC) and 

to record the tenns and conditions under which WSC will provide its expertise's 

assistance and cooperation for the establishment of the MGM's-WSC clinic in the 

MGM Hospital , Kamothe, Navi Mumbai Department of Physiotherapy 

(hereinafter referred to as "MGM's WSC"). 

1.2 The MGM-WSC is a programme under which WSC will provide its medical 

expertise's and guidance in the field of spinal injuries. disorders and spine care. 

This agreement or programme does not amount to a transfer of rights or interest in 

the premises or land of whatsoever nature by MGM nor does it amount to parting 

with possession of the premises or land in any event whatsoever by MGM. This is 

a programme and not a partnership and neither party holds the right to obligate the 

other party without its express written permission other than as set out specifically 

in this agreement 

2 
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PARAGRAPlll 

DEFINITIONS 

11 Spint: means the neuro-musculoskeletal structures that make up the vertebral 

column from the base of the skull to the coccyx; 

U Spinal Disorden: means disorders of the Spine that can result in pain, 

neurological deficits, disability and/ or deformity; and 

U Spinal Injuries: means injuries to the Spine that result in pain, neurological 

deficits, disability or deformity. 

PARAGRAPH3 

DESCRIPTION OF THE PROJECT 

The Participants have identified the following as goals/objectives of the programme 

which are as follows to: 

3.1 Identify health care resources at MGMIUDOP, which could be considered in 

the establishment of an evidence-based Spine care program; 

3.2 Establish MGM's WSC clinic in MGMIUDOP at Kamothe Hospital, Navi 

Mumbai. 

3.3 Train MGMIUDOP spine care specialists in the use of the WSC spine care toolkit 

· 3.4 Ensure worldwide interaction of health professionals to share knowledge on the 

assessment and management of spinal problems and harmonize treatment efforts; 

and 

3.5 Eventually expand the spine care program to other communities where there is 

currently no access to spine care 

The Participants have identified the following as the expected outcomes of the 

programme: 

3.6 Improved health and healthcare of people with Spinal Disorders and iajuries in 

Kamothe and Navi Mumbai area and eventually rural oc,mmunities at reasonable 

and economical costs 

/41 
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3.7 
Having trained and skilled . d' . . . 

m 1v1duals m Spme care from the communities where 

WSC programs exist; and 

3.1 Ongoing and su t . bl S . 
s ama e pme care at the Department of Physiotherapy and the 

establishment of · ·1 • . . 
s1m1 ar programs m other commumt,es. 

PARAGRAPH4 

FUNDING OF THE PROJECT 

4. MGM University will provide the funding to establish and maintain the 

MGM-WSC project within the domains of the hospital. WSC will provide 

medical expertise, assistance and cooperation. 

WSC undertakes to: 

PARAGRAPHS 

COMMITMENTS OF WSC 

S.1 Train the MGMIUDOP's Clinic Supervisors in the World Spine Care evidence

based protocols, documentation, database management, and education and 

prevention programs (the WSC ''Toolkit"). The Clinic Supervisor will have 

access to all current and future WSC evidence-based education and exercise 

programs developed by the WSC research and clinical teams; 

S .2 Provide ongoing updates of the model of care, documentation and data collection 

according to current evidence; 

5.3 Assist in the implementation of the WSC program in MGM's WSC clinic. The 

Clinical Director of WSC will spend two weeks in Kamothe with the 

MGMIUDOP's Clinic Supervisors to ensure effective implementation of the 

program; 

5.4 Provide specialist supervision and training on an as needed basis. MGMIUOOP' 

Clinic Suptrvisor will participate in monthly meetings with other WSC Clinic 

Supervisors, the Clinical Director and other clinical team members; 

4 



s.s 

.5.6 

Provide the Clinic Su rv· 
. pc isor access to the WSC clinical and research committees. 

The hst of these experts . I . . 
, me udmg biographies and photos can be found on the 

w~ . , 
website. (www.worldspinecare.org) 

Help MGM-WSC and support research initiatives depending on need and 

interest. This support will be in the way of expertise and supervision of 

researchers, and seeking grants to conduct research on the burden of spinal 

disorders and spinal health care needs in rural and underserved communities in · 

Navi Mumbai; 

S.7 Monitor the efficacy of the MGM's WSC clinic through on-going clinical research; 

5.8 Advance the level of spine care in undeiserved communities by assisting and 

collaborating in organizing advanced education programs in conjunction with the 

major international spine societies on the management of spinal disorders. These 

educational programs will include presentations by specialists and researchers who 

have international reputation in the field; 

S.9 Assist in establishing local public health programs such as a scoliosis and spine 

deformity screening program and public education. 

PARAGRAPH6 

COMMITMENTS OF MGMIUDOP 

MGMIUDOP undertakes to:-

6.1 Use its own space and basic furniture, such as chairs and desks, basic diagnostic 

equipment and monthly medical supplies, such as, gloves, gowns etc. for the project 

6.2 Provide support staff for the MGM-WSC to establish and operate the Project; 

6.3 Provide translators to assist volunteer clinicians working at the MGM's WSC Clinic 

when required 

5 
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6.4 Allow for direct refl I b . 
. . . crra y the clinicians of the MGM's WSC Clinic of 

their patients to medic.al s . I' . . . 

. pecia 1sts, when required, w1thm or outside of the 

hospital; 

6.S Provide laboratory and x-ray reports for patients receiving care at the MGM's WSC 

Clinic whenever deemed necessary by the Clinic Supervisors. 

6.6 Provide accommodation and local travel expenses for the WSC Clinical Director 

during the implementation and yearly visits for the first 3 years of the Project. 

These visits will be approximately two weeks in duration; 

6.7 Facilitate and support the review of WSC research proposals with the goal of 

ensuring permission to conduct research projects on spinal disorders that are 

expected to be carried out through the WSC program 

6.8 Use its best efforts to arrange for registration and insurance for clinical volunteers 

and researchers with MGMIHS as required. 

PARAGRAPH7 

ESTABLISHMENT OF MGM-WSC PROJECT IMPLEMENTATION TEAM 

7 The MGMIUDOP shall establish a Project Implementation Team. The functions of 

the Project implementation team will be to ensure the efficient and effective 

implementation for the Project. This team will be made up of representatives from 

MGMIUDOP and WSC, and will be appointed by each entity of the participants of 

this MOU. 

PARAGRAPHS 

MANDATE OF THE MGM-WSC PROJECT IMPLEMENTATION TEAM 

The function• or the MGM- WSC Project Implementation team will be to: 

6 
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I.I 

1.2 

Oversee the implementation of the whole MGM-WSC Project. Notwithstanding the 

foregoing, the specific functions of the Spine Care Project implementation team 

will be provided for in the Terms of Reference to be developed by the Participants; 

Assign resources needed for MGM-WSC Project These will be developed in 

discussion during November 2016 Visit. 

PARAGRAPH9 

REPORTING AND NOTICES 

· 9.1 WSC will collaborate on the creation of yearly reports to MGMJUDOP on the 

progress of services provided through this MGM-WSC Project through the Clinic 

Supervisor. 

9.2 Submit to the WSC Clinical Director a monthly report, all clinic databases (these 

have no patient names and are stored in a secure location); 

9.3 The Clinical Supervisor must participate in monthly WSC Clinic Supervisor on line 

meeting where issues related to the clinics are discussed. 

9.4 All notices required or permitted under this MOU will be in writing and will be 

deemed duly given when delivered by registered mail or facsimile transmission, to 

each participant at the addresses set forth below or at the addresses the participants 

may designate to each other in writing 

PARAGRAPH 10 

WORLD SPINE CARE DESIGNATION 

10. World Spine Care is an internationally recognized brand with a reputation for the 

highest quality, evidence-based care for spinal disorders. Any site that wishes to 

carry the World Spine Care designation must uphold these standards. To ensure that 

the quality of care and reporting is maintained, WSC requires that any WSC 

location must adhere to the following requirements: 

1 



I 0.1 The Clinical Supervl , , 
sor must use the WSC clinical documentation and databa~s 

and update those when new versions ere released: 

l 0.2 Submit to the WSC Cl' · I o· 
mica 1rector a monthly report, all clinic databases (these 

l0.3 

10.4 

have no patient names and are stored in a secure location); 

The Clinical Supervisor must participate in monthly WSC clinic supervisor on line 

meeting where issues related to the clinics are discussed 

The Clinical Supervisor/s must submit, on yearly basis, a list of continuing 

education credits 

I 0.5 The Clinical Supervisor/s must follow evidence-based protocols in the clinic; 

I 0.6 The WSC Clinical Director or designated representative will visit the MGM's 

WSC Project once a year for at least 3 years and possibly beyond for 

collaboration; 

I 0. 7 The MGMIUDOP must be willing to host WSC clinical volunteer associates on a 

short-term basis (up to maximum of 6 months). These volunteers are responsible 

for all their own expenses. 

10.8 The MGM-WSC will not discriminate on the basis of sex, gender, race, religion, 

income, sexual orientation, or age in the delivery of services. 

10.9 The MGM-WSC will not discriminate in the qualifications of participating 

volunteers. 

IO. IO Volunteer clinicians, researchers and laypersons may practice according to their 

training and expertise but should be licensed to practice their profession in their 

home country. Clinicians, however, must provide evidence based care as 

determined by WSC protocols. WSC programs accept clinicians who are trained 

medical physicians, chiropractors, physical therapists, osteopathic physicians., 

nurses, and acupuncturists as well as other qualified clinicians who offer spine 

care. In addition, yoga or tai chi practitioners and traditional healers are 

encouraged to participate in the WSC integrated teain of clinicians. Clinicians 

must practice within their scope, of practice in their licensing country but 

competence in specific spine interventions and the level of responsibility of a.It 

8 



clinicians may be determine or 1· 
1mited by the WSC clinical committee in 

collaboration with MGM-WSC. 

PARA GRAPH 11 

COMMENCEMENT. DURATION AND TERMINATION 

11.1 This MOU will come into effect upon the signature of the Participants hereto and 

will remain in force for a period of five years. 

11 .2 Any Participant may tenninate this MOU by giving ninety days written notice to 

the other Party. 

11.3 The Participants will consult prior to tennination, to determine how any 

outstanding matters arising out of this MOU will be dealt with. 

12. 

PARAGRAPH 12 

AMENDMENTS AND REVISION 

This MOU may be amended or revised at any time by the mutual written consent 

of the Participants. No amendments or revisions will have any effect unless 

written and signed for by the Participants. 

PARAGRAPH 13 

DISPUTE RESOLUTION 

13. Any dispute between the Participants arising out of the interpretation application 

or implementation of the MOU will be resolved by amicable consultation among 

the Participants, and will not be referred to any national or international tribunaJ. 

arbitrator or any third party for settlement. 

13. l Both parties will advise the other in the event of any matter arising which could 

affect the relationship of the parties or the goodwill of either party. 
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PARAGRAPHl4 

ATTACHMENTS TO THE MOU 

14. Attached is the detailed overview of the MGM-WSC Project (Anncxure-A) with 

the background and status of WSC and the justification and budget for the Spine 

Care Project that wm be presented to organizations that support WSC and private 

foundations for funding. 

P AR.\GRAPH 15 

FINAL PROVISIONS 

15. The foregoing represents the understanding reached between the participants on 

matters referred to in this MOU and supersedes all prior written or oral 

negotiations, commitments or memoranda between participants. 

IN WITNESS WHEREOF, the undersigned, duly authorized have signed this MOU in 

duplicate in English, each Participant hereto retaining such original, both texts being 

equally authentic. 

SIGNED AT MGM INSTITUTE OF HEALm SCIENCES, Kamothe, Navl 

Mumbai this todl DAY OF NOVEMBER 2016. 

~,c_,t,L--<lii"-----::::::---

D r. (Lt. Gen.) S.K. Kaul 
Vice Chancellor 
MGM Institute of Health Sciences 

Kamothe, Navi Mumbai 
India -410 209. 
Tel: 02227432471 

Dr. Rajani Mullerpatan 
Professor-Director 
MGM lnstitute' s 
University Department of Physiotherapy 
Kamothe, Navi Mumbai India -4 l O 209 

/4.f.-L .Ai ,--~....:_ 
Prof. Margareta Nordin 
President 
World Spine Care Europe 
Mira House, I Miry Lane 
Thongsbridge 
Holmfirth, England 
HD9 7SA 
Tel: +44 754 37 

Vice President 
World Spine Care Europe 
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MEMORANDUM OF UNDERSTANDING 

This Memorandum of Understanding (MOU) is made at Navi Mumbai this l19" day of 

November. 2018. 

MGM Institute of Health Sciences. a deemed to be University having it olfice at Plot No 1 & 2 

Sector No.l Kamothe Navi Mumbai. 410-209 through the MGM School of Physiotherapy and 

MGMIHS OMICS Research Center represented by its Authorized representative Dr Rajesh 

Gocl. Registrar ( hereinafter referred to as the "Institute ") 

AND

Kaivalyadihama S.M.Y.MSamiti , having its office at Swami Kuvalyananda Marg. Parsi Colony.

Lonavala, Maharashtra 410403 through its Authorized representative, Mr Subodh 1Tiwari, Chief

Executive Officer (hereinafter reterred to as "Samiti") 

WHEREAS:

I. The MGM School of Physiotherapy has been established in the year 2008 and is run and

adinistered by the MGM lustitute of Health Sciences, a deemed to be University. The

Institute undertakes and conducts the BPT course (a 4 1/2 year course) and MPT course 

2 year course). The Institute provides good quality education to its students in the field 

of Physiotherapy and has all the required facilities including research facilities and 

advanced laboratories. The Institute also undertakes rescarch projects and programs for

its students and faculty. The Institute has already undertaken various projects, prograrnis 

and research activities with World Spine Care, University of Sydney and IIT Mumbai.

2 The MGM Schoul of Physiotherapy is desirous of providing its stulents/facvly with the 
adv anced knowledge and experience of applying yogie practices, asanas, therapies in the
Physiotherapy fieldirealment with an objective to enhance studenus/ taculty knowledge 

and providing to the society a well educated mind and experienced hands in advancing 

the healing process and in an altempt to ensure that the patient, hus/her atlendants ad 

other persons (preventive cure) get the benefit of yogic pracices and asanas with 

scientific evidence in conjunction with modern techniques whereby the healiug recovery 

process would be enhanced and wade nure etfective. 
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MGMIHS OMIKS Research Center is a centre of excellence in drug discovery and 
molecular diagnostics. Center is accelerating the basic and applied research. Using 

various donmains of OMICS such as genomics, proteomics and computational biology.

this center is providing unique and exploratory platform for discovery research. Research

and technology innovation of center is mainly revolving around the integration of 

advanced knowledge of protein science, enzymology, metabolic network, natural 

products chemistry, green synthesis etc. The thrust area of this centre i.e. biomarker 

discovery, rational drug discovery, nano-biotechnology, reversal of drug resistance and 

green technology. Presently centre is actively engaged in discovery and diagnostic 
research in the area of tuberculosis, malaria. obesity and diabesity. MGMIHS OMICSS 

Research Center is an interdisciplinary synergy and it is also acting as centra! facility for

MGMIHS rescarch. Faculy, clinician, scientific staft and students are using this facility. 

Researchers of centre have been also awaided by various national and international 

organization/foundation. 

4. The Institute has the available infrastructure, laboratories, facilities and opportunitiesto 

evaluate yoga interventions (both at molecular level and bio mechanical investigations), 

to evaluate the effect of the yoga asanas. practices, kriyas on patients and other healthy

willing participants, to measure, test and investigate the effect of the yoga asanas,

practices, kriyas on the patients and other healthy willing participants 

5. Samiti was established in the year 1924 by Rev. Swami Kuvalayananda and is a pioneer 

institute to caryout scientific and philosophic literary research, training and therapy in 

yoga. The Samiti is aided by the Ministry of HRD, Government of India and affiliated to 

the Pune University as a Research Institute. The Center has been recognized as a 

Scientifie Research Institute by the Department of Scientific and Industrial Reseach 

Organization under Ministry of Science and Technology, Governmment of Indi

6. Samiti has yoga instructors/yoga teachers and has initiated yoga awareness programs and

projects patients, their attendants and other health persons (preventive cure) with various

ancient effortless yoga practices and asanas, relaxation and healing techniques for the 

body and mind so as to help in a faster recovery and well being of the body, mind and

soul. 

7. Samiti has available with it and/or has the ability to design yoga interventions (methods

of Yoga krijyas), the ability to participate in the delivery of the yoga interventions and to 

play an important role in explaining, training the participant (patient and healthy person) 

and students. 
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8 The parties intend to work together to develop a collaborative arrangement whereby the 

parties agrec to participate in collaborative patient care, student training, research projects

and other activities like conducting workshops, awareness camps ete and also to jointly

evaiuate and interpret the final outcome of combining their respective expertise and

resourccs. 

9 The aim and object of working together is to enhance the use of yogic asanas, kriyas,
practices and methods and thereby generate scientific evidence for yoga practices. The

parties intend to do undertake robust research and investigations, its effect and derive 

archivable evidence to demonstrate the meeting of yoga and science and its combined

benclits etc. 

10. The parties are desirous of reducing the basic understanding and the terms and conditions 

in writing.

IT IS NOW AGREED BETWEEN THE PARTIES AS FOLLOWS:

11. The parties will use their reasonable endeavors to effect with best ethical practices, within 

theparties limitations 

(a) To attain the aims and objectives as stated hercir above; 

(b) To use their independent expertise, know.edge, infrastructure , facilities to design, 

develop and enhance the use of Yoga interventions in patient care and health 

promotion, 

(c) To study /evaluate the interventions, to measure, test and investigate the effect of the

yoga interventions and develop joint devices, products, inte!lectual properties etc; 

(d) To participate in delivering the yoga interventions, explaining and training the

participants including patients, students and faculty etc; 

(e) To develop and pursue collaborative research projects, shared intellectual property; 

()To visit the other party/deploy members of its team for the purpose of participating in 

patient care, student training, research programs and other agreed activities 

()To encourage the exchange of scientific methods, materials publications and other 
information between parties;

(h) To provide assistance on research projects and scientifie inputs to develop and 

advance the use of yoga and yogic practices in physiotherapy and for the 

advancement treatment provided to patients

AASRAMA AS YADA
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(0) To undertake joint discussions and interactive sessions between the faculty/teachers 

of the institutions so as to solve problem areas, address issues and discuss on new

methods and/or combined practices to develop and better treatment and paticnt care; 

12. The parties agree that th1s Memorandum of Understanding is in no way intended to 

create legal or binding obligations on either parties and serves only as a record of the

parties current intentions to enhance relationships of the parties between them with a 

view and object to improve health related quality of life of people with disorders and

integrate them in the society. 

13. Before any of the activities set out in this MOU are undertaken or implemented, the

parties agree to execute formal and binding agreements/documents between them which

will detail the specific form, and contents of the activities, address the responsibilities and

rights of each of the parties in relation to the activities. The parties agree io negotiate the 

terms of any such agreement(s) in good faith and for the purposes of enhancing the 

relationships of the parties and in furtherance of the aims and objectives of this

Memorandum of Understanding. 
For Kaivalyadhama S.M.Y.M.Samiti 

For MGM Institute of Health Sciences

Authoriztd,repssentative 
Authoized representative 

Dr. Rajesh B. Goel 

Registrar DrRajeseostitute of Health Sciences
Shri Subodh TiWari 

Chief Executive Officer

Registrabeemed Untversity us 3 of UGC Act, 1956) 
Navi Mumbai- 410 209 

Chief Research Officer
Chief Rescarch Officers

Dr.Satish Phatak 
Dr Rajani Mullerpatan 

Professor Director 

MGM School oMGMBthoaloý Prysiotherapy 

MGMIHS,MGMIHS, Na'n Mumbai

Research Associate 
Director, 

Dr.Praseeda Menon 
DrRaman P. Yadav 

Research Officer
Technical Director, 

MGMIHS OMICS Research Center

Witness:
Witness:
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MGM School of 
PhysiothenvMBA 

Navi Mumbai 

VC Principal 
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THE UNIVERSITY OF 

SYDNEY MGM Institutes of Health Science

Memorandum of Understanding 

Between

The Faculty of Health Sciences,

The University of Sydney, Australia (CRICOS Provider 00026A) 
and 

MGM School of Physiotherapy, MGM Institutes of Health Sciences 
(Deemed University u/s 3 of UGC Act 1956) Navi Mumbai, India. 

The Institutions intend to work together to develop a coilaborative arrangement, whereby 
the institutions may participate in collaborative teaching, training. research and other 
agreed activities that further enhance the program and the relationship between the 
institutions. 

The Institutions will use their reasonable endeavors to effect, within the institutions 2. 

limitations

a) will develop and pursue collaborative research projects;
b) visit from one institution to the other by members of their academic staff for the 

purpose of participating in teaching, training, research programs and other agreed
activities; and

c) encourage (on a completely voluntary basis) the exchange of scientific materials, 
publications and other information between the institutions. 

This document is in no way intended to create legal or binding obligations on either party. 
It serves only as a record of the parties' current intentions to enhance relationship of the 
Institutions going forward.

3 

Before any of the activities set out in the Memorandum of Understanding are
implemented, the Institutions must enter into formal and binding agreement/(s) (separate 
from this Memorandum of Understanding) with each other which will detail the specifie 
form and content of the activities and address the responsibilities and rights of each 
Institution in relation to those activities. The institutions agree to negotiate the terms of 
any such agreemenv(s) in good faith and for the purposes of enhancing the relationship of 

the Institution. 

4 
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On behalfof 
On behalfof the Partner The YniversityofSydpey 

*''** 

Dr. S.N. Kadam Dr. MickalSpeae
Vice Chancellor Vice-Chancellor and Principal 

Date Date 

khogs.
Professor Kat/yn Refshhuge 
Dean, Faculty of Health Sciences

RM tata 
Dr. Rajani Mullerpatan 
Professor-Director, Physiotherapy 

Date Date: 0 1-03 2015 
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THE UNIVERSITY OF 

a SYDNEY MGM Institutes of Health Science 

Memorandum of Understanding 

Between

The Faculty of Health Sciences, 

The University of Sydney, Australia (CRICOs Provider 00026A)

and 

MGM School of Physiotherapy, MGM Institutes of Health Sciences 

(Deemed University u/s 3 of UGC Act 1956) Navi Mumbai, India.. 

1. The Institutions intend to work together to develop a collaborative arrangement, wherebyy

the institutions may participate in collaborative teaching, training, research and other

agreed activities that further enhance the program and the relationship between the 

institutions. 

The Institutions will use their reasonable endeavors to effect, within the institutions 

2. 
limitations: 

a) will develop and pursue
collaborative research projects; 

b) visit from one institution to the other by members of their academic staff for the 

purpose of participating in teaching, training, research programs and other agreed

activities; and 

c) encourage (on a completely voluntary basis) the exchange of scientific materials, 

publications and other information between the institutions. 

This document is in no way intended to create legal or binding obligations on either party. 

3 
It scrves only as a record of the parties' current intentions to enhance relationship of the

Institutions going forward.

Before any of the activities set out in the Memorandum of Understanding are 

4. 
implemented, the Institutions must enter into formal and binding agreement/(s) (separate 

from this Memorandum of Understanding) with each other which will detail the specific 

form and content of the activities and address the responsibilities and rights of each 

Institution in relation to those activities. The institutions agree to negotiate the terms of 

any such agreement/(s) in good faith and for the purposes of enhancing the relationship of 

the Institution. 



On behalfof On behalfof the 

Partner The YniversityfSydey 

Makeeagt 
**. 

* ** 

Dr. Mickael Sper�e
Vice-Chancellor and Principal 

Dr. S.N. Kadam

Vice Chancellor 

Date 
Date 

RMWhata
Dr. Rajani Mullerpatan 
Professor-Director, PhysiotherapPy 

Professor Kath/yn Refshauge 

Dean, Faculty of Health Sciences 

Date: /*/S 
Date: 0 1-O3- 2015
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Aurangabad Health Care & Research

Shop No. 126, CTS No.124B2lL, Chetan Trade Centre,

Jalna Road, Aurangabad, Maharashtra, India

LLP
Opp. S.F. School,
.431001

Email : il]3l"! k] X),fi,HtI li{i,Ut#:]
Memorandum of Understandin g

This Agreement enterecl on 27th lan202l at Aurangabad city, is between-

Aurangabad Health Care & Research I-,LP (AH&R) having registerecl address zt,

Aurangabad Health Care & Research LLP, Shop No.126, CTS No.1248211 Chetan Trade

Centre, Opp. S. F School, Jalna Road, Aurangabacl, Pin 431001, MI{ India, represented by

authorized signatories, Dr Renuka Madnurkar & Dr Ujwala Kulkarni, (Designated partners-

AH&R LLp), Aurangabad Health Care & Research LLP is a registered partnership firm,

bearing number AAS-0217 registered under the Limited Liability Partnership Act, 2008

registered with Registrar of Companies (ROC), here in called First party which expression

may also include its representative if situations are not objectionable and acceptable to other

party
And

Mahatma Gandhi Mission (MGM) Medical College & Hospital, N-6, Cidco, Aurangabad,

Maharashtra 430 003 refbrred as a party-B (here in after referred to as the 'olnstitution")

The two parties, in a spirit of business cooperation, agree to sign this contract and pledge to

fulfill conscientiously all the obligations stipulated in it.

NOW, THEREFORE, in consideration of the promise and mutual covenants herein

contained and for other good and valuable consideration, the receipt and sufficiency of which

are hereby acknowledged, it is mutually covenanted and agreed by and between the parties

here to as follows

MGM Medical College & Hospital appoints Aurangabad Health Care & Research LLP as a

site management organ:Zafion on Exclusive basis for period of 10 years w.e.f ZJ'h Jan202I to

26th Jan2O3L (Will be reviewed and updated accordingly)

Oblisations of AH&R Services:-
AH&R is a site management Organrzattonbased in Aurangabad providing end to end clinical

research services to t1-re Hospitals and Offers a complete range of Clinical Research in all

therapeutic areas. We expertise in site Management Activities, Project Management,

Monitoring, Safety Reporting, Regulatory services, Potential Site selection, Faster patient

Recruitment, euality compliance & Maintenance, and Clinical Research Expertise in India.

AH&R Services is desirous of working with Hospital for the purpose of conducting ICH-

GCP complaint phase I-IV clinical trials for new drug & treatment.

AH&R services Shall play vital role in getting clinical trials to the hospital /Hospital from

the sponsors and CROs and execute them in Hospital.

AH&R Services will manage study Operations and

protocol for the duration of the clinical trial.

study services as directed by study

AH&R Services will appoint a clinical Research

coordinator who witl be a point of contact with Sponsor

Coordinators (CRC)/existing site

& CRO and ensulc smooth conduct

of trial at the site.

AH&R will appoint project manager (PM) who will be responsible to coordinate and ovel -

see the progress ancl management of CRC activities & trial, ensure data quality, resolve

Page 1 of 5
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Aurangabad Flealth Care & Research LLP
Shop No. 126, CTS No.1248211, Chetan Trade Centre, Opp. S.F. School,

Jalna Road, Aurangabad, Maharashtra,India 43 1001

Email: Ihr"llp2U1fi ;gryp i [, t!]{r i
screening, enrollment or general issue if any, follow np ol1 post -rnonitoring action eletnents

and study training as per needs and frequent discussion with investigator & sponsor / CRO on

trial progress.

AH&R will appoint Quality check (QC Experts) who will be responsible to ensLrre adherence

to the protocol, regulatory requirements record keeping and retention.

Study co-ordination, project management and quality management will be done by AH&R
services. AH&R personnel, CRC, PM, QC Experts will assist PI and the Intuitions in all trial
related activities.

AH&R will bear all the administrative cost related to the various activities undertaken by
PM, CRC or any other staff placed by AH&R Services which includes telecommunication,

travel cost, training cost at various centers across India or abroad.

AH&R will be exclusively conducting/managing all trial at the Hospital during the tenure of
this agreement. This agreement will last for 10 (ten) years and can be renewed further on

mutual agreement.

Following activities will be carried out bv appointed CRCs
1. Performing all the activities in strict adherence to the ICH-GCP guidelines, Schedule Y

India GCP and Regulatory requirement

2.Preparation for site selection visit and Site Initiation Visit (SIV)
3, Communication & Follow up with IRB/IEC Submission ancl Approval

4. Accurate and complete documentation of relevant EC documentation

5. Regulatory documents Collection
6. Patient ldentification for assigned study form OPD or Hospital Database.

7. Maintenance and update of Trial Master File (TMF), site binders and relevant files

8. Preparation for site Monitoring Initiation Visit (SMV) and resolving all action items

generated during Previous monitoring visits

9. Conduct Study according to International Conference of Harmonization (ICH) E6 ancl

India Good Clinical Practice (GCP) regulation

10. Assisting Principal Investigator in administrating ICF and its procedures

11. Ensure protocol & applicable regulatory guidelines compliance and adherence

12. Patients pre- screening enrollment and recruitment

13. Preparing sonrce notes and CRF fllling
14. Communication with CRA/ Project Manager, PI, IRB IIEC, site for study upclates

15. Coordinate and schedule subject's regular follow up visits and procedures, maintain

regular Telephonic contact with patients to preventing lost to tbllow- up ancl missed visits.

i6. Managing Clinical Trial Materials (CTM) maintenance, Accountability, distribr-rtion ancl

logistics at site

17. Coordinate all site specific queries- medical, administrative, subject reimbursements and

other study related activities.

18. Reporting and coordinating all AE/SAEs according to their timelines as per regulatory

norms

Page 2 of 5



Aurangabad Health Care & Research LLP
Shop No.126, CTS No.1248211, Chetan Trade Centre, Opp. S.F. School,

Jalna Road, Aurangabad, Maharashtra, India 431001

logs, subject log, visit logs, Investigational product 1og, temperature log, SAE and EC

communication log

20. Documentation of protocol deviation as appropriate and communicate any impacting

subject safety to the ethics committee

21. Coordinate with central and local lab for logistics and sample flow

22, Attend study related meeting as appropriate

23.Preparing sites for Monitoring / Auditing visits coordinate close out visit and Archival at

site

24. Any other required activities during the trials.

25. Identification of potential database from different therapeutic area of PIs

26. Communication with Investigators/ Hospitals and conduct protocol slrecif-ic feasibility

27. Other duties as reqLrested by AH&R Services Management

B. Hospital permits
l. Hospital will give the space and required facilities to appointed CRC & AI-I&R in order

to perform clinical trials activities under respected PI.

2. Hospital will allow AH&R and Sponsors of Clinical trials to access the facility to verify

source documents.

3. Hospital will allow AH&R to bring Sponsors of clinical trials to meet rvith PI/SITE

representatives at a mutually convenient time.

4. Hospital shall permit AH&R to exclusively manage all clinical trial commenced by

AH&R Services

C. Term of Agreement
The term of this Agreement shall be for a periocl of 10 years corlmencing on the effective

date 27th Jan 2021. However, this Agreement shall be leviewed annually by both parties if-

needed.

D. Relationship of the parties
1. Hospital and AH&R are independent parties. Both parties agree that their relationsliip is

that of an Independent contractor and not employer and employee.

2. Neither party shall have express or implied rights nor did authority to assume or create

any obligation or responsibility on behalf of or in the name of the other pafty by reason of
this Agreement, except as provide in this Agreement.

B. GCP, ICH and CFR compliance

Hospital agrees to comply with International Conference of Harmontzatton & Good Clinical

Practices (ICH-GCP) and all India regulations, CDSCO requirement and circrilars there

under.
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Aurangabad Health Care & Research LLP
Shop No.126, CTS No.1248211, Chetan Trade Centre, Opp. S.F. School,

Jalna Road, Aurangabad, Maharashtra, India 43 100 I
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F. Confidentiality
1. The parties here recognize and agree that due to the complex and cotnpetitive nature of the

business, the confidential of information concerning both parties is of critical importance.

Either party shall not, either during or after the terrn of this Agreement, disclose to any third

party any confidential information and all Inforntation or information relatrve to the r,vork or

the business of either party without the written consent of either party AH&I{ agrees that it

shall not during, or at any time after the termination of this Agreement, directly or indirectly

disclose or use any information for any reason whatever, without the prior written consent of
SITE.

2. Hospital shall not disclose to any third party any and information about new studies

received from AH&R.

G. Indemnification
Hospital shall indemnify and hold harmless AH&R against any losses, claims, liabilities,

damages and expenses of any nature, directly or indirectly arising out of any act or omission

by SITE, its agents, directors or employees, AH&R shall indemnify and hold harmless

hospital against any and all losses, claims, liabilities, damages and expenses of any nature,

directly or indirectly arising out of act or commission by AH&R, its agents, directors. or

employees. In no event will either party be required to indernnify or hold harmless the other's

negligence or gross negligence.

H. Compensation and Agreement
1. The Hospital, principle Investigator, AH&R and Sponsor and/or CRO will enter into a

quadripartite clinical trial agreement before/at the time of placement of each trial at the

Hospital.

2. A11 feasibilities and payments shall be routed through AH&R and pricing while bidding

for the trial shall be discussed mutually and final corespondence with the Sponsor/CRO

also would be handled by AH&R Services for smooth and hassle-ltee finalization of
Clinical Trial Agreements.

3, Getting payment frorn sponsor and giving to Hospital and lor Investigator is the

responsibility of AH&R Services.

4. AH&R will be payee name for all trial related payment.

5. All payment shall be due and payable to the hospital on actual work i.e. trnmber of subject

randomized or visits completed.

6. The payment of remuneration shall be after deduction of all taxes ttncler applicable lau's.

7. A11 invoices will be requested fiom the hospital for study payment and all study related

payment will be done to MGM Medical College & Hospital, in a period of 15 worl<ing

days after receiving the payment from the sponsor/CRo.

8. The details of study budget sharing in INR is as follow:
o 100oh studypayment wilt be paid to AH&R from Sponsor/ CRO tbr each study.

o 65oh study payment will be paid to Hospital /Principal Investigator ftom AI-I&R.

o 35o/, study payment fees will be paid to AH&R.
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Aurangabad Health Care & Research LLp
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Jalna Road, Aurangabad, Maharashtra, India 431001
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. l00o/o cRC fees will be paid to AH&R frorn sponsor udno.
t Additional 30'h Institutional overheacl will be paicl frorn AH&R receivecl frorn

sponsor /CRO.

' AH&R will pay Lab Cost, subject Hospital ization, SAE Medical
charges at actual basis to Hospital lPrincipal Investigator receivecl
/CRO.

(Note: HospitaVPrincipal Investigator should provide dedicated working printer, stationary,
Electricity, Working place, Internet connection facility to our stucly team.)

I. Termination of Agreement
1' This Agreement shall be terminated by rnutual agreement by giving sixty (60) clays prior
written notice by either party after the completion of any ongoing trials.

J. Permission to use personal Information or statement
For good consideration, the undersignecl authorizes AH&R and its assigns to use, pub]ish or
reprint in whole or part any basic information about my identity, practice, ancl participation in
clinical research including any specific details of my clinical research that c1o not conf'lict
with a previously contacted privacy agreement.
The two parties shall consult with each other ancl medicate any clisputes which may arise
about the contact. If alt attempts fail the two parties can appeal to the or-ganization of
arbitration in judicial court of the state of Aurangabad, Maharashtra Inclia.

Accepted & signed on behalf of AH&R LLp, Aurangabacl

Management

fiom sponsor

,t

behalf of MGM
Authorized Signatur;: 

^ 
f"

\ ,r7
Signature&Date. W' {
Name: Dr. Rajendra -Bohra

Title: Dean
Hospital Name:Mahatma Gandhi Mission
Uq\Q Medical College& Hospital

Signature & Date:
Name: Dr.Deepak
Title: Professor &
Hospital Name:
MGM) Medical College & Hospital

Authorized Signature:

Signature & Date ,W.;^An'*\
Name: Dr Ujwala Kulkarni ) \'
Designated Partner,
Aurangabad Hea lt h Cpre,ffilRe.Sparc h LLp,
Chetan Trade Cegtfe;:,,OppS-.f l'flchool,
Jalna Road, ,r':, ,,';' ,-u,

Aurangabad, P in 481001, MH, Inclia,

ffi,n\"ru
Signature & Date:
Name: Dr Renuka Madnurkar
Designated Partner, -. 1c,1qa.

Aurangabad Healtlr Care &'Research i_Lp.
Chetan Trade C€ntre;'Opp:S.F""School, .Ialna
Road, : :" ;
Aurangabacl, Piri t3 100"1 , MH, Inclia
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MAHATMA GANDHI MIS8ION 

Mahatma Gandhi Mission's Medical College & Hospital 
N-6 CIDCO, Aurangabad - 431003 

DEPARTMENT OF CLINICAL PHARMACOLOGY & THERAPEUTICS 

office: Dr. Deepak Bhoste, Prof & Head, Dept. of Clinical Pharmacology & Therapeuties, MGM Medical Cllege & Hospital 

N5,GDCOAurangabad - 431003. Ph. No: 0240-6601423, 0240-6601174, Emal: pharmacology@mgmmcha.ore 

Memorandum of Understanding 

This Agreement is made on 01t Jan 2020, by and between "Biosphere Clinical Research Pvt Ltd having 

its Office at SB-02,03,04, 2d Floor, Highland Corporate Center, Kapurbawdi Junction, Thane West 

400607" referred as a party- A (here in after referred to as the CRO) 

And 

Mahatma Gandhi Mission (MGM) Medical College & Hospital, N-6, Cidco, Aurangabad, Maharashtra 

431 003 referred as a party-B (here in after referred to as the "Institution") 
The two parties, in a spirit of business cooperation, agree to sign this contract and pledge to fulfill 

conscientiously all the obligations stipulated in it. 

NOW, THEREFORE, in consideration of the promise and mutual covenants herein contained and for 

Other good and valuable consideration, the receipt and sufficiency of which are hereby acknowledged, it 

is mutually covenanted and agreed by and between the parties here to as follows 

MGM Medical College & Hospital appoints Biosphere Clinical Research Pvt Ltd as a Clinical Research 

Organization for period of 10 years w. e. f1st Jan 2020 to 31st Dec 2029. (Will be reviewed and updated 

accordingty) 

A. Hospital permits 

1. Hospital will give the space and required facilities to Biosphere Clinical Research in order to perform 
clinical trials activities under respected Pl. 

2. Hospital will allow Biosphere Clinical Research and Sponsors of Clinical trials to access the facility to 
verify source documents 

3. Hospital will allow Biosphere Clinical Research to bring Sponsors of clinical trials to meet with Pl/SITE 
representatives at a mutually convenient time. 

B. Term of Agreement 

The term of this Agreement shall be for a period of 10 years commencing on the effective date 01st Jan 
2020. However, this Agreement shall be reviewed annually by both parties if needed. 
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MAHATMA GANDHI MISSION 

Mahatma Gandhi Mission's Medical College & Hospital 
N-6 CIDCO, Aurangabad - 431003 

DEPARTMENT OF CLINICAL PHARMACOLOGY & THERAPEUTICS 

office: Dr. Deepak Bhosle, Prof & Head, Dept. of Clinical Pharmacology& Therapeutics, MGM Medical College & Hospital 

N-6,CIDCO,Aurangabad-431003. Ph. No: 0240-6601423, 0240-6601174, Email: pharmacology@mgmmcha.org 

C. Relationship of the parties 

1. Hospital and Biosphere Clinical Research are independent parties. Both parties agree that their 

relationship is that of an Independent contractor and not employer and employee. 

2. Neither party shall have express or implied rights nor authority to assume or create any obligation 

or responsibility on behalf of or in the name of the other party by reason of this Agreement, except 

as provided in this Agreement. 

D. GCP, ICH and CFR compliance 

Hospital agrees to comply with International Conference of Harmonization & Good Clinical Practices 

(ICH-GCP) and all India regulations, CDSCcO requirement and circulars there under. 

E. Confidentiality 

1. The parties here recognize and agree that due to the complex and competitive nature of the business, 

the confidential of information concerning both parties is of critical importance. Either party shall not, 

either during or after the term of this Agreement, disclose to any third party any confidential 

information and all information or information relative to the work or the business of either party 
without the written consent of either party. Biosphere Clinical Research agrees that it shall not during, 

or at any time after the termination of this Agreement directly or indirectly disclose or use any 

information for any reason whatever, without the prior written consent of SITE. 

2. Hospital shall not disclose to any third party any and information about new studies received from 
Biosphere Clinical Research 

G. Compensation and Agreement 

1. The Hospital, principle Investigator, Biosphere Clinical Research will enter into a tripartite clinical 

trial agreement before/at the time of placement of each trial at the Hospital. 
2. Getting payment from sponsor and giving to Hospital and /or Investigator is the responsibility of 

Biasphere Clinical Research. 

3. All payment shall be due and payable to the hospital /or Investigator on actual work i.e. number of 

subject randomized or visits completed, as per the Clinical Trial Agreement. 
4. The payment of remuneration shall be after deduction ofall taxes under applicable laws 

AMMAI 



AHATMA GANDH MSSION 

Mahatma Gandhi Mission's Medical College & Hospital 
N-6 CIDCO, Aurangabad - 431003 

DEPARTMENT OF CLINICAL PHARMACOLOGY & THERAPEUTICS 

Office: Dr. Deepak Bhosie, Prof & Head, Dept. of Cinical Pharmacology& Therapeutics, MGM Medical College &Hospitai 
N-6,ODCOAurangabad-431003. Ph. No: 0240-6601423, 0240-6601174, Email: pharmacoiogy@mgmmcha.org 

5. All invoices will be requested from the hospital for study payment and all study related payment will 
be done to MGM Medical College& Hospital. 

(Note: Hospital/Principal Investigator should provide dedicated working printer, stationary, Electricity, 
Working place, Internet connection facility to study team.) 

Authorized Signature: Witness Signature 

. H 
*** 

Name: Dr. Rajendra Bohra Witness Name: Dr. Deepak Bhosle 
Title: Dean Title: Professor and Head Department of 

Pharmacology 
Date: 24 lo l3b2A 

Date3Jan 2o2 
eng 

Gandhi Hospital Name: Mahatma Gandhi Mission 
Hospital Name: Mahatma 
Mission (MGM) Medical College&MGM) Medical College & Hospital 
Hospital 

) Authorized Signature 

ESEARC ICALR 

Name Dr. Neeta Nargundkar Title: Managing Dircctor MUMBAI 

dsO18 Date: 1S82o On 

Biosphere Clinical Research, Thane, Maharashtra 
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Memorandum of Understanding

This Agreement is made on 01'IDEC z}2},by and between "DESTINATION PHARMAGBNS
HEALTHCARE SOLUTIONS" having its Office atRH2, Hari Krishna Nager, Gur No-95,
Beed Bypass Aurangabad, Maharashtra. 431007 referred as a party- A {here in after referred to
as the"SMO")

And

Mahatma Gandhi Mission (MGM) Medical College & Hospital, N-6, CIDCO, Aurangabad,
Maharashtra 431 001 referred as a party-B (here in after referred to as the "Institution,,)

The two parties, in a spirit of business cooperation, agree to sign this contract and pledge to
fulfill conscientiously all the obligations stipulated in it.

NOW, THEREFORE, in consideration of the promise and mutual covenants herein contained
and for Other good and valuable consideration, the receipt and sufficiency of which are hereby
acknowledged, it is mutually covenanted and agreed by and between the parties here to as
follows

MGM Medical College& Hospital appoints DESTINATION PHARMAGENS
HEALTHCARE SOLUTIONSAs a site management orga nization on Exclusive basis for
period of t0 years w.e.f 1'tDEC 2020 to 3OthNOV 2030. (witl be reviewed and updated
accordingly)

ObIigAtiONS Of DESTINATION PHARMAGENS HEALTHCARB SOLUTIONS:

DESTINATION PHARMAGENS HEALTHCARB SOLUTIONSis a site managernent
Otganization based in Aurangabad, Maharashtra providing end to end clinical research services
to the Hospitals and Offers a complete range of Clinical Research in all therapeutic areas. We
expertise in site Management Activities, Project Management, Monitoring, Saf'ety Reporting,
Regulatory services, Potential Site selection, Faster patient Recruitment, Quality compliance &
Maintenance, and Clinical Research Expertisein India.

DESTINATION PHARMAGENS HEALTHCARE SOLUTIONSaTe desirous of working
with Institution for the purpose of conducting ICH-GCP complaint phase I-IV clinical trials for
new drug & treatment.

RH-2, HAEI KHISHhIA NACAR. BIF.I SURYA LAWN$,
BilED BYPASS, AURANCABAil, M FI"45ifiO7

+9'l 98709654821 967386994*
infosci phsind ia"com
rRrww"cl phsind ia.com

DESTII'{ATION{ pHAffiMAfiEr,t5 HEALTHC/&Rr sCLUTICNS I Wr OpERATE pAN tNSfA
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DESTINATION PHARMAGENS HEALTHCARB SOLUTIONSshaII play vital role in
geffing clinical trials to the hospital /Flospital from the sponsors and CROs and execute them in
Hospital.In case of conflict of a same study among the multiple SMO'5, the institution shall be
the arbitrator and award the study to the deserving sMo.

DESTINATION PHARMAGENS HEALTHCARE SOLUTIONSwiII manage srudy
Operations and study services as directed by study protocol for the duration of the clinical trial.

DESTINATION PHARMAGENS HEALTHCARE SOLUTIONS will appoinr a Clinical
R'esearch Coordinators (CRC's) who will be a pointof contact with Sponsor & CRO and ensure
smooth conduct of trial at the site.

DBSTINATION PHARMAGENS HBALTHCARE SOLUTIONSwiII appointproject
manager (PM) who will be responsible to coordinate and over-see the progress and management
of CRC activities &trial, ensure data quality, resolve screening,.nrollment or general issue if
any, follow up on post -monitoring action elements and study training as per needs and frequent
discussion with investigator & sponsor / CRo on trial progress.

DESTINATION PHARMAGBNS HBALTHCARE SOLUTIONSwiII appoint euality check
(QC Experts) who will be responsible to ensure adherence to the protocol, regulatory
requirements record keeping and retention.

Study co-ordination, project management and qualitymanagement will be done by
DBSTINATION PHARMAGENS HEALTHCARB SOLUTIONS.

DESTINATION PHARMAGENS HBALTHCARE SOLUTrONSpersonnel, cRC, pM, QC
Experts will assist PI and the Intuitions in all trial related activities.

DESTINATION PHARMAGENS HEALTHCARB SOLUTIONSwiII bear atl the
administrative cost related to the various activities undertaken by PM, CRC or any other staff
PIACEd bY DESTINATION PHARMAGENS HBALTHCARB SOLUTIONSSCTViCESWhiCh
includes telecommunication, travel cost, training cost at various centers across India or abroad.

Hospital and the Principal Investigator shall be responsible for the recruitment of the subjects to
the study in the given timely manner.

DESTINATION PHARMAGBNS HEALTHCARE SOLUTIONSwiII be exclusively
conductinglmanaging all trial at the Hospital during the tenure of this agreement. This agreement
will last for l0 (ten) years and can be renewed further on mutual agreement.

RH-2. FIARI KRIS}{NA NACAR, Bli-{ SURYA LA\JVNS,

BTED BYPASS, ALJ*ANCABAD, M I-{-451 OO7

+91 98?S E65eS2l 9673e6994t+
.infssd phsind ia.e sm
winrw"eJ phsind ia.com

DESTINATION PHARMACENS HE,ALTHCARE SOLUTIONS I WT OPERATE PAN INDIA



ffip
t{q:ntrt}rcare, A ,.\ e.:r,v Wa.vl

fi $T'l N: Z?BHIPAX?*4BIUG

1. Performing all the activities in strict adherence to the ICH-GCp guidelines, Schedule y
India GCP andRegulatory requirement

2. Preparation for site selection visit and Site Initiation Visit (SN)
3. Communication & Follow up with IRB/IEC Submission and Approval
4. Accurate and complete documentation of relevant EC documentation
5. Regulatory documents Collection
6. Patient Identification for assigned study form OPD or Hospital Database.
7 . Maintenance and update of Trial Master File (TMF), site binders and relevant files8' Preparation for Site Monitoring visit (SMV) and resolving all action items generated

during
9. Previous monitoring visits
10' Conduct Study according to International Conference of Harmonization (ICH) E6 and

India GoodClinical practice(GCp) regulation
I 1. Assisting Principal Investigator in administrating ICF and its procedures
12' Ensure protocol & applicable regulatory guidelines compliance and adherence
13. Patients pre-screening enroilment and recruitment
14. Preparing source notes and CRF filling
15. Communication with CRA/Project Manager, PI, IRB llBc,site for study updates
16' Coordinate and schedule subject's regular follow up visits and procedures, maintain

regularTelephoniccontact with patients to preventing lost to follow- up and missed visits.
17'Managing Clinical Trial Materials (CTM) maintenance, Accountabiiity, distribution and

logistics at site
l8' Coordinate all site-specific queries.Medical, administrative, subject reimbursements and

other study
I 9. related activities.
20' Reporting and coordinating all AE/SAEs according to their tirnelines as per regulatory

norTns

2l' Filling up and maintaining trial related logs likes source documentation, drug dispensing
logs, subject

22'log, visit logs, Investigational product log, temperature log, SAE and EC communication
log

23' Documentation of protocol deviation as appropriate and communicate any impacting
subject safety

mHSTll',JATl$f\i FHF\PtuIAfiEf-{,S HfiALTF'ICARI S#LUTl']fdS I WE OpEftATE pAI''] lf\iDlA

pl-{-?. HAft! KRISHT{A NACAR, B/l-{ SUPYA, LA}d1f{S,

EIED SYP,S,SS, AT,'HANGABAD. M}-I"431OO7

+9'X 987CI 965*.521 96738699&4
i nfr>Std pirsi ncJ I a.co m
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24. to the ethics committee
25. Coordinate with central and local lab for logistics and sample flow
26. Attend study related meeting as appropriate
27 ' Prepating sites for Monitoring / Auditing visits coordinate close out visit and Archival at

site
28. Any other required activities during the trials.
29.Identification of potential database from different therapeu tic areaof pls.
30' Communication with Investigators/ Hospitals and conduct protocol specific feasibility
31. other duties as requested by DESTINATION PHARMAGENS HBALTHCARE

SOLUTIONSManagement

B. Hospital permits

1' Hospital will give the space and required facilities to appointed cRC &DBSTINATION
PHARMAGENS HEALTHCARE SoLUTIoNSin order to performclinical trials activities
under respected pI.

2' Hospital will allow DESTINATION PHARMAGBNS HBALTHCARE soLUTroNSand
Sponsors of Clinical trials to access the facility to verify source documents.3' Hospital will allow DESTTNATION PHARMAGENs HEALTHCARE soLUTIoNSto
bring Sponsors of clinical trials to meet with PVSITE representatives at a mutually
convenient time.

4' Hospital shall permit DESTINATIoN pHARMAGENS HEALTHCARE soLUTIoNS
to exclusively manage all clinical trial commenced by DESTINATION PHARMAGBNS
HEALTHCARE SOLUTIONS

C. Term of Agreement

The term of this Agreement shall be for a period of 10 years commencing on the effective date0l'tocr 2o2o- However, this Agreement shall be reviewld unnrully by both parties if needed.

D. Relationship of the parties

mESTiNATION pH,&RMACENS HEALTHaIRE SOLUTiSNS I WE #PERATE FAN INDIA

RH-?. HARI KRISHTdA, NACAR. BII-{ SURVA L,ALt/NS,

BEED BYPASS, I\URANGABAD, MH-&31*fi7

+9] 98?O E fr$h'AZ I 9673S6994e
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HOSPiIAI ANd DESTINATION PHARMAGENS HBALTHCARE SOLUTIONSATC
independent parties. Both parties agree that their relationship is that of anlndependent
contractor and not employer and employee.
Neither party shall have express or implied rights nor authority to assume or create any
obligation or responsibility on behalf of or in the name of the other party by reason of this
Agreement,except as provided in this Agreement.

B. GCP, ICH and CFR compliance

Hospital agrees to comply with International Conference of Harmon ization & Good Clinical
Practices (ICH-GCP) and all India regulations, CDSCO requirement and circulars there under.

F. Confidentiality

1. The parties here recognize and agree that due to the complex and competitive nature of
the business, the confidential of information concerning both parties Is of critical
importance. Either partyshall not, either during or after the term of this Agreement,
disclose to any third party any confidential information and all Information or
information relative to the work or the business of either party without the written
consent of either party DESTINATION PHARMAGENS HEALTHCARE
SOLUTIONSagTees that it shall not during, or at any time after the termination of this
Agreement, directly or indirectly disclose or use any information for any reason
whatever, without the prior written consent of SITE.

2. Hospital shall not disclose to any third party any and information about new studies
TECEiVEd fTOM DESTINATION PHARMAGENS HEALTHCARE SOLUTIONS.

G. Indemnification

Hospital shall indemnify and hold harmless DESTINATION PHARMAGBNS
HBALTHCARE SOLUTIONSagainst any losses, claims, liabilities, damages and expenses of
any nature, directly or indirectly arising out of any act or omission by SITE, its agents, directors
OT EMPIOYEES, DESTINATION PHARMAGBNS HEALTHCARE SOLUTIONSShAII
indemnify and hold harmless hospital against any and all losses, claims, liabilities, damages and
expenses of any nature, directly or indirectly arising out of act or commission by

DHSTIN,&Tl#tr{ pt-.i,A,ftM,&fiHr.JS HEA,LTHCAHE S#LUTi#F*S i Wr #pHfrA-r',E pAr'i {td*lA
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DESTINATION PHARMAGENS HEALTHCARE SOLUTIONS, its agents, directors, or
employees. In no event will either party be req'uired to indemnify or hold harmless the other's
negligence or gross negligence.

H. Compensation and Agreement

l. The Hospital, Principal Investigator, DESTINATION PHARMAGENS HEALTHCARB
SOLUTIONSand Sponsor and/or CRO will enter into a quadripartite clinical trial agreement
before/at the time of placement of each trial at the Hospital.

2. All feasibilities and payments shall be routed through DBSTINATION pHARMAGENS
HEALTHCARE SOLUTIONSand pricing while bidding for the trial shall be discussed
mutually and final colrespondence with the Sponsor/CRo also would be handled by
DESTINATION PHARMAGENS HEALTHCARE SOLUTIONSfoT smooth and hassle-
free finalization of Clinical Trial Agreements.

3. Getting payment from sponsor and giving to Hospital and lor Investigator is the
responsibility of DESTINATION PHARMAGENS HEALTHCARB SOLUTIONS.

4. DBSTINATION PHARMAGENS HEALTHCARE SOLUTIONSwiII be payee name for
all trial related payment.

5. All payment shall be due and payable to the hospital on actual work i.e. number of subject
randomized or visits completed.

6. The payment of remuneration shall be after deduction of all taxes under applicable laws.
7. All invoices will be requested from the hospital for study payment and all study related

payment will be done to MGM Medical College & Hospital, in a period of l5 working days
after receiving the payment from the sponsor/CRO.

8. The details of study budget sharing in INR is as follow:
o l00oh study payment will be paid to DBSTINATION PHARMAGENS

HEALTHCARB SOLUTIONSfTom Sponsor/ CRO for each study.

' 65oh study payment will be paid to Hospital /Principal Investigator from
DESTINATION PHARMAGENS HEALTHCARB SOLUTIONS.

o 35'h study payment fees will be paid to DESTTNATION PHARMAGENS
HEALTHCARB SOLUTIONS.

. l00o/o CRC fees will be paid to DESTINATI0N PHARMAGENS HBALTHCARE
SOLUTIONSfTom sponsor /CRO.

RH-e. F{Aftt KRISI-| rSA NACAR, BrrH $URYA LAIS/NS"

ST€D BYPASS, AURANG.ABAD, M${.451Sfi?

+91 9S?Os65482/ 9673sS99,&4
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o Additional 30o/o Institutional overhead will be paid fTomDESTINATION
PHARMAGENS HEALTHCARB SOLUTIONSreceived from sponsor iCRO.

o DESTINATION PHARMAGENS HEALTHCARE SOLUTIONSwiII pay Lab Cost,
subject Hospitalization, SAE Medical $anagement charges at actual basis to Hospital
/Principal Investigator received from sponsor /cRo.

(Note: Hospital/Principal Investigator should provide dedicated working Computer/ Laptop,
printer, stationary, Electricity, Working place, Internet connection facility to our study team.)

I. Termination of Agreement

1. This Agreement shall be terminated by mutual agreement by giving sixty (60) days prior
written notice by either party after the completion of any ongoing trials.

J. Permission to use personal Information or statement

For good consideration, the undersigned authorizes SMO and its assigns to use, publish or reprint
in whole or part any basic information about my identity, practice, and participation in clinical
research including any specific details of my clinical research that do not conflict with a
previously contacted privacy agreement.

The two parties shall consult with each other and medicate any disputes which may arise about
the contact. If all affempts fail the two parties can appeal to the orga nization of arbitration in
judicial court of the state of Aurangabad, Maharashtra, India.

n.
:r,f r:gy
,]gt'

Authorized Signature:

I*

Name: Dr. Rajend

Title: Dean\l
Date: t.i':,.. -;L ;-t-l

Hospital Name:tvtahatma Gandhi Mission

(MGM) Medical College& Ifospital

Professor & Head, Dept.of Pharmacology
, . \. ^ )\_
,, i, .'. \\..i , - ..(l,t''ri \ \Lr,r -'\'
\\' ' 

,.S'' Frof*e $i:r -&. I I"t::..:... ..\r:*.----

Name: Dr.Deep;k gh;;H-tfl*fl1:,.:1 :: I I i :,,:irtwtrrv' uL'uvwysA r-'rrvDrv MGiklt,s Frr;g:ilii:al C{}i
Title: Professor & Head Dept.of pAaffimaogto[yii.

Date: i r\r, , ,,t i't t )-.,
Hospital Name: Mahatma Gandhi Mission

(MGM) Medical College & Hospitat

mESTlhJ,ATi#f\'i p}-{,&ftMAfiHf.JS }-'iHA,LTF{CAQE S$LUTIt}f\*S i \f',iE CpEfr.db tr'H p,qN {f'dD$A
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DESTINATION PHARMAGENS HEALTHCARE SOLUTIONS

1) Authorized Signature:

\
d I \ - - -"

^i;r_;.\-_-
...... . <i* )r<{r.o io o o o........

Name: Dr. Krutikesh R Age

Title: Head- Development &Clinical Operations
It

Date: ...,1') lr..-) ..
SMo:Destination Pharmagens Healthcare solutions (DPHS)

Address:RH2, HariKrishna Nagar, Gut No-95, Beed Bypass Aurangabad, Maharashtra.
431007.

Rr"N-?. HS,RI KRISI-if."lA, NACAft. BIH $URYA LA?/hlS.
BTED BYPASS,,E{-JR,&NCABAD. M H -&51 *fi?

+9i ss?CI9654S2/ 96738S994&
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Nlemorandum of Understanding

This Agreement is made on l2thJul y 2022, by and between
having its Office at plot no 21, PrabhatNagar Bhausingpura
(here in after referred to as theo'SMO")

And""

"Med Tricare clinical research solution"
Aurangabad 431001 referred as a party- A

Mahatma Gandhi Mission's (MGM) Nledical College & Hospital, N-6, Cidco, Aurangabad,
Maharashtra 431003 referred as a party-B (here in after referred to as the'olnstitution")

The two parties, in a spirit of business cooperation, agree to sign this contract and pledge to fuIfilI
conscientiously all the otligations stipulated in it. 

,;,-,,

NOW, THEREFORE, in considerfiiori of the promise and mutual covenants herein contained and for
Other good and valuaUle 6oniiduatioq'the receipt and sufficiency of whiCh are hereby acknowledged, it
is rnutually covenanted and agreed by and between the parties here to as fdlows

MGM Nledical College& Hospital appoints Med Tricare clinical Research solution ServicesAs a site
management organization on Exclusive basis for period of 10 years w.e.f12th Jnly 2022 to 12th July
2032. (Will be reviewed and updated accordingly)

Obtieations of Med Tricare clinical research solution Services:

Med Tricare clinical research solution is a site management Organization based in Aurangabad
providing end to end clinical research services to the Hospitals and, Offers a complete range of Clinical
Research in all therapeutic areas. We expertise in site Management Activities, Project Management,
Medical Writing, Monitoring, Safety Reporting, Regulatory services, Potential Site selection, Faster

patient Recruitment, Quality compliance & Maintenance, and Clinical Research Expertisein India.

Med Tricare clinical research solution Servicesis desirous of working with Hospital for the purpose of
conducting ICH-GCP complaint phase I-IV clinical trials for new drug & treatment.

Med Tricare clinical research solution Servicesshall play vital role in getting clinical trials to the
hospital /Hospital from the sponsors and CROs and execute them in Hospital.

Med Tricare clinical research solution Serviceswill manage study Operations and study services as

directed by study protocol for the duration of the clinical trial.

36



tnffi tr{ceFe
clinical research solutions 4-

#*ay' *d*{ a*g {* *' bwt**a" *p_{y$iga*$"

Memorandurn of Understanding

Med Tricare clinical research solution Services will appoint a Clinical Research Coordinators

(CRC)/existing site coordinaror who will be a pointof contact with Sponsor & CRO and ensure smooth

conduct of trial at the site.

Med Tricare clinical research solution will appoipt project manager (PM) who will be responsible to

coordinate and over-see the progress and management of CRC activities & trial, ensure data quality,

resolve screening, enrollment or general issue if any, follow up on post -monitoring action elements and

study training as per needs and frequent discussion with investigator & sponsor / CRO on trial progress'

Med Tricare clinical Research solutionwill appoint Quality check (QC Experts) who will be

responsible to ensure adhsrence to the protocol, regulatory requirements record keeping and retention'

Study co-ordination, project management and qu4litymanagement will be done by Med Tricare clinical

Research solution.o$ieeu" Me4:TdBhf.rpdidical*seqeff:ad,u1i peEQ,ftell CRCj'PMI QC Experts will

assist Pl and the Intuitions in ali trial related activities.

Med Tricare clinical Research' riiti;nwttt bear"fil::fu ministmii'v'b cost related to the various

activities gndertaken by pM, CRC or any other staff placed by Med Tricare clinical Research solution

Serviceswhich includes telecommunication, travel cost, training cost at various centers across lndia or

abroad.

Med Tricare clinical Research solutionwill be exclusively conductin{managtrng all trial at the Hospital

during the tenure of this agreement. This agreement will last for 10 (ten) years and can be renewed further

on mutual agreement.

Fqllowine activities will be carried out bv appointed CRCs

1. Performing all the activities in strict adherence to the ICH-GCP guidelines, Schedule Y India GCP and

Regulatory requirement

2. Preparation for site selection visit and Site Initiation Visit (SIV)

3. Communication & Follow up r,r.ith IRB/IEC Submission and Approval

4. Accurate and complete documentation of relevant EC documentation

5. Regulatory documents Collection
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6. Patient Identification for assigned study form OPD or Hospital Database.

7. Maintenance and update of Trial Master File (TMF), site binders and relevant files
:

8. Preparation for site Monitoring Initiation Visit (SI\4V) and resolving all action iterns ganerated during

Previous monitoring visits

9. Conduct Study according to International Confeience of Harmonization (ICH) E6 and India Good

Clinical Practice (CCP) regulation

10. Assisting Principal lnvestigator in administrating ICF and its procedures

I l. Ensure protocol & applicable regulatory guidqfines compliance and adherence 
. .

12. Patients pre- screening .rr.oll-"rt and recruitment

13. Preparing source notes and CRF filling

14. Communication with CRA/ Project Manager. PI, IRB/IEC, site for study updates

15. Coordinate and schedule subject's regular follow up visits and procedures, maintain regular

Telephoniccontact with patients to preventing lost to follow- up and missed visits.

16. Managing Clinical Trial Materials (CTM) maintenance, Accountability, distribution and logistics at

site

17. Coordinate all site specific queries- medical, administrative, subject reimbursements and other study

Related activities.

18. Reporting and coordinating all AEiSAEs according to their timelines as per regulatory norms

19. Filling up and maintaining trial related logs likes source documentation, drug dispensing logs, subject

Log, visit logs, Investigational product log, temperature 1og, SAE and EC communication log

20. Documentation of protocol deviation as appropriate and communicate any impacting subject safety

To the ethics committee
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21. Coordinate with central and local lab for logistics and sample flow

22. Attend study related meeting as appropriate

23. Preparing sites for Monitoring / Auditing visits coordinate close outvisit and Archival at site

24. Any other required activities during the trials.

25. Identification of potential database from differeff therapeutic area of PIs

26. Communication with lnvestigators/ Hospitals and conduct protoqol specific feasibility

27. Oth$duties as requested by Med Tricare clinical Research solution ServicesManagement
:+

B. Hospital permits .*#* q,, * _".r 1S ffi;: ,*+r..6 { ;.
1. Hospital will give the,space'an&,re@$facil*im,r*b ap@ifrMffi&,.# n{iled Titeare clinical Research

solutioninordertoperformclinicaltrialsactivitiesunderrespqFdPI.
2. Hospital will allow Med Tricare cliniCai Research solution and Sponsors of Clinical trials to access

the facility to verify source documents.

3. Hospital will allow Med Tficare clinical Research solution to bring Sponsors of clinical trials to meet

with PUSITE representatives at a mutually convenient time.

4. Hospital shall permit Med Tricare clinical Research solution to exclusively manage all clinical trial

commenced Uy U"O Tricare clinical Research solution Services

C. Term of Agreement

The term of this Agreernent shall be for a period of 10 years commencing on the effective datel2m July

2022. However, this Agreernent shall be reviewed annually by both parties if needed.

D. Relationship of the parties

l. Hospital and Med Tricare clinical Research solution are independent parties. Both parties agree that

their relationship is that of an Independent contractor and not employer and ernployee.

2. Neither party shall have express or impiied rights nor authority to assume or create any obligation or

responsibility on behalf of or in the name of the other party by reason of this Agreement,except as

provided in this Agreement.
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E. GCP,ICH and CFR compliance

Hospital agrees to comply with Intemational Conference of Harrhonization & Good Clinical Practices

(ICH-GCP) and all India regulations, CDSCO requirement and circulars there under.

F. Confidentiality

l. The parties here recogn ize andagree that due to the complex and competitive nature of the business,

the confidential of information concerning both parties Is of critical importance. Either pariyshall not,

either during or after the term of this Agreement, disclose to,any third party any confidential information

and all Information or information relative lo the work or ttig business of either party without the written

consent of either party Med f,pcare clinieal hese'ai.foh ptrulonagreed ttml shat[,So"t;'d$+g, or at any time

after the termination of this Agreement, directly or fudirectly disctrS$e,.:of -se'dS'Ififurmation for any

reasonwharever,withoutttrepribi,.{$fi"}9,..41:il,Srt1l* : r I ;

2. Hospital shall not disclose to any third party any and information abo-ut new studies received from Med

Tricare clinical Research solution

G. Indemnification

Hospital shall indemnify and hold harmless Med Tricare clinical Research solutionagainst any losses,

claims, liabilities, damages and expenses of any nature, directly or indirectly arising out of any act or

omission by SITE, its agents, directors or employees, Med Tricare clinical Research solutionshall

indernniff and hold harmless hospital against any and all losses, claims, liabilities, damages and expenses

of any nature, directly or indirectly arising out of act or cornmission by Med Tricare clinical Research

solution, its agents, directors, or employees. In no event will either party be reqlired to indemniff or hold

hamless the other's negligence or gross negligence.

H. Compensation and Agreement

1. The Hospital, principal Investigator, Med Tricare clinical Research solution Servicesand Spolsor

and/or CRO will enter into a quadripartite clinical trial agreement before/at the time of placement of

each trial at the Hospital.
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All feasibilities and payments shall be routed through Med Tricare clinical Research solution and

pricing while bidding for the trial shall be discussed mutually and final correspondence with the

Sponsor/CRO also would be handled by Med.Tricare clinical Research solution Servicesfor smooth

and hassle-free finalization of Clinical Trial Agreements.

Getting payrnent from sponsor and giving to Hospital and /or Investigator is the responsibility of Med

Tricare clinical Research solutionServices.

Med Tricare clinical Research solution will be payee name for all trial related payment.

All payrrent shall be due and payable to the hospit?l on actual work i.e., number of subject

randomized or visits complete(* .: 
S ." qs r rr: i: ,i:r

The payment of remuaeration ffiti ie afte, aefi*,rtio" of all taxes *frh* uppii"ubf. 1u*..

All invoices will be requested from t$,e hospital f,or study paymegt and all srudy related paynent will

be done to MGM Medical College & Hospital, in a period of 15 working auy, after receiving the

payment from the sponsor/CRO.

8. The details of study budget sharing in INR is as follow: :

. 1fi)7o study payment will be paid to Med Tricare clinical Research solutionfrom Sponsor/ CRO

for each study.
:

o 650/o study payment will be paid to Hospital /Principal Investigator from Med Tricare clinical

Research solution

o 35"/o study payment fees will be paid to Med Tricare clinical Research solution

o l}}oh CRC fees will be paid to Med Tricare clinical Research solutionfrom sponsor /CRO.

Additional30%o Institutional overhead will be paid fromMed Tricare clinical research solution

received from sponsor/CRO.
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o Med Tricare clinical research solution will pay Lab Cost, sutject Hospitalization, SAE Medical

Management charges at acfual basis to Hospital /Principal Investigator received from sponsor

/CRO.
,.

(Note: Hospital/Principal Investigator should provide dedicated working printer, stationary, Electricity,

Working place, Internet corurection facility to our s-tudy team.)

I. Termination of Agreement

1. This Agreement shall be terminated by rrutual agreement by giving sixty (60) dala prior written notice

by either party after the completion of any ongoing trials.

J- Permission to use personal Informgtion or Statemcnt , ,"r I '-

For good consideration, the under.iglA ulrtnoriro SrtaO .ri i,. 
"l.igf. 

To ,rr, prlblish or reprint in
whole or part any basic information;dbout rny identity, praetice, aiid.participation in clinical research

including any specific details of my clinical research that do not conflict with a previously contacted

privacy agreement.

The two parties shall consult with each other and medicate any disputes which may arise about the

contact. If all attempts fail the two parties can appeal to the organizationof arbitration in judicial court of
the states India.
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I}IEDTRICARE CLINICAL RESEARCTT SOLUTION.
i,[

1) Autho rized Signature: . [ ,/A ,

'o"'...............o.......ff$h"
Name: Manish I(am araiar w'*thede
Title: Director
Date : t2/07 /2022
sMo: Med Tricare clinical research solution
Address: Plot no 21, Prabhatnagarbhausiil;;ra Aurangabad

2) Autho rized Signature:,

*vv
Name:DrDhanajay Satpute {' 1 

1

Title: Head of the crinicar operation
Date: 12/07 /2022
SMo: : Med Tricare clinical research solution
Address: Plot no 21, PrabhatnagurUfruuri;*ra Aurangabad

fiiGnii ilneoica| C o I I ege
abid"'.#
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AND RESEARCH SERVICES LLP 
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ABANZDUALNCARI ESMLALNEAAELLMLEAARS 

Memorandum of Understanding 

This Agreement is made on 24 JAN 2022, by and between "METICULOUS HEALTHCARE AND RESEARCH 

SERVICES LLP" having its Office at H NO 9-1-143, Lane No 6, Sharif Colony Kat KAT GATE Aurangabad 

referred as a party- A (here in after referred to as the"SM0") 

And 

Mahatma Gandhi Mission (MGM) Medical College & Hospital, N-6, Cidco, Aurangabad, Maharashtra

430 003 referred as a party-B (here in after referred to as the "lnstitution") 

The two parties, in a spirit of business cooperation, agree to sign this contract and pledge to fulfill 

conscientiously all the obligations stipulated in it. 

NOW, THEREFORE, in consideration of the promise and mutual covenants herein contained and for 

Other good and valuable consideration, the receipt and sufficiency of which are hereby acknowledged, it 

is mutually covenanted and agreed by and between the parties here to as follows 

MGM Medical College & Hospital appoints "METICcULOUS HEALTHCARE AND RESEARCH SERVICES LLp 
Services as a site management organization on Exclusive basis for period of 10 years w.e.f 24 Jan 2022 
to 23 JAN 2032. (Will be reviewed and updated accordingly) 

Obligations of MH & RS SMO 

MH &RS is a site management Organization based in Aurangabad, providing end to end clinical research 
services to the Hospitals and Offers a complete range of Clinical Research in all therapeutic areas. We 
expertise in site Management Activities, Project Management, Medical Writing, Monitoring, Safety 
Reporting, Regulatory services, Potential Site selection, Faster patient Recruitment, Quality compliance 
& Maintenance, and Clinical Research Expertise in India. 

MH & RS is desirous of working with Hospital for the purpose of conducting ICH-GCP complaint phase l- 
V clinical trials for new drug & treatment. 

MH & RS shall play vital role in getting clinical trials to the hospital /institute from the sponsors and 
CROS and execute them in hospital /institute. HCARE 

AURANGABADS 

coleg &RESEA 

meticulous.smo@gmail.com 09766885171 
OHouse No 9-1-143. Sharif Colony. Lane No 6, Near Rashion Shop No 132, Kat Kat Gate, Aurangabad. 431001, Matharashtra, India 

CES LLP 

ARCH 
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MH&RS will manage study Operations and study services as directed by study protocol for the duration 

of the clinical trial. 

MH & RS will appoint a Clinical Research Coordinators (CRC)/existing site coordinator who will be a 

point of contact with Sponsor & CRO and ensure smooth conduct of trial at the site. 

MH & RS will appoint project manager (PM) who will be responsible to coordinate and over-see the 

progress and management of CRC activities & trial, ensure data quality, resolve screening, enrollment or 

general issue if any, follow up on post -monitoring action elements and study training as per needs and 

frequent discussion with investigator & sponsor/ CRO on trial progress. 

MH & RS will appoint Quality check (QC Experts) who will be responsible to ensure adherence to the 

protocol, regulatory requirements record keeping and retention. 

Study co-ordination, project management and quality management will be done by METICULOUS 

HEALTHCARE AND RESEARCH SERVvICES LLP. 

MH&RS personnel, CRC, PM, QC Experts will assist Pl and the Intuitions in all trial related activities. 

MH & RS will bear all the administrative cost related to the various activities undertaken by PM, CRC or 

any other staff placed by MH & RS which includes telecommunication, travel cost, training cost at 

various centers across India or abroad. 

MH &RS will be exclusively conducting/managing all trial at the Hospital during the tenure of this 

agreement. This agreement will last for 10 (ten) years and can be renewed further on mutual 

agreement. 

Following activities will be carried out by appointed CRCs 

1. Performing all the activities in strict adherence to the ICH-GCP guidelines, India GCP and 

Regulatory requirement 

2. Preparation for site selection visit and Site Initiation Visit (SIV) 

3. Communication & Follow up with IRB/IEC Submission and Approval 

4. Accurate and complete documentation of relevant EC documentation 

5. Regulatory documents Collection 

6. Patient ldentification for assigned study form OPD or Hospital Database. 

7. Maintenance and update of Trial Master File (TMF), site binders and relevant files 

8. Preparation for site Monitoring Initiation Visit (SMV) and resolving all action items generated during &RESE HCARE 

ARADS 
AU 

meticulous.smo@gmail.com 09766885 171 
OHouse No 9-1-143 Sharif Colony. Lane No 6. Near Rashion Shop No 132. Kat Kat Gate, Aurangabad, 431001, Manrashtra, India 

CES LLA 
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Previous monitoring visits 

9. Conduct Study according to International Conference of Harmonization (ICH) E6 and India Good 

Clinical Practice (GCP) regulation 

10. Assisting Principal Investigator in administrating ICF and its procedures 

11. Ensure protocol & applicable regulatory guidelines compliance and adherence 

12. Patients pre- screening enrollment and recruitment 

13. Preparing source notes and CRF filling 

14. Communication with CRA/ Project Manager, Pl, IRB/IEC, site for study updates 

15. Coordinate and schedule subject's regular follow up visits and procedures, maintain regular 

Telephonic contact with patients to preventing lost to follow- up and missed visits. 

16. Managing Clinical Trial Materials (CTM) maintenance, Accountability, distribution and logistics at site 

17. Coordinate all site specific queries- medical, administrative, subject reimbursements and other study 

related activities. 

18. Reporting and coordinating all AE/SAES according to their timelines as per regulatory norms 

19. Filling up and maintaining trial related logs likes source documentation, drug dispensing logs, subject 

Log, visit logs, Investigational product log, temperature log, SAE and EC communication log 

20. Documentation of protocol deviation as appropriate and communicate any impacting subject safety 

To the ethics committee 

21. Coordinate with central and local lab for logistics and sample flow 

22. Attend study related meeting as appropriate 

23. Preparing sites for Monitoring/Auditing visits coordinate close out visit and Archival at site 

24. Any other required activities during the trials. 

25. Identification of potential database from different therapeutic area of Pls 

26. Communication with Investigators/ Hospitals and conduct protocol specific feasibility 

27. Other duties as requested by MH & RS Management. 

RESE 
dic 

GARE& 
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B. Hospital permits 

1. Hospital will give the space and required facilities to appointed CRC & MH & RS in order to perform 

clinical trials activities under respected Pl. 

2. Hospital will allow MH & RS and Sponsors of Clinical trials to access the facility to verify source 

documents. 
3. Hospital will allow MH &RS to bring Sponsors of clinical trials to meet with P/SITE representatives 

at a mutually convenient time. 

4 Hospital shall permit MH & RS to exclusively manage all clinical trial commenced by SMO services. 

C. Term of Agreement 

The term of this Agreement shall be for a period of 10 years commencing on the effective date 14h Jan 

2022. However, this Agreement shall be reviewed annually by both parties if needed. 

D. Relationship of the parties 

1. Hospital and MH & RS are independent parties. Both parties agree that their relationship is that of 

an Independent contractor and not employer and employee. 

2. Neither party shall have express or implied rights nor authority to assume or create any obligation 

or responsibility on behalf of or in the name of the other party by reason of this Agreement, except 

as provide in this Agreement. 

E. GCP, ICH and CFR compliance 

Hospital agrees to comply with International Conference of Harmonization & Good Clinical Practices 

(ICH-GCP) and all India regulations, CDScO requirement and circulars there under. 

F. Confidentiality 

1. The parties here recognize and agree that due to the complex and competitive nature of the business, 

the confideential of information concerning both parties is of critical importance. Either party shall not, 

either during or after the term of this Agreement, disclose to any third party any confidential 

information and all Information or information relative to the work or the business of either party 

without the written consent of either party MH & RS agrees that it shall not during, or at any time after 

the termination of this Agreement, directly or indirectly disclose or use any information for any reason 

whatever, without the prior written consent of SITE 

RESEA HCARE 

AURANGABAD 

nou 
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2. Hospital shall not disclose to any third party any and information about new studies received from 

METICULOUS HEALTHCARE AND RESEARCH SERVICES LLP 

G. Indemnification 

Hospital shall indemnify and hold harmless MH & RS against any losses, claims, liabilities, damages and 

expenses of any nature, directly or indirectly arising out of any act or omission by SITE, its agents, 

directors or employees, MH & RS shall indemnify and hold harmless hospital against any and all losses, 

claims, liabilities, damages and expenses of any nature, directly or indirectly arising out of act or 

commission by MH & RS, its agents, directors, or employees. In no event will either party be required to 

indemnify or hold harmless the other's negligence or gross negligence. 

H.Compensation and Agreement 

1. The Hospital, principle Investigator, METICULOUS HEALTHCARE AND RESEARCH SERVICES LLP and 

Sponsor and/or CRO will enter into a quadripartite clinical trial agreement before/at the time of 

placement of each trial at the Hospital. 

2. All feasibilities and payments shall be routed through METICULOUS HEALTHCARE AND RESEARCH 

SERVICES LLP and pricing while bidding for the trial shall be discussed mutually and final 

correspondence with the Sponsor/CRO also would be handled by METICULOUS HEALTHCARE AND 

RESEARCH SERVICES LLP for smooth and hassle-free finalization of Clinical Trial Agreements. 

3. Getting payment from sponsor and giving to Hospital and /or Investigator is the responsibility of 

METICULOUS HEALTHCARE AND RESEARCH SERVICES LLP. 

4. METICULOous HEALTHCARE AND RESEARCH SERVICES LP will be payee name for all trial related 

payment. 

5. All payment shall be due and payable to the hospital on actual work i.e. number of subject 

randomized or visits completed. 

6. The payment of remuneration shall be after deduction of all taxes under applicable laws. 

7. Allinvoices will be requested from the hospital for study payment and all study related payment will 

be done to MGM Medical College& Hospital, in a period of 15 working days after receiving the 

payment from the sponsor/CRO. HCARE 

AURANGABAD 

Onoua 
RESEAR 8. The details of study budget sharing in INR is as follow: 

O9766885 171 
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MAICLDI MEALAREARL ARNLAEMAKEA SEAICELEE 

100% study payment will be paid to METICULOUS HEALTHCARE AND RESEARCH SERVICES LLP 

from Sponsor/ CRO for each study. 

65% study payment will be paid to Hospital /Principal Investigator from METICULOUS 

HEALTHCARE AND RESEARCH SERVICES LLP. 

35% study payment fees will be paid to METICULOUS HEALTHCARE AND RESEARCH SERVICES 

LLP 
100% CRC fees will be paid to METICULOUS HEALTHCARE AND RESEARCH SERVICES LLP from 

sponsor /CRO. 

Subject Travel reimbursement amount will be paid to Hospital from METICULOUS HEALTHCARE 

AND RESEARCH SERVICES LLP 

Additional 30% Institutional overhead will be paid from METICULOUS HEALTHCARE AND 

RESEARCH SERVICES LLP received from sponsor/CRO. 

METICULOUS HEALTHCARE AND RESEARCH SERVICES LLP will pay Lab Cost, subject 

Hospitalization, SAE Medical Management charges at actual basis to Hospital /Principal 

Investigator received from sponsor /CRO 

(Note: Hospital/Principal Investigator should provide dedicated working printer, stationary, Electricity, 

Working place, Internet connection facility to our study team.) 

I. Termination of Agreement 

1. This Agreement shall be terminated by mutual agreement by giving sixty (60) days prior written notice 

by either party after the completion of any ongoing trials. 

J.Permission to use personal Information or Statement 

For good consideration, the undersigned authorizes SMO and its assigns to use, publish or reprint in 

whole or part any basic information about my identity, practice, and participation in clinical research 

including any specific details of my clinical research that do not conflict with a previously contacted 

privacy agreement. 

The two parties shall consult with each other and medicate any disputes which may arise about the 

contact. If all attempts fail the two parties can appeal to the organization of arbitration in judicial court 

of the state of Maharashtra India. 

RESEARC dica 

AURANGABAD 
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Authorized Signature: Authorized Signature: 

**** *** 

Name: Dr.Rajendra Bohra Name: Dr.Deepak Bhosle 

Title: Dean Title: Professor & Head Dept.of Pharmacology 

Hospital Name:Mahatma Gandhi Mission Hospital Name: Mahatma Gandhi Mission 

(MGM) Medical College& Hospital (MGM) Medical College & Hospital 

Date: 24 Jan 2022 Date: 24 Jan 2022 

Stamp: Stamp: 

Professor & H.O.D. 
Department of Pharmacology 

MGM's Medical College 
Aurangabad. 

DEAN 
MGM'S MEDICAI. COLLEG 

AURANGABAD 

Authorized Signature: Authorized Signature: 

Anaw 
*******" 

Name: Shaikh Yahiya Ali Name: Shaikh Anam Fatema 

Title: Founder & Director, Title: Partner 

SMO: Meticulous Healthcare and Research SMO: Meticulous Healthcare and Research 

Services LLP Services LLP 

Date: 24 Jan 2022 Date: 24 Jan 2022 

Address: Sharif Colony A'bad. Address: Sharif Colony A'bad. 

Stamp: Stamp: 
E & RASEARC 

THCARE 

2AURANGABAD 

P0no13 
meticulous.smo@ gmail.com 09766885 71 

House No. 9-1-143, Sharif Colony. Lane No 6, Near Rasthion Shop No 132, Kat Kat Gate, Aurangabad. 431001, Matharashtra. India 
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Memorandum of U nderstanding

This Agreement is made on 12 Dec 2020, by and between "Clinitnfinity Clinical Research Solutions LLP"

having its Office atFlat No. lt , Bus Stop, Sai Corner Building, N-7 Cidco, Aurangabad - 431001,
Maharashtra, lndia referred as a party- A (here in after referred to as the"")

And

Mahatma Gandhi Mission (MGM) Medical College & Hospital, N-6,'Cidco, Aurangabad, Maharashtra 430
003 referred as a party-B (here in after referred to as the "tnstitution")

The two parties, in a spirit of business cooperation, agree to sign this contract and pledge to fulfill
conscientiously all the obligations stipulated in it.

NOW, THEREFORE, in consideration of the promise and mutual covenants herein contained and for Other
good and valuable consideration, the receipt and sufficiency of which are hereby acknowledged, it is

mutually covenanted and agreed by and between the parties here to as foltows

MGM Medical College& Hospital appoints Clinilnfinity Clinical Research Solutions LLPServicesAs a site
management organization on Exclusive basis for period of 10 years w.e.f L2thDec 2O2O to 13thDec2029.
(will be reviewed and updated accordingly)

" oblisations of clinilnfinity clinical Research Solutions Llpservices:

Clinilnfinity Clinical Research Sotutions LLPis a site management Organization based in Hyderabad
providing end to end clinical research services to the Hospitals and Offers a tomplete range of Clinical
Research in all therapeutic areas. We expertise in site Management Activities, project Management,
Medical Writing, Monitoring, Safety Reporting, Regulatory services, Potential Site selection, Faster patient
Recruitment, Quality compliance & Maintenance, and Clinical Research Expertisein lndia.

Clinilnfinity Clinical Research Solutions LLP Servicesis desirous of working with Hospital for the purpose of
conducting ICH-GCP complaint phase l-lV clinical trials for new drug & treatment.

Clinilnfinity Clinical Research Solutions LLP ServicesShall play vital role in getting clinical trials to the
hospital/Hospital from the sponsors and CROsand execute them in Hospital. .

Clinilnfinity Clinical Research Solutions LLP Serviceswill manage study Operations and study services as
directed by study protocol for the duration of the clinical trial.

Clinilnfinity Clinical Research Sotutions LLPServices will appoint a Clinical Research Coordinators
(CRC)/existing site coordinator who will be a pointof contact with Sponsor & CRO and ensure smooth
conduct of trial at the site.

Clinilnfinity Clinical Research Solutions LLPwill appoint project manager (pM) who will be responsible to
coordinate and over-see the progress and management of CRC activities & trial, ensure data quality,
resolve screening, enrollment or general issue if any, follow up on post -monitoring action elements and
study training as per needs and frequent discussion with investigator & spon sor /CRo on trial progress.

/."
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Memorandum of Understanding

This Agreement is made on 1,2 Dec 2020, by and between "clinilnfinity Ctinicat Research solutions LLP"

having its office atFlat No. LL , Bus stop, Sai corner Building, N-7 cidco, Aurangabad - 431001'

Maharashtra, lndia referred as a party- A (here in after referred to as the"")

And

Mahatma Gandhi Mission (MGM) Medical college & Hospital, N-6, cidco, Aurangabad, Maharashtra 430

003 referred as a party-B (here in after referred to as the "lnstitution")

The two parties, in a spirit of business cooperation, agree to sign this contract and pledge to fulfill

conscientiously all the obligations stipulated in it.

NOW, THEREFORE, in consideration of the promise and mutual covenants herein contained and for other

good and valuable consideration, the receipt and sufficiency of which are hereby acknowledged, it is

mutually covenanted and agreed by and between the parties here to as follows

MGM Medical College& Hospital appoints Clinilnfinity Clinical Research Solutions LlPServicesAs a site

management organization on Exclusive basis for period of t0 years w.e.f t2thDec 2o2o to lJhDec 2029'

(will be reviewed and updated accordinely)

Clinilnfinity Clinical Research Solutions LLPis a site management Organization based in Hyderabad

providing end to end clinical research services to the Hospitals and offers a complete range of Clinical

Research in all therapeutic areas. We expertise in site Management Activities, Project Management,

Medical Writing, Monitoring, Safety Reporting, Regulatory services, Potential Site selection, Faster patient

Recruitment, euality compliance & Maintenance, and Clinical Research Expertisein lndia.

Clinilnfinity Clinical Research Solutions LLP Servicesis desirous of working with Hospital for the purpose of

conducting ICH-GCp complaint phase l-lV clinical trials for new drug & treatment.

Clinilnfinity Clinical Research Solutions LLP ServicesShall play vital role in getting clinical trials to the

hospital /Hospital from the sponsors and CROs andexecute them in Hospital.

Clinilnfinity Clinical Research Solutions LLP Serviceswill manage study Operations and study services as

directed by study protocol for the duration of the clinical trial.

Clinilnfinity Clinical .Research Solutions LLPServices will appoint a Clinical Research Coordinators

(CRC)/existing site coordinator who will be a pointof contact with Sponsor & CRO and ensure smooth

conduct of trial at the site.

Clinilnfinity Clinical Research Solutions LLPwill appoint project manager (PM) who will be responsible to

.coordinate and over-see the progress and management of CRC activities & trial, ensure data quality,

resolve screening, enrollment or general issue if any, follow up on post -monitoring action elements and

study training as per needs and frequent discussion with investigator & sponsor /CRO on trial progress.



Clinicol Reseorch Solutions
ctiai iesPonsible

to ensure adherence to the protocol, regulatory requirements record keeping and retention.

Study co-ordination, project management and qualitymanagement will be done by Clinilnfinity Clinical

Research Solutions LlPservices. Clinilnfinity Clinical Research Solutions LLPpersonnel, CRC, PM, QC Experts

will assist Pl and the lntuitions in all trial related activities.

Clinilnfinity Clinicat Research Sotutions LLPwill bear all the administrative cost related to the various

activities undertaken by PM, CRC or any other staff placed by Clinilnfinity Clinical Research Solutions

LLpServiceswhich includes telecommunication, travel cost, training cost at various centers across lndia or

abroad.

Clinilnfinity Clinical Research Solutions LLPwill be exclusively conducting/managing all trial at the Hospital

during the tenure of this agreement. This agreement will last for 10 (ten) years and can be renewed

further on mutual agreement.

Followins activities will be carried out bv appointed CRCs

1. Performing all the activities in strict adherence to the ICH-GCP guidelines, Schedule Y lndia GCP and

Regu latory requi rement

2. Preparation for site selection visit and Site lnitiation Visit (SlV)

3. Communication & Follow up with IRB/lEC Submission and Approval

4. Accurate and complete documentation of relevant EC documentation

5. Regulatory documents Collection

6. Patient ldentification for assigned study form OPD or Hospital Database

7. Maintenance and update of Trial Master File (TMF), site binders and relevant files

8. Preparation for site Monitoring lnitiation Visit (SMV) and resolving all action items generated during

Previous monitoring visits

9. Conduct Study according to lnternational Conference of Harmonization (lCH) E6 and lndia Good

Clinical Practice(GCP) regulation '

10. Assisting Principal lnvestigator in administrating ICF and its procedures

11. Ensure protocol & applicable regulatory guidelines compliance and adherence

12. Patients pre- screening enrollment and recruitment

13. Preparing source notes and CRF filling

.14. Communication with CRA/ Project Manager, Pl, IRB/lEC, site for study updates

15. Coordinate and schedule subject's regular follow up visits and procedures, maintain regular

Telephonicconfact with patients to preventing lost to follow- up and missed visits.
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who"witt..be responsible

to ensure adherence to the protocol, regulatory requirements record keeping and retention.

Study co-ordination, project management and qualitymanagement will be done by Clinilnfinity Clinical

Research Solutions Llpservices. Clinilnfinity Clinical Research Solutions LLPpersonnel, CRC, PM, QC'Experts

will assist Pl and the lntuitions in all trial related activities.

Clinilnfinity Clinical Research Solutions LLPwill bear all the administrative cost related to the various

activities undertaken by pM, CRC or any other staff placed by Clinilnfinity Clinical Research Solutions

LlpServiceswhich.includes telecommunication, travel cost, training cost at various centers across lndia or

abroad.

Clinilnfinity Clinical Research Solutions LLPwill be exclusively conducting/managing all trial at the Hospital

during the tenure of this agreement. This agreement will last for 10 (ten) years and can be renewed

further on mutual agreement.

Followins activities will be carried out bv appointed CRCs

L. performing all the activities in strict adherence to the ICH-GCP guidelines, Schedule Y lndia GCP and

Regu latory requi rement

2. Preparation for site selection visit and Site lnitiation Visit (SlV)

3. Communication & Follow up with IRB/lEC Submission and Approval

4 Accurate and complete documentation of relevant EC documentation

5. Regulatory documents Collection

6. Patient ldentification for assigned study form OPD or Hospital Database

7. Maintenance and update of Trial Master File (TMF), site binders and relevant files

8. preparation for site Monitoring lnitiation Visit (SMV) and resolving all action items generated during

Previous monitoring visits

9. Conduct Study according to International Conference of Harmonization (lCH) E6 and lndia Good

. Clinical Practice(GCP) regulation '

10. Assisting Principal lnvestigator in administrating ICF and its procedures

11. Ensure protocol & applicable regulatory guidelines compliance and adherence

12. Patients pre- screening enrollment and recruitment

13. Preparing source notes and CRF filling

, L4. Communication with CRA/ Project Manager, Pl, IRB/lEC, site for study updates

15. Coordinate and schedule subject's regular follow up visits and procedures, maintain regular

Telephonicconiact with patients to preventing lost to follow- up and missed visits.
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5. All payrnent shall-be due .and- payable--to the-.hospital oR actual work i.e. number of subject

randomized or visits comPleted.

The payment of remuneration shall be after deduction of all taxes under applicable laws.

All invoices will be requested from the hospital for study payment and all study related payment will

be done to MGM Medical college & Hospital, in a period of 15 working days after receiving the

payment from the sPonsor/CRO.

8. The details of study budget sharing in lNR is as follow:

. Il}%study payment will be paid to Clinilnfinity Clinical Research Solutions LLPfrom Sponsor/ CRO

for each studY.

. 65% study payment will be paid to Hospital /Principal lnvestigator from Clinilnfinity Clinical

Research Solutions LLP.

. 35% study payment fees will be paid to Clinilnfinity Clinical Research Solutions LLP.

. LOO%CRC fees will be paid to Clinilnfinity Clinical Research Solutions LLPfrom sponsor /CRO.

. Additional ZS% lnstitutional overhead will be paid fromClinilnfinity Clinical Research Solutions

LLPreceived from sponsor /CRO.

. Clinilnfinity Clinical Research Solutions LLPwill pay Lab Cost, subject Hospitalization, SAE Medical

-, Management charges at actual basis to Hospital /Principal lnvestigator received from sponsor

/cRo.

(Note: Hospita/Principal lnvestigator should provide dedicated working printer, stationary, Electricity,

Working place, lnternet connection facility to our study team.)

l. Termination of Agreement

1. This Agreement shall be terminated by mutual agreement by giving sixty (60) days prior written notice

by either party after the completion of any ongoing trials.

J. Permission to use personal lnformation or Statement r

For good consideration, the undersigned authorizes SMO and its assigns to use, publish or reprint in

whole or part any basic information about my identity, practice, and participation in clinical research

including any specific details of my clinical research that do not conflict with a previously contacted

privacy agreement.

The two parties shall consult with each other and medicate any disputes which may arise about the

contact. lf all attempts fail the two parties can appeal to the organization of arbitration in judicial court of

the state of Aurangabad, Maharashtra, lndia

6.

7.

#
Y

t
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Clinicol Reseorch Solutions

Authorized Signature:

\,p
Name:Dr.Rajendra Bohra Df;Ahl

Title: Dean MGM'S MEDICIL COLLEGE

AURAI.IGABAD
Date:

Hospital Name:Mahatma Gandhi Mission (MGM)

Medical College& HosPital

Professor & Head .of PharmacologYDept

Pt or & H.o.D.
ent of Plrarmacolo sy

MGM's [*bdical College
Name: Dr.Deepak Bhosle Aurangabad.

Title: Professor & Head Dept.of Pharmacology

Date:

Hospital Name: Mahatma Gandhi Mission (MGM)

Medical College & HosPital

1) Clinilnfinity Clinical Research Solutions LLP

Authorized Signature:
T CLINIINFINITY

5S 
Cllnlclal Research Soluflons LLP

Nanp: Dr. Vinayak GhaYal partner

Title: Director and CEO

Date:

SMO:Clinilnfi nity Clinical Research Solutions LLP

Address:Flat No. 11 , Bus Stop, Sai Corner Building N-7 Cidco, Aurangabad -431001, Maharashtra

2l AuthorizedSignature:
CI INIINFINIT"Y

Cllntdat ,earch S;tulions LLp

Name: Mr. Mahesh Chudavekar Partner

Title: Director

SMO:Clinilnfinity Clinical Research Solutions LLP

Address: Flat No. 11 , Bus Stop, Sai Corner Building, N-7 Cidcq Aurangabad - 431001, Maharashtra
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Memorandum of Understanding

This Agreement is made on L0'n Feb 2021, by and between "Metta clinical Research pvt. Ltd. ,, having itsoffice at H'No' 3232,Plot No.42,Vasant Nagar,Nagpu r,440027 Maharashtra referred as a party- A (here
in after referred to as the,,METTA,,)

And

Mahatma Gandhi Mission (MGM) Medical college & Hospital, N-6, cidco, Aurangabad, Maharashtra
430 003 referred as a party-B (here in after referred to as the,,lnstitution,,)

ffi
lilC0t

The two parties, in a spirit of business cooperation, agree to sign this contract
conscientiously all the obligations stipulated in it.

Now' THEREFORE, in consideration of the promise and mutual covenants herein contained and forother good and valuable consideration, the receipt and sufficiency of which are hereby acknowledged, it
is mutually covenanted and agreed by and between the parties here to as follows

MGM Medical College& Hospital appoints
on Exclusive basis for period of 10 years
updated accordingly)

Obligations of Metta Clinical Research:

Metta clinicat Research is a site management organization based in Nagpur providing end to end
clinical research services to the Hospitals and offers a complete range of Clinical Research in all
therapeutic areas' we expertise in site Management Activities, project Management, Medical writing,
Monitoring, Safety Reporting, Regulatory services, Potential Site selection, Faster patient Recruitment,
Quality compliance & Maintenance, and Clinical Research Expertise in lndia.

Metta clinical Research is desirous of working with Hospital for the purpose of conducting lcH-GCp
complaint phase l-lV clinical trials for new drug & treatment.

Metta clinical Research shall play vital role in getting clinical trials to the hospital /Hospital from the
sponsors and CROs and execute them in Hospital.

H No 3232,42"y11Hf llIltlhr::ffi:5, ?JI;Hf-358, s*2222245s
Web; www.msttaclinical.com, email. info@mettaclinical.com

and pledge to fulfill

Metta clinical Research as a site management organization
w.e.f 10" Feb zozr to 09, Feb 2031. (will be reviewed and

39
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Metta Clinical Research will manage study Operations and study services as dirc.cted by study protocol
for the duration of the clinical trial.

Metta Clinical Research will appoint a Clinical Research Coordinators (CRC)/existing site coordinator
who will be a point of contact with Sponsor & CRO and ensure smooth conduct of trial at the site.

Metta Clinical Research will appoint project manager (PM) who will be responsible to coordinate and
over-see the progress and management of CRC activlties & trial, ensure data quality, resolve screening,
enrollment or general issue if any, follow up on post -monitoring action elements and study training as
per needs and frequent discussion with investigator & sponsor/ CRO on trial progress.

Metta Clinical Research will appoint euality check (eC fxperts) who will be responsible to ensure
adherence to the protocol, regulatory requirements record keeping and retention,

Study co-ordination, project management and quality management will be done by Metta Clinical
Research. Metta Clinical Research personnel, CRC, pM, eC Experts will assist pl and the lntuitions in all
trial related activities.

Metta Clinical Research will bear all the administrative cost related to the various activities undertaken
by PM, CRC or any other staff placed by Metta Clinical Research which includes telecommunication,
travel cost, training cost at various centers across lndia or abroad.

Metta Clinical Research will be exclusively conducting/managing all trial at the Hospital during the
tenure of this agreement. This agreement will last for 10 (ten) years and can be renewed further on
mutual agreement.

Following activities will be carried out bv appointed cRCs

1. Performing allthe activities in strict adherence to the ICH-GCP guidelines, Schedule y lndia GCp and

Regu latory req uirement

2. Preparation for site selection visit and Site lnitiation Visit (SlV)

3. communication & Follow up with IRB/lEC submission and Approval

4. Accurate and complete documentation of relevant EC documentation

5. Regulatory documents Collection

6. Patient ldentification for assigned study form OPD or Hospital Database.

7. Maintenance and update of Trial Master File (TMF), site binders and relevantfiles

RESEARCH

MITTA CLINICAL RESHARCH Pvt. Ltd

H.No. 3232,42, Vasant Nagar, Nagpur- MH.- 440A27, Cell: 0S545526358, 9822222459

Web : www. mettaclin ica I .com, email : I nfo@mettacli n ical .com
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8. Preparation for site Monitoring lnitiation Visit (SMV) and resolving all action items generated during

Previous monitoring visits

9. Conduct Study according to lnternational Conference of Harmonization (lCH) E6 and lndia Good

Clinical Practice (GCP) regulation

10. Assisting Principal lnvestigator in administrating ICF and its procedures

11, Ensure protocol & applicable regulatory guidelines compliance and adherence

l-2. Patients pre- screening enrollment and recruitment

13, Preparing source notes and CRF filling

14. Communication with CRA/ Project Manager, Pl, IRB/lEC, site for study updates

15. Coordinate and schedule subject's regularfollow up visits and procedures, maintain regular

Telephonic contact with patients to preventing lost to follow- up and missed visits.

16. Managing ClinicalTrial Materials (CTM) maintenance, Accountability, distribution and logistics at site

17. Coordinate all site specific queries- medical, administrative, subject reimbursements and other study

related activities.

18. Reporting and coordinating all AE/SAEs according to their timelines as per regulatory norms

19. Filling up and maintainingtrial related logs likes source documentation, drug dispensing logs, subject

log, visit logs, lnvestigational product log, temperature log, SAE and EC communication log

20. Documentation of protocol deviation as appropriate and communicate any impacting subject safety

to the ethics committee

21. Coordinate with central and local lab for logistics and sample flow

22. Attend study related meeting as appropriate

23. Preparing sites for Monitoring / Auditing visits coordinate close out visit and Archival at site

24. Any other required activities during the trials.

METTA CLINICAL RESIARCH Pvt. Ltd

H.No. ZZ3Z,4Z, Vasant Nagar, Nagpur- MH.- 44A027, Cell: 03545526358, g&222224fr9

Web: www.mettaclinical.com, email: info@mettaclinical,cam
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25. ldentification of potential database from different therapeutic area of pls

26' Communication with lnvestigators/ Hospitals and conduct protocol specific feasrbility

27. olher duties as requested by Metta clinical Research

B. Hospital permits

1" Hospital will give the space and required facilities to appointed CRC & Metta Clinical Research in
order to perform clinical trials activities under respected pl.

2' Hospital will allow Metta clinical Research and sponsors of clinical trials to access the facility to
verify sou rce documents.

3.

4.

Hospital will allow Metta clinical Research to bring sponsors of clinical trials to meet with pllslTE
representatives at a mutually convenient time.
Hospital shall permit Metta clinical Research to exclusively manage all clinical trial commenced by
Metta Clinical Research

C. Term of Agreement

The term of this Agreement shall be for a period of 10 years commencing on the effective date 10 th
Feb 2021' However, this Agreement shall be reviewed annually by both parties if needed.

D. Relationship of the parties

1" Hospital and Metta clinical Research are independent parties. Both parties agree that their
relationship is that of an lndependent contractor and not employer and employee.

2' Neither party shall have express or implied rights nor authority to assume or create any obligation
or responsibility on behalf of or in the name of the other party by reason of this Agreemcnt, cxccpt
as provided in this Agreement.

E. GCP, ICH and CFR compliance

Hospital agrees to comply with lnternational conference
(lcH-GCP) and all lndia regulations, CDSCo requirement and

of Harmonization & Good Clinical practices

circulars there under.

METTA CLINICAL RHSEARCH Pvt. Ltd
H.No. 3232,42, Vasant Nagar, Nagpur- MH.- 44AA27, Cell: 0954552S358, 9822222459

Web : www* mettacl in ical. com, email : i nfo@mettacl i nical. com
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F. Confidentiality

1. the parties here recognize and agree that due to the complex and competitive nature of the business,

the confidential of information concerning both parties ls of critical importance, Either party shall not,

either during or after the term of this Agreement, disclose to any third party any confidential

information and all lnformation or information relative to the work or the business of either party

without the written consent of either party Metta Clinical Research agrees that it shall not during, or at

any time after the termination of this Agreement, directly or indirectly disclose or use any information

for any reason whatever, without the prior written consent of SITE.

2. Hospital shall not disclose to any third party any and information about new studies received from

Metta Clinical Research.

G. Indemnification

Hospital shall indemnify and hold harmless Metta Clinical Research against any losses, claims, liabilities,

damages and expenses of any nature, directly or indirectly arising out of any act or omission by SITE, its

agents, directors or employees, Metta Clinical Research shall indemnify and hold harmless hospital

against any and all losses, claims, liabilities, damages and expenses of any nature, directly or indirectly

arising out of act or commission by Metta Clinical Research, its agents, directors, or employees, ln no

event will either party be required to indemnify or hold harmless the other's negligence or gross

negligence.

H. Compensation and Agreement

1. The Hospital, Principle lnvestigator, Metta Clinicat Research and Sponsor a nd/or CRO will enter into

a quadripartite clinical trial agreement before/at the time of placement of each trial at the Hospital.

2. All feasibilities and payments shall be routed through Metta Clinical Research and pricing while

bidding for the trial shall be discussed mutually and final correspondence with the Sponsor/CRO also

would be handled by Metta Clinical Research for smooth and hassle-free finalization of Clinlcal Trial

Agreements.

3. Getting payment from sponsor and giving to Hospital and is the responsibility of Metta Clinical

Research.

"'jr' '' t't" Ctl RESEIRCH

Metta Clinical Research will be payee name for alltrial related payment,

All payment shall be due and payable to the hospital on actual work i.e. number of sublect

randomized or visits completed.

4.

5.

METTA CLINJCAL RHSEARCH Fvt- Ltd

H.No. 3ZlZ,1b., Vasant Nagar, Nagpur- MH.- 44AA27, Cell: 0S545526358, 9B22?22459

Web: www. mettaclin ical .com, smail. i nfo@mettacli nical .com



X
mErIA GHlllllf,t

6.

7.

RESEARCH

The payment of remuneration shall be after deduction of alltaxes under applicable laws'

All invoices will be raised by Metta clinical Research (sMo) after the discussion with Dr' Deepak Bhosle

Prof. and Head, Dept of Pharmacology and ln charge Clinical Research Unit'

All invoices will be shared with Dr Deepak Bhosle to maintain the transparency. sMo willtransfer the

respected amount to MGM Medical college, Aurangabad, in period of 15 working days after recelving

the payment from the SPonsor/CRO'

The details of study budget sharing in INR is as follow:

o Loo%ostudy payment will be paid to Metta clinical Research from sponsor/ cRo for each study'

o 65o/ostudy payment wiil be paid to Hospital from Metta Clinical Research'

o 3ilYostudy payment fees will be paid to Metta clinical Research'

o LOO?ICRC fees will be paid to Metta clinical Research from sponsor /cRo'

r Additional 30% lnstitutional overhead will be paid from Metta clinical Research received frorn

sponsor /CRO.

ical Research will pay Lab cost, subject Hospitalization, sAE Medrcal Management

charges at actual basis to Hospital /Principal lnvestigator received from sponsor /cno'

(Note: Hospital/principal lnvestigator should provide dedicated working printer, statlonary, Electricity'

Working place, lnternet connection facility to our study team')

l. Termination of Agreement

1. This Agreement shall be termrnated by mutual agreement by giving sixty (60) days prior written notic'c

by either party after the completion of any ongoing trials'

J. Permission to use personal Information or statement

For good consideration, the undersigned authorizes sMo and its assigns to use, publish or reprint in whole

or part any basic information about my identity, practice, and participation in clinical rcsearch including

any specific details of my clinical research that do not conflict with a previously contacted privacy

agreement.

The two parties shall consult with each other and medicate any disputes which may arise about the

contact. lf all attempts failthe two parties can appealto the organlzation of arbitration in iudicial court of

ihe state-S, lndia.

MITTA CLINIC{AL RESfiARCH Pvt. Ltd
H.No. 3232,42, Vasant Nagar, Nagpur- MH.- 44AA27, Cell: 0S545526358, 9822222459

B.

9.

Web : www. mettacli n ical . com, emai I : i nfo@ mettacli n ical .com
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Metta Clinical Research Pvt. Ltd.

Name: Dr Jayesh Dhawale

'f itle: Director of SMO

Date: Io €eOZcZ I

SMO: Metta Clinical Research Pvt. Ltd

Address : fI.N o 3232,42, Vas ant na gar,Na gp u r-M[I,-4 40027

MITTA CLlf\tlCAL RESIARCH Fvt. Ltd
H.No. 3232,42, Vasant Nagar, Nagpur- MH.- 440A27, Cell: 0S545526358, 9822?22459

Web : www. mettacl in ical.com, email : info@mettacli n ical.cam

'.r

t
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Authorized Signature:

W
Name: Dr.Rajendra Bohra

l'itle: Dean MGM,5 *=|,ilr| cfrLtFG
Date: AURAI\IGA8AS

Hospital Narne:Mahatma Gandhi

Mission (MGM) Medical College&

Ilospital

Professor & Flead Dept.of Phannacology

VO*urofessor & H'0'

r;. n. r."o; ;h?s,ffi[ffi-&Il[?f ffi?fl
Title: Professor & Ilead Dcpt.oAHffirfr$#Bf"t,
Date:

I{ospital Name: Mahatma Gandhi Mission

(MGM) Medical Collegc & Ilospiral
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METTA CLINICAL RESEARCH PW. LTD.

H: NO. 3232, PLOT NO'42,
ASANT NAGAR, NAGPUR-27.

WAHARASHTRA INDIA

Business Process Lead

Date:

SMO: Metta Clinical Research Pvt. Ltd

Address : II.No 3232,42, Vasant nagar,Nagpur-MIl,-440027

RESE[RGH

2) Authorized Signature:

Name:

Title:

METTA CLINICAL RESEARCH Pvt' Ltd

HNo3232'4zva:ffi 
J;:i:i;::::i:H;,ii3:i,1;3?l;ff :f":::l:"Te82/222:-r rrrcE@
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Memorandum of Understanding

This Agreement is made on 01't Dec 2019, by and between o'Q RED Clinical Research Services
(Q RED)"a company registered under company act 1956 having its office at 134, Chitanvis
Nagar, Umred Road, Nagpur-440024, Maharashtra, India referred as a party- A (here in after
referred to as the "QRED")

And

MAHATMA GANDHI MISSION,s, MEDICAL COLLEGE & HOSPITAL (MGM
HOSPITAL), N-6 CIDCO, Aurangabad-431003,Maharashtra, India referred as a party.B(here in
after referred to as the oolnstitution")

The two parties, in a spirit of business cooperation, agree to sign this contract and pledge to fulfill
conscientiously all the obligations stipulated in it.

NOW, THEREFORE, in consideration of the promises and mutual covenants herein contained
and for other good and valuable consideration. the receipt and sufficiency of which are hereby
acknowledged, it is mutually covenanted and agreed by and between the parties hereto as follows

MGM College & Hospital Aurangabad appoints Q RED Clinical Research Services as a Site
management organization on Exclusive basis for period of 10 years w.e.f 01't Dec 2019 to 31't

Oblieations of Q RED Clinica,l:iResea't,rctr S,ervicesi
Q RED Clinical Research Services (Q RED) is a Clinical Research Organizations and Site
Management Organization based in Na-epur providin-e end to end clinical research services to the
Sponsors, Pharmaceutical and Biopharmaceutical industrr'. Institutions and Offers a complete range
of Clinical Research in all therapeutic areas. S'e expertise in Site Management Activities, Project
Management, Medical Writing, Monitoring. Safety Reporting, Regulatory services, Potential Site
Selection, Fmbr Patient Recruitment. Quality compliance& Mainienun.L, and Clinical Research
Expertise in lndia.

Q RED Clinical Research Services is desirous of working with Institution for the purpose of
conducting ICH-GCP complaint Phase I-lV clinical trials for new drug & treatment.

Q RED Clinisal Research Services shall play vital role in getting clinical trials to the hospital /
institution from the sponsors and CROs urd .r..ute them in institution.

Q RED Clinical Research Services will manage Study Operations and Study services as directed by
Study protocol for the duration of the clinical trial.

Confidential Page 1 of6

9 134 Chitanvis Nagar, Umred Road, Nagpur, Maharashtra (lNDlA) - 44OO24

L +9.l 9565094458 n dadhe.pratik@gmail.com

42



l ffiRE D ffitu#ffi#ffi&tu ffiffiffiffi&ffiffiffi ffiffiffiwffiffiffiffi

Q RED Clinical Research Services will appoint a clinical Research coordinator (cRC) who will bea point of contact with Sponsor & CRO und .rrrre smooth conduct of trial at the site.

Q RED clinical Research Services will appoint Project Manager (pM) who will be responsible toco-ordinate and over-see the progress and management of cnc u.iiuiti., & trial, ensure dataquality, resolve screening, enrollment or general islue if any, follow up on post -monitoring actionelements and study training as per needs and frequent discussion with ir"#;;;#;;nsor/cRo
on trial progress

Q RED Clinical Research Services will appoint Quality Check Experts (eC Experts) who will beresponsible to ensure adherence to the proto.oi, r.gutato.y [fii;;&s record keeping andretention' Study co-ordination, project management and quuiirv ;;il;ent wilt u" oL. by eRED clinical research services. Q RED personnel, cRC, ,* ha;;;;;ii;r# i"r ano theIntuitions in all triar rerated activities -: - ^"' '<! L1\uvrLJ vvrrr *JrrrL I I

Q RED clinical Research Services r'r'ill bear all the administrative cost related to the variousactivities undertaken bv PM, cRC or an1' other rtuript;;;J;;'a'r[;tiini.ut research serviceswhich includes telecommunication, travll cost. training cost at various centers across India orabroad.

Q RED clinical Research Services will be conducting /managing all trial (Trials come from eRED) at the Institution during the tenure of this"6br ;fu This ig...*.nt will last for l0 (Ten)year and can be renewed further on mutual agreern""nr.

5 vr\vg

i#'T:Tlg:l,,,1.^a:]],ltiefficetotheICH.GCPguidelines,ScheduleYIndian GCP and regulatorl, requirement.

i l:t::qttl 3: 
t:,=election ,irit and_Site rnitiation visit (srv).\ur v /.

i ?:::yr:11t", & Foilou' up * ith rEC Submission and Approvar.Hyr \/ vclr.

!' ft,l.1uiate 
and complete documentation of relevant EC documentation.5. Regulmy Documents Collection.

6' 
"Patient 

Idbntification for assigned studv from opD or Hospital Database.
7 ' ':' aintenance 

3nd updu,. or riiat Master File (TMF), site binders and relevant files.8' 
lfq,"titi31 for Site .Monitorin-e Initiation visit'(srrav; and resolving all action iremsgen ed during previous.

9' conduct'i'ttudy aciording to International conference of Harmoni zation(IcH) E6 and IndianGood Clinical practice (GCp) regulation. 
rwrr,vrrrL."Lr,rr I

l0' Assisting Principal Investigator in administrating ICF and its procedures.
J] Ensure protocol & applicable regulatory guideliies .on1fliunce and adherence.
I 2 . P atients pre -screen in g, screen in [ .n.o t l"m'ent and recru itm ent.
13. Preparing source notes and CRffilling.

Confidential
Page 2 of 6

g 134 Chitanvis Nagar, Umred Road, Nagpur, Maharashtra (lNDlA) - 44OO24

L +9t 9665094458 n dadhe.prarik@gmail.com
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14. Communication with CRAi Project Manager, PI, IRB ll9c,site for study updates.
15. Coordinate and schedule subject's regular follow up visits and procedures, maintain regular

telephonic contact with patients to preventing lost to follow-up and missed visits.
16. Managing clinical trial materials (CTM) maintenance, Accountability, distribution and

logistics at site.
17. Coordinate all site specific queries-medical, administrative, subject reimbursements andother. , rl8' Reporting and coordinating all AE/SAEs according to their timelines as per regulatory

NOTTNS.

l9' Filling up and maintaining trial related logs likes source documentation, drug dispensing
logs, subject log, visit logs, Investigational product log, temperature log, Iojir,i"r-ilg, SAE

20' Documentation of protocol deviation as appropriate arrd communicate any impacting subject
safety to the ethics committee. r ' -----o

21. Coordinate with central and local lab for logistics and sample flow.
22. Attend study related meeting as appropriate.
23.Preparing sites for Monitoring / Auditin,e visits coordinate close out visit and Archival at

site.
24- Any other required activities during the trials.
25.Identification of potential database from different therapeutic area of pls.
26' Communication with Investigfus/ Hospitals and conduct protocol specific feasibility.
27. Other duties as requested by Q RED CliniCil Research Services rurunug.rn;;-"^"'- 

-

B. Institution Permits
1' Institution will give the space and required facilities to appointed CRC & e RED in order toperform clinical trials activities under respected pl.
2. Institution will allou, e RED and Sponsors of clinical

source documents.
3' Instituti'dn will allow-Q RED to bring Sponsors of clinical trials to meet with PIiSITE

represenhtives at a mutualll' convenient time.
4' S{{trji"n shall permit Q RED to exclusively manage all clinical trials commenced by e

,:RED Clinical Research Services.

C. Term of Agreement

Jhe lerm of'.this Agreement shall be for aperiod of l0 year commencing on the effective date 01rt
Dec 2019. Ho*ever, this Agreement shall be reviewed annually by both p'arties.

trials to access the facility to verify
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D. Relationship of the parties
1' Hospital/ Institutions and Q RED are independent parties. Both parties agree that theirrelationship is that of an independent contractor and not employer and employee.2' Neither party shall have express or im-plied rights no. uuihority to assume or create anyobligation orresponsibility on behalf of or in tlie name of the oth.. partyby reason of thisAgreement, except as provided in this Agreement.

:

E. GCP, ICH and CFR Compliance '.. 
,Institution/ Hospital agrees to comply with all requirements of cood clinicatr,practices (GCp),International conference of Harm oiiiation (ICH) ura coa" tri.o..J-nJrri;#;'G[i"; uno uryand all future regulations, requirements and writi;gp.;;;d;J#;ffi"?. 

rs,v'r \vr r\'

F. Confidentiality '

l ' The parties hereto recognize and a-eree that due to the complex and competitive nature of thebusiness, the confidentiality of informo:tion concerning both p"ni*r^i, oir.irirul importance. Eitherparty shall not, either during or after the term of thii Agreement, disclose to any third party anyconfidential information and all information or informatiln relative to the work or the business ofeither partv without the written consert,sf eitherffi.g ffi;;;;rirri t, shal not during, or arany time after the termination of this Agreenrent, air*cttv 
".-irai...irv disclose or use anyinformation for any reason whatsoever, wrtnlrt t-hfufuil*rten consent of 5ITE.2' Institutionl Hospital shall not disciose to unv Ail ;;, any and all information abour newstudies received from e RED.

G. Indemnification

Institution/ Hospital shall indemni$' and hold harmless e RED against any and all losses, claims,liabilities' damages and expenses of an1 nature. directly or indirectly arising out of any act oromission by $lru, its agenis, directo., o, .Lptoy.es. e R-ED shall indemnify and hold harmlesshospital''ryainst any and' all losses- claims. tlauititier, daiagl, una expenses of any nature, directlyor indif€ctly arising out of any act or omission bl' Q RED, iIs agents, directors, or employees. In noevent wjll either party be required to indemnify or hold harmless the other for the other,snegl i ge o. g.orJ;d,,r**.

H. Comp"n.uiio, and Agreement
l ' The Institution/ Hospita.f, Principle Investigator, e RED clinical Research Services andSponsor andlor cRo will enter into a quadriparti; clinical trial agreement before/at the
^ time of placement of each trial atthe Institution.2' All feasibilities and payments shall be ro_uted through g RED and pricing while bidding forthe trial while bidding for the trials shall be disculsed mutually and final correspondence
Confidential 
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aJ.

6.

4.

5.

-q
\E*#ts:=1**-i

with the Sponsor/CRO also would be handled by Q RED Clinical Research Services for

Smooth and hassle-free finalization of Clinical Trial Agreements.

Getting payment from sponsor and giving to Institution and lor Investigator is the

responsibility of Q RED Clinical Research Services.

e RED Clinical Research Services will be payee for all trial related payment for each trial.

All payment shall be due and payable to the Institution on the basis of funds received from

the sponsor/CRO on actual work i.e. number of subject randomized o,,visits completed.

The payment of remuneration shall be after deduction of all taxes un6'r,r,h,Pplicable laws.

7 . A11 invoices will be requested from the hospital for study payment and,;,all Study related

payments will be done to MGM Medical College & Haspital:Aurangabad, in a period of 15

workingdaysafterreceivingthepaymentfromthesponsor/CRo..

8. The details of study budget sharing in INR is as follows:
. l00oh Study Payment u,ill be paid to Q RED from SponsoricRo for each study

. 65" Study Payment will be paid to Hospital/?rincipal Investigator from Q RED:

. 35o Study Payment fees will be paid to Q RED
o 100"/" CRC fees will be paid to Q RED from Sponsor/CRo:
. Additional20"/" Institute,,OVeffiead will be paid from Q RED
. a RED will pay lab'::,C,ost, Subj:ect H=nsp,ilalization, SAE Medical Management

charge s at actual,, O d*ir,,,o Flosp itall Pfi nc ipal Inve sti gator.

Q..lote: Hospital/ Principal lhvestigator should provide dedicated working printer, stationary,

electricity, working place, internet connection facilitl'to our study team)

I. Termination of Agreement
1. This Agreement shall be terminated b1' mutual agreement b)' giving Sixty (60) days prior written
notice by either party after the completion of anv ongoing trials.

J. Permission to use Personal Information or Statement
For good consideration, the undersi-ened authorizes SMO and it's assigns to use, publish or reprint

in whole or part any basic information about my identity, practice, and participation in clinical
research including any specific details of m1 clinical research that do not conflict with a previously

contracted privac! agieement.
The two parties shall consult with each other and mediate any disputes which may arise about the

contract. If all attempts fail, the two parties can appeal to the organization of arbitration in judicial
court of Maharashtra, India.
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Name:- Mr. Pratik V. Dadhe
Title:- F'ounder & Director.
Date:- 0l 't Dec 2019
SMO:- .,,-. RFP Clinical Research Serr.ices
Address:"- 134, Chitanvis Nagar, Umred Road. Nagpur.

l) Signature:

2) Stffiature:

Name:- n ffiUii:io B" r*J .,
Title:- P*o ioct- f4>J.ngge4
Date:- 01" Dec-2019 \
SMO:- Q RED Clinical Research Services
Address: - 134, Chitanvis Nagar, Umred Road, Nagpur

Confidential page 6 of 6

9 134 Chitanvis Nagar, Umred Road, Nagpur, Maharashtra (lNDlA) - 44OO24

L +9.l 955509 4458 n dadhe.pratik@gmail.com

Mahatma Gandhi Mission's Medical College and Hospital Aurangabad
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ritre:- D;o*ifffff&1;;"
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SKYLINE CRS SHLINE CRs 
INDIA PVT LTD INDIA PVT LTP 

STITJTE FOR RCA REBEARCH/SO 

GST No. 27AVIPM3618H1ZG 

Website: www.skylinecrsindia.com 

E-mail: info@skylinecrsindia.com 

This Agreement is made on 23*" Dec 2021, by and between "Skyline CRS India Pvt. Ltd" 

having its Oice at reterred as a party- A (here in after referred to as the "SM0") 

And 

Mahatma Gandhi Mission (MGM) Medical College & Hospital, N-6, CIDCO, Aurangabad, 
Maharashtra 431003 (here in after referred to as the"Institution") 

The two parties, in a spirit of business cooperation, agree to sign this contract and pledge to fulfil 

conscientiously all the obligations stipulated in it. 

NOW, THEREFORE, in consideration of the promise and mutual covenants herein contained and for 

Other good and valuable consideration, the receipt and sufficiency of which are hereby acknowledged, 
it is mutually covenanted and agreed by and between the parties here to as follows 

Mahatma Gandhi Mission (MGM) Medical College & Hospital appoints Skyline CRS India Pvt. 
Ltd Services. As a site management organization on Exclusive basis for period of 10 years w.e.f 23" 
Dec 2021 to 23 Dec 2031. (Will be reviewed and updated accordingly) 

Obligations of Skyline Clinical Research Pvt, Ltd Services: 
Skyline CRS India Pvt. Ltd is a site management Organization based in Pune providing end to end 
clinical research services to the Hospitals and Offers a complete range of Clinical Research in all 
therapeutic areas. We expertise in site Management Activities, Project Management, Medical Writing. 
Monitoring, Safety Reporting. Regulatory services, Potential Site selection, Faster patient Recruitment,
Quality compliance & Maintenance, and Clinical Research Expertise in India. 

Skyline CRS India Pvt. Ltd Services is desirous of working with Hospital for the purpose of 
conducting ICH-GCP complaint phase 1-IV clinical trials for new drug & treatment.

Skyline CRS India Pvt. Ltd Services shall play vital role in getting clinical trials to the hospital 
/Hospital from the sponsors and CROs and execute them in Hospital.

Skyline CRS India Pvt. Ltd Services will manage study Operations and study services as directed by 
study protocol for the duration of the clinical trial. 

Skyline CRS India Pvt. Ltd Services will appoint a Clinical Research Coordinators (CRCyexisting
site coordinator who will be a point of contact with Sponsor & CRO and ensure smooth conduct of trial 
at the site. 

Skyline CRS India Pvt. Ltd will appoint project manager (PM) who will be responsible to coordinate 
and over-see the progress and management of CRC activities & trial, ensure data quality, resolve 

screening. enrollment or general issue if any, follow up on post -monitoring action elements and study 
training as per needs and frequent discussion with investigator & sponsor/ CRO on trial progress.

Skyline CRS India Pvt. Ltd will appoint Quality check (QC Experts) who will be responsible to ensure 
adherence to the protocol, regulatory requirements record keeping and retention. 

City Vista, Kolte Patil A Wing, 1 St floor, office no 12, postevetpriousschoo 

INE RES 
Head Office 

CRS 

Fountain Road, Kharadi, Pune 4 
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Study co-ordination. project management and quality management will be done by SMO Skyline CRS 
India Pvt. Ltd SMO Mis. Namita Rathod (Director) CRC. PM. QC Experts will assist Pl and the 
Intuitions in all trial related activities. 

Skyline CRS India Pvt. Ltd will bear al the administrative cost related to the various activities 
undertaken by PM. CRC or any other staff placed by SMO Skyline CRS India Pvt. Ltd 
which includes telecomnunication. travel cost. training cost at various centers across India or abroad 

Skyline CRS India Pvt. Ltd will be exclusively conducting/managing all trial at the Hospital during 
the tenure of this agreemen. This agreement will last for 10 (ten) years and can be renewed further on 

mutual agreement. 

Following activities will be carried out by appointed CRCs 
1. Performing all the activities in strict adherence to the ICH-GCP guidelines. Schedule Y India GCP 
and 

Regulatory requirement 
2. Preparation for site selection visit and Site Initiation Visit (SIV) 
3. Communication & Follow up with IRB/1EC Submission and Approval 
4. Accurate and complete documentation of relevant EC documentation 
5. Regulatory documents Collection 
6. Patient ldentification for assigned study form OPD or Hospital Database. 
7. Maintenance and update of Trial Master File (TMF). site binders and relevant files 
8. Preparation for site Monitoring Initiation Visit (SMV) and resolving all action items generated

during 
Previous monitoring visits 

9. Conduct Study according to Intenational Conference of Harmonization (ICH) E6 and India Good 

Clinical Practice (GCP) regulation 
10. Assisting Principal Investigator in administrating ICF and its procedures 

I1. Ensure protocol & applicable regulatory guidelines compliance and adherence 
12. Patients pre- screening enrollment and recruitment 

13. Preparing source notes and CRE filling 
14. Communication with CRA/ Project Manager. PI, IRB/IEC, site for study updates 

15. Coordinate and schedule subject's regular follow up visits and procedures, maintain regular 

Telephonic contact with patients to preventing lost to follow- up and missed visits. 
16. Managing Clinical Trial Materials (CTM) maintenance, Accountability, distribution and logistics 

at site 
17. Coordinate all site-specific queries- medical. administrative, subject reimbursements and 

other study 
related activities.
18. Reporting and coordinating all AE/SAEs according to their timelines as per regulatory norms 

19. Filling up and maintaining trial related logs likes source documentation, drug dispensing logs 

subject log. visit logs. Investigational product log. temperature log. SAE and EC communication log 
20. Documentation of protocol deviation as appropriate and communicate any impacting subject 

safety 
to the ethics committee 

21. Coordinate with central and local lab for logistics and sample flow 

22. Attend study related meeting as appropriate

23. Preparing sites for Monitoring/ Auditing visits coordinate close out visit and Archival at site 

LT 



24. Any other required activities during the trials. 25. Identification of potential database from different therapeutic area of Pls 26. Communication with Investigators/ Hospitals and conduct protocol specific feasibility 27. Other duties as requested by SMO Skyline CRS India Pvt. Ltd. 

B.Hospital permits 
. Hospital will give the space and required facilities to appointed CRC &SMO Skyline CRS India Pvt. Ltd in order to perform clinical trials activities under respected PI. 2. Hospital will allow SMO Skyline CRS India Pvt. Ltd and Sponsors of Clinical trials to access 

the facility to verity source documents. 
3. Hospital will allow SMO Skyline CRS India Pvt. Ltd to bring Sponsors of clinical trials to meet with PI/SITE representatives at a mutually convenient time. 

Hospital shall permit SMO Skyline CRS India Pvt. Ltd to exclusively manage all clinical rial 
commenced by SMO Skyline CRS India Pvt. Ltd. 

4 

C. Term of Agreement 
The term of this Agreement shall be for a period of 10 years commencing on the effective date 23s Dec 
2021. However, this Agreement shall be reviewed annually by both parties if needed. 
D. Relationship of the parties 
1. Hospital and SMO Skyline CRS India Pvt. Ltd are independent parties. Both parties agree that 

their relationship is that of an Independent contractor and not employer and employee. 
Neither party shall have express or implied rights nor did authority to assume or create any obligation or responsibility on behalf of or in the name of the other party by reason of this 
Agreement, except as provide in this Agreement. 

E. GCP, ICH and CFR compliance 
Hospital agrees to comply with International Conference of Harmonization & Good Clinical Practices 
(ICH-GCP) and all India regulations, CDSCO requirement and circulars there under. 

F. Confidentiality 
1. The parties here recognize and agree that due to the complex and competitive nature of the business. 
the confidential of information concerning both parties are of critical importance. Either party shall not, 
either during or after the term of this Agreement, disclose to any third party any confidential information 
and all Information or information relative to the work or the business of either party without the witten 
consent of either party SMO Skyline CRS India Pvt. Ltd agrees that it shall not during. or at any time 
after the termination of this Agreement, directly or indirectly disclose or use any information for any 

reason whatever, without the prior written consent of SITE. 
2. Hospital shall not disclose to any third party any and information aboul new studies received trom 
SMO Skyline CRS India Pvt. Ltd. 

G. Indemnification 
Hospital shall indemnify and hold harmless SMO Skyline CRS India Pvt. Ltd against any losses. 
claims. liabilities, damages and expenses of any nature, directly or indirectly arising out of any act or 

omission by SITE its agents, directors or employees, SMO Skyline CRS India Pvt. Lid shall 
indemnify and hold harmless hospital against any and all losses, claims, liabilities, danmages and 

expenses of any nature. directly or indirectly arising out of act or commission by SMO Skytine CRS 
India Pvt. Ltd, its agents, directors, or employees. In no event will either party be required to indemnify
or hold harmless the other's negligence or gross negligence. 

INDI CRS 
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H. Compensation and Agreement 
.The lospital, principle Investigator, SMO Skyline Clinical Research Pvt. Ltd and Sponsor and/or CRO will enter into a quadripartite clinical trial agreement before/at the time of placement of each trial at the Hospital. 

All feasibilities and payments shall be routed through SMO Skyline CRS India Pvt. Ltd and pricing while bidding for the trial shall be discussed mutually and final correspondence with the Sponsor/CRO also would be handled by SMO Skyline CRS India Pvt. Ltd for 
smooth and hassle-free finalization of Clinical Trial Agreememts. 3. Getting payment from sponsor and giving to Hospital and /or Investigator is the responsibility of 
SMO Skyline CRS India Pvt. Ltd. 

4. SMO Skyline CRS India Pvt. Ltd. will be payee name for all trial related payment. 5. All payment shall be due and payable to the hospital on actual work i.e. number of subject randomized or visits completed. 
6. The payment of remuneration shall be after deduction of all taxes under applicable laws. 
7. All invoices will be requested from the hospital for study payment and all study related payment will be done to Mahatma Gandhi Mission (MGM) Medical College & Hospital, in a period of 15 

work ing days after receiving the payment from the sponsor/CRO. 
8. The details of study budget sharing in INR is as follow: 

100% study payment will be paid to SMO Skyline CRS India Pvt. Ltd from Sponsor/ CRO for each study. 
65% study payment will be paid to Hospital /Principal Investigator from SMO Skyline CRS India Pvt. Ltd. 
35% study payment fees will be paid to SM0O Skyline CRS India Pvt. Ltd. 
100% CRC fees will be paid to SMO Skyline CRS India Pvt. Ltd from sponsor RO. 
Subject Travel reimbursement amount will be paid to Hospital from SMO Skyline CRS India 
Pvt. Ltd. 

Additional 30% Institutional overhead will be paid from SMO Skyline CRS India Pvt. Ltd 
received from sponsor/CRO. 
SMO Skyline CRS India Pvt. Ltd will pay Lab Cost, subject Hospitalization, SAE Medical 
Management charges at actual basis to Hospital /Principal Investigator received from sponsor 
C RO. 

(Note: Hospital/Principal Investigator should provide dedicated working printer, stationary.Electricity, Working place, Internet connection facility to our study team.) 
I. Termination of Agreement 
1. This Agreement shall be terminated by mutual agreement by giving sixty (60) days prior written notice by either party after the completion of any ongoing trials. 
J. Permission to use personal Information or Statement 
For good consideration, the undersigned authorizes SMO and its assigns to use, publish or reprint in 
whole or part any basic information about my identity, practice, and participation in clinical research 
including any specifie details of my clinical research that do not conflict with a previously contacted 
privacy agreement. 
The two parties shall consult with each other and medicate any disputes which may arise about the 
contact. If all attempts fail the two parties can appeal to the organization of arbitration in judicial court of the state of Maharashtra India. 

INDIA CRS 
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Authorized Signature: 
Professor & Head Dept. Of Pharmacology:

'****'****

. 
**** 

Name: Dr. Rajendra Bohra Name: Dr. Deepak Bhosle 
Title: Dean Title: Professor & Head Dept. Of Pharmacology 
Date: Date: 

Hospital Name: Mahatma 
Gandhi Mission (MGM) 
Medical College & Hospital. 
Aurangabad. 

Hospital Name: 
Mahatma Gandhi Mission (MGM) Medical | College & Hospital, Aurangabad. 

Stamp: 
Stamp: 

Professor & H.O.D. 
Department of Pharmacology 

MGM's Medical College 

Aurangabad. 

DEAN 
MGM'S MEDA COLLEG 

AURANGABAD 

Skyline CRS India Pvt. Ltd SMO Skyline CRS India Pvt. Ltd SMO 

DIA 1) Authorized SignatureAS INO 2) Authorized Signature: 

NDU PUNE Manlauw 

°****** 

Name: Ms. Namita Rathod 
Name: Mr. Shantanu Deshmukh 

Title: Director-Clinical 
Title: Operation Manager 

Operation 
Date: 23 / Dec / 2021 

Date: 23 /Dec / 2021 
Address: City Vista, Kolte Patil A wing. Address: City Vista, Kolte Patil A 
s Floor, Office No.12, Opposite 

wing, 1s Floor, Office No.12, Opposite 
Victorious School, Fountain road, 

Victorious School, Fountain road, 
Kharadi, Pune-411014, Maharashtra. 

Kharadi, Pune-411014, Maharashtra. 

Stamp: Stamp: 
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CLinicat Research Services
Yhe [*g*ey of clinlcaL excel{,ence

Memorandum of lJnderstanding

This Agreement is made on 06'h Novemb er 2020, by and berween *ARDENT CLINICAL
RESEARCH SERVICES (ACRS)" a company registered under company act 1,956 having its Office
No.304, Level-3, Gagan Kapital Building, Opposite Kapila Hotel, Dhole patil Road, pune-g1,
MH, INDIA teferted as a palty- A thete in after referred to as the *ACRS")

Ikon Multispecialty Hospital, Rose Park, Mainu Hill Rd, opp. Baba Auto Cate, Shatabdi
Nagar, Cidco, Aurangabad, Maharushtra 431O01,r INDIA refetred as a party -B (hete in aftet
referted to as the "Institution")
The two patties, in a spuit of business cooperation, agree to sign this contr act and. pledge to fulf,rll
conscientiously all the obligations stipulated in it.

NOW, THEREFORET in consideration of the ptomises and mutual covenants herein contarned
and for othet good and valuable consideration, the teceipt and sufficiency of which are hereby
acknowledged, it is mutually covenantecl and agreed by and tetween the parties here to as follows

Ikon Multispecialty Hospital, Rose Patk, Mainu Hill Rd, opp . Baba Auto Care, Shatabdi
Nagat, Cidco, Aurangabad, Maharushtra 431001,INDIA appoints Ardent Clinical Research
Services As a Site management orgarization on Exclusive basis for pedod of 05 years w.e.f 06,r,
November 2020 to 05'h Novemb er2025. (rvill be reviewed and updated accordingly)

Atdent Clinical Research Services fACRSI is a Clinical Research Organrzations and Site
managernent Otgantzatton based in Pune ptoviding end to end clinical research services to the
Sponsors, Pharmaceutical and Biophatmaceutical industry, Institutions and Offers a complete range
of Clinical Reseatch in all therapeutic areas. We expertise in Site Management Activities, project
Management, Medical \Mriting, N{onitoring, Safety Reporting, Regulatory services, potential Site
Selection, Faster Patient Recruitment, Quality compliance & Maintenance, and clinical Rese arch
Expertise in India,

Ardent clinical Research Services is desirous of working with
conducting ICH-GCP complaint phase I-IV, BA/IIE, Biospecimen
d*g & tleatrnent.

Institution for the purpose of
collection clinical trials for nerv

';i

to the invesugator frorn

Pagc L of7

Ardent Clinical Research Serwices shall play vital role in getting clinical trials
the spdnsors and cRos and execute thern in institution. 

j\
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Atdent Clinical Reseatch Services will manage Study Operations and Study services as directed by
Study protocol for the duration of the clinical tlral.

Atdent Clinical Research Services will appoint a Clinical Research Coordinatot (CRC) who will be a

point of contact with Sponsot/CnO and ensure smooth conduct of trial at the site.

Atdent Clinical Reseatch Services will appoint Project Manager (PM; who wrll be responsible to co-

ordinate and ovet-see the Progress and management of CRC activities & trial, ensure data quality,

resolve scteening, entollment or general issue tf any, follow up on post -monitodng action elements

and study training as per needs and frequent discussion with investigator & Sponsor/CRo on trial
progtess.

Ardent Clinical Reseatch Services will appoint Quality Check Experts (QC Experts) who will be

tesponsible to ensute adherence to the ptotocol, regulatory requirements record keeprng and
retention.

Study co-ordination, ptoject management and quality management will be done by Ardent clinical
tesearch services. Ardent petsonnel, CRC, PM, QC Experts will assist PI and the Intuitions in all trial
related activities.

Ardent Clinical Research Services will bear all the administrative cost related to the various activities
undertaken by PM, CRC or any other staff placed by Ardent Clinical research services which includes
telecornmunication, travel cost, ttaining cost at various centers across India or abroad.

Ardent Clinical Research Services will be exclusively conducing /managlng ail, ttal at the Institution
during the tenure of this agreement. Thrs agteement will last for 05 lfive; years and can be renewed

further on mutual agreement.

1. Performing all the activities in sftict adherence to the Indian Good Clinical Practice (GCP;

regulation and New Drugs and Clinical Trials Rules, 2019.
2. Prcparatton for Site selection visit and Site Initiation Visit (SIV)

3. Communication & Follow up with IRB/IEC Submission and Approval ,,: !

4. Accurate and complete documentation of relevant EC documentation
5. .Regulatory Documents Collection
6. Patient Identification for assigned study from OPD, Hospital Database and PI

Confidential

teferals.
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7. Maintenance and update of Trial Master File GMF;,site binders and televant flles

8. Preparation for Site Monitodng Visit (SMV), Remote Monitoring Visits (RMV) and resoL.itg

all action items of SMV and RMV within a 2 days post visit.

9. Conduct study according to Intemational Confetence of Harmonizatton (ICHI E,6 (R2),

Indian Good Clinical Practice IGCPI tegulation and New Drugs and Clinical Trtals Rules,

201,9.

10. Assisung Principal Investigator in administratrng ICF and protocol ptocedutes and

assessments.

11. Ensure protocol & applicable regulatory gurdelines compliance and adherence

1.2. Paaents pre-screening, screening enrollment and rectuitment compulsory in each study

13. Prep^rrng source notes and CRF filling

14. Communication with CRA/Ptoject Manager, PI, IRB/IEC, site for study updates

15. Coordinate and schedule subject's tegular follow up visits and ptocedutes, maintain tegulat

telephonic contact with patients to pteventing lost to follow-up and missed visits.

1,6. Managing clinical trial materials(CTMl maintenance, Accountability, distdbution and logistics

at site

1.7. Coordinate all site specific queries-medical, adminisuad.ve, subject reimbursements and other

18. Reporting and coordinating all AEISAEs according to their timelines as per tegulatory norms

19. Filling up and maintaining trial relat.d 1og. likes source documentation, d*g dispensing logs,

subject 1og, visit logs, Investigational ptoduct log, temperatute log, logistics 1og, SAE, and EC

communication log

20. Documentation of protocol deviation as appropriate and communicate any impacting subject

safety to the ethics committee

21,. Coordinate with centtal and local lab for logistics and sample flow

22. Attend study telated meeting or webin^r 
^s 

appropdate

23. Prep^rlngsites for Monitoring /Auditing visits coordinate close out visit and Archival at site

24. Any othet required activities during the trials.

25. Identification of potential database from diffetent thetapeutic area of PIs

26. Communication with Investigators/ Hospitals and conduct protocol specific feasibrlity

27. Other duties as requested by Ardent Clinical Reseatch Services Management

B. Institution Permits

1. Institution will give the space and required facilities to appointed CRC &,.A.C&S in order to
perform clinical trials activities under respective PL 'ir

2. Institution will allow ACRS and Sponsors of clinical trials to access the facility to verify source

documents. \
Confidential Page 3 of 7

ti

(r



3. Institution will allow ACRS to bring Sponsors of clinical trials to meet with PI/SITE,
representatives at a mutually convenient time.

4. Institution shall permit ACRS to exclusively manage all clinical tnzl commenced by Ardent
Clinical Reseatch Services.

C. Term of Agreement
The term of this Agreement shall be fot a period of 05 years commencing on the effective date 06m

November2020. However, this Agreement shall be reviewed annuatty by both parties if required.

D. Relationship of the Parties
1. Institution and ACRS are independent paties. Both parties agree that their relationship is that

of an independent contractor and not employer and employee.

2. Neither p^rry shall have express or implied rights nor authodty to assume or create any
obligation or responsibitity on behalf of or in the name of the other p^rq by reason of this
Agreement, except as provided in this Agreement.

E. GCP, ICH and CFR Compliance

Institution agrees to comply with all tequirements of Good Clinical Practices (GCP), International
Conference of Hatmonizatton IICHI and Code of Federal Regulations (CFR; and zny and all future
regulations, requirements and writing promulgated there under.

")\/
t
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F. Confidentiality
1. The paties here to recognize and agree that due to the complex and competitive nature of the

business, the confidentiality of information concerning both parties is of cdtical importance. Either
p^rq shall not, either during or after the tetm of this Agreement, disclose to any thtd party any
confidential infotmation and all information or information relative to the work or the business of
either parq without the wdtten consent of either p^rq.ACRS agrees that it shall not dudng, or at any

time after the tetmination of this Agreement, directly or indirecdy disclose or use any information for
any reason whatsoever, without the pdor written consent of SITE,.

2. Institution shall not disclose to any third parry any and all information about new studies teceived
from ACRS.

G. Indemnification
Institution/Pl shall indemni$, and hotd harmless ACRS against any and all losses, claims, liabilities,
damages and expenses of any nature, directly or indirectly arising out of any act or omission by SITE,
its agents, ditectors or employees. ACRS shall indemniSr and hold harmless hospital against any and
all losses, claims, liabilities, damages and expenses of any nature, direcdy or indirectly arising out of
any act or omission by ACRS, its agents, directors, or employees. In no event will either party be
required to indemni$r ot hold harmless the other for the other's negligence or gross negligence.

H. Compensation and Agteement

1'. The Institution, Principle Investigator, Atdent Clinical Research Services and Sponsor and/or
CRO will enter into a quaddpartite clinical tnal agreement before/at the time of placement of
each ffral at the Institution.

2. All feasibilities and payments shall be routed through ACRS and pricing while bidding for the
trial while bidding for the trials shall be discussed mutually and final correspondence with the
Sponsot/CRo also would be handled by Atdent Clinical Research Services for Smooth and
has s le- fr e e fnahzatio n o f Clinic al T nal Agre emen ts .

3. Getting payment from sponsor and girirg to Institution and lor Investigator is the
responsibility of Ardent Clinical Research Services.

4. A11 payment will come to Ardent Clinical Research Services by the sponsors/CRo and Ardent
Clinical Research Services will be payee for all tdal related payment for each trial

5. A11 payment shall be due 
^nd, 

p^yibie to the Institution on the basis of funds received from
the sponsot/CRO on actual work i.e. number of subject randomized or visits completed.

6. The payment of remuneration shall be after deduction of all taxes undet applicable laws.
7. A11 invoice will be requested from the hospital for study payment and all Study related

payments will be done to Ikon Multispe ctaky Hospital(insutution), 1$ a petiod of 15 working
days after receiving the payment from the sponsor/CRO

Confidential Page 5 of 7

,
.i

il' r



1. The details of study budget sharing in INR is As follows :

o 100 % Study Payment will be paid to ACRS ftom Sponsor/CnO for each study.

o 60 % Srudy Payment will be paid to Hospital /Principal Investigator from ACRS.

. 40 % Study Payment Fees will be paid to ACRS.

o IOO % CRC fees will be paid to ACRS from Sponsor/CRo.
. Addruonal25 04 Institutional Overhead wilt be paid from ACRS (if applicable)

o 
*::#,"i3,:11 ff .:i;iffi:#i;x;:,Y;L:? [ l,? #: ffi :i 

M a n a ge m e n'[ c h ar ge s

(Note: Hospital lPrincipal Investigator should provide dedicated working Printer, Stationary, Electriciry,

Working place, Internet connection faciliry to our study team.)

I. Termination of Agreement
1. Ttus Agreement shall be terminated by mutual agreement by gi-.itg Si"ty (60) days prior written

notice by eithet parq after the completion of any ongoing trials.

J. Permission to use Personal Infotmation ot Statement
For good consideration, the undetsigned authorrzes SMO and its assigns to use, publish ot reprint in
whole or part any basic information about my identity, practice, and participation in clinical tesearch

including any specific details of my clinical research that do not conflict with a pteviously conttacted
privacy agreement.

The two parties shall consult with each other and mediate any disputes which may arise about the

contract. If all attempts fail, the two parties can appeal to the otg rrLz^tion of atbittation in judicial

court of the State of Pune, MH, India.

t
:i

4|!

Authorized Signature:

Name:

Tide:

Date:

\X/itness Signatute:

Witness Name:-

Title:-

Date:-

Hospital Name:- Ikon Multispecialty Hospital, Rose I Hospital Namei Ikon Multispecialty Hospital,
Park, Majnu Hill Rd, opp. Baba Auto Cate, I Rose Patk, Mainu Hill R6 opp. Baba Auto Cate,
Shatabdi Nagat, Cidco, Auiangabad, Maharashtra I Shatabdi Nagat'j Cidco, Autangabad,
431.001, INDIA Maharashtra 43L00L. INDIA
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Ardent Clinical Reseatch Services, Pune

1) Signature:

Narne: -Mr. Chandu Devanpally

Dhole Patil Road, Pune-L(, MH, INDIA

2) Signature

Name:- Mts. P tanial Ausekar
Title: - Head-Operations & Ptoject Manager
Date:- OG NrOV. 2D1.t)
SMO:- Ardent Clinical Research Services
Address: offrce rt{o.304, Level-3, Gagan r{apital Building,
Dhole Patil Road, Pun*01, MH, INDIA

Opp o si te l{apil a If o tel,

Opposite lfupila Hotel,

EsS
o

a
(l)

-4r,*o2
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Protocol No. SII-rBCG/COVID-19/IN-01                                              Serum Institute of India 
Pvt. Ltd. 

CLINICAL TRIAL AGREEMENT 
 
THIS CLINICAL TRIAL AGREEMENT (“Agreement”) is made and entered into as of  
2nd day of May 2020 (hereinafter “Effective Date”) by and between: 
 
Serum Institute of India Pvt. Ltd. a company incorporated under Companies Act, 1956 having 
its registered office at 212/2, Off Soli Poonawalla Road, Hadapsar, Pune 411028, India. 
(hereinafter “Sponsor”); 
 
DiagnoSearch Life Sciences Pvt. Ltd. a company incorporated under Companies Act, 1956 
having its registered office at 702, Dosti Pinnacle, Plot No. E-7, Road No. 22, Wagle Industrial 
Estate, Thane- 400604, Maharashtra, India (hereinafter “CRO”), acting on behalf of Serum 
Institute of India Pvt. Ltd. / the Sponsor;  
  
Dr. Tayade Deepak Narayan, MGM Medical College and Hospital,N-6, CIDCO, Aurangabad  
431 003,Maharashtra, India :hereinafter referred to as Investigator;  
 
MGM Medical College and Hospital, a deemed university having its office at N-6, CIDCO, 
Aurangabad 431 003, Maharashtra, India an unit of Mahatma Gandhi Mission (a Charitable 
Trust registered Societies Registration Act and Bombay Public Trust Act)  hereinafter referred to 
as Institution. 
 
WHEREAS CRO is engaged in the business of managing and providing clinical research 
services and related activities and has been appointed by Sponsor to arrange and administer a 
clinical Study entitled:  
 
A Multicenter, Phase III, Double-Blind, Randomized, Placebo Controlled Study to 
Evaluate the Efficacy of Recombinant BCG VPM1002 in Reducing Infection Incidence and 
Disease Severity of SARS-COV-2/COVID-19 Among High-Risk Subject under  Protocol no. 
– SII-rBCG/COVID-19/IN-01, Version 3.0 Dated: 11 April 2020 (“the Protocol”) and has 
entered into an agreement with Sponsor or one of its affiliates concerning the management, 
funding and administration of the Study; 
 
AND WHEREAS Sponsor intends to appoint Investigator relating to the said SII-
rBCG/COVID-19/IN-01, Clinical Study and requires CRO to supervise the services / activities to 
be undertaken by Investigator along with the services provided by CRO to Sponsor.  
  
AND WHEREAS Institution and Investigator have each reviewed sufficient information 
regarding Sponsor’s vaccine viz. SII-rBCG VPM1002 (the “Study Vaccine”), the Protocol for 
the Study and the Investigator Brochure to evaluate their interest in participating in the Study and 
each desires to participate in the Study as more particularly described in this Agreement.   
 
NOW, THEREFORE, subject to the terms, conditions and covenants hereinafter set forth CRO, 
Investigator and Institution agree as follows. 
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Protocol No. SII-rBCG/COVID-19/IN-01                                              Serum Institute of India 
Pvt. Ltd. 

The Sponsor, CRO, Investigator and Institution are sometimes hereinafter individually referred 
to as a Party and collectively as Parties. 
 
Article 1 – The Study 
 
1.1 The Institution and the Investigator undertake to conduct the Study in strict accordance with 

various guidelines and applicable regulatory requirements including but not  limited to (a) 
the current World Medical Association Declaration of Helsinki titled, “Ethical Principles for 
Medical Research Involving Human Subjects;” (b) the current ICH Harmonised Tripartite 
Guideline for Good Clinical Practice (CPMP/ICH/135/95); (c) the current Indian Ministry of 
Health and Family Welfare guideline for good clinical practice titled, “Good Clinical 
Practices for Clinical Research in India;” (d) the current Indian Council of Medical Research 
ethical guideline for clinical research titled, “Ethical Guidelines for Biomedical Research on 
Human Subjects;” (e) the written requirements of all reviewing Institutional Ethics 
Committees and institutional review boards (collectively, the Institutional Ethics 
Committees) (f) Sponsor’s Standard Operating Procedure (SOP)s, if required; Institution’s 
own SOP, the Protocol which is approved by Sponsor, Investigator and the IRB and  a copy 
of which is attached hereto as Schedule A (g) such other guidelines as may be issued by 
Indian Council of Medical Research and Ministry of Health and Family Welfare and (h) data 
privacy laws as may be applicable and subsequent amendments if any, to the above 
guidelines and such other regulations that may be pronounced by a competent authority from 
time to time (hereinafter “Regulatory Requirements”).  It is understood and agreed that, in 
the event of a conflict among any of the Standards, the most stringent Standard shall apply.  
 

1.2 The Investigator hereby certifies and undertakes that s/he is not and has not been debarred 
under the Drugs and Cosmetics Acts 1940, Drugs and Cosmetics Rules, 1945, and any 
legislation in connection with any of the services or work provided hereunder as amended, or 
any other similar legislation, or excluded  by a regulatory authority  from participating  in the  
development or approval of a drug or biological or disqualified by a regulatory authority  as 
a clinical investigator, and that this certification may be relied upon in any applications to 
the Federal Food and Drug Administration for drug approval. Furthermore, the Institution 
and Investigator hereby certify and undertake that they will not use the services of a person 
so debarred, and that such certification can be similarly relied upon. It is understood and 
agreed that this certification imposes a continuing obligation upon the Institution and 
Investigator to notify the CRO/Sponsor of any change in the truth of this certification. 
 

1.3 The Investigator acknowledges and agrees that its obligations set forth herein are of a 
personal nature and that the character, competence and reputation of the Investigator were 
instrumental in the Sponsor’s / CRO’s selection of the Investigator for the conduct of the 
Study. Consequently, it is agreed that the Investigator may not in any way transfer, cede or 
assign, directly or indirectly, the rights granted herein to any third party.  If Investigator 
should become unwilling or unable to conduct the Study, the Institution shall consult with 
the CRO regarding the appointment of a new principal investigator. In such an event, CRO 
shall supervise the services / activities undertaken by new principal investigator relating to 
the Study along with the services provided by CRO to Sponsor. If both Parties cannot agree 
on a substitute, all further enrolment of subjects into the Study shall immediately cease and 
decision on the continuation of subjects already recruited in the Study will be taken jointly 
by CRO & Sponsor on a case to case basis. However, it is agreed between the Parties that, 
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Protocol No. SII-rBCG/COVID-19/IN-01                                              Serum Institute of India 
Pvt. Ltd. 

the outgoing Investigator shall be liable and responsible for all his acts, deeds, actions, 
omissions, and liabilities arising there from, during the period he / she acts as a Principle 
Investigator.  

 
1.4 The Institution and the Investigator undertake to conduct the Study in an efficient and 

professional manner under the provisions of this Agreement and will use their best efforts to 
complete the Study within the time period agreed between the Parties.  

 
1.5 Parties agree to coordinate the day-to-day management of the Study with each other and to 

comply with and perform their respective responsibilities and activities as set forth in this 
agreement. 

  
1.6 CRO will act as a contact point for the Investigator, Institution and Sponsor, regarding any 

issue which may arise in the implementation of the Study.  
 
1.7 Before commencing the Study, within seven (7) business days the Investigator will seek 

approval to conduct the Study from the IRB and shall obtain consent as per applicable local 
regulations of all Study Subjects (or, if permitted their legal representative) who participate 
in the Study, including consent to allow Sponsor and its Affiliates (hereinafter defined) to 
access personal and medical information as necessary to monitor the Study or to receive and 
use Study data. Investigator must deliver to the Sponsor/CRO the written approval for the 
conduct of the Study, the approved informed consent form and the terms of the Protocol 
from the IRB. Sponsor may terminate this Agreement under Article 9 (Term and 
Termination; Effect of Termination) upon the failure of the Investigator to seek the 
aforementioned approval from IRB. In this Agreement “Affiliate” means any entity that 
controls, is controlled by, or is under common control with the party being referred to.  In 
this context, “control” shall mean (1) ownership by one entity, directly or indirectly, of at 
least fifty  percent (50%) of the voting stock of another entity; or (2) power of one entity to 
direct the management or policies of another entity, by contract or otherwise;  

 
1.8 The Sponsor/CRO is under no obligation to release Study Vaccine or any other related 

supplies as defined in Protocol to the Investigator unless and until satisfactory proof of IRB 
approval is submitted to the CRO. 

 
1.9 The Investigator and Institution hereby warrants that they: 
 

(a) shall use Study Vaccine only to conduct the Study in accordance with the Protocol; shall 
not chemically, physically or otherwise modify Study Vaccine, unless specifically 
required to do so by the Protocol; and shall handle, store, ship and dispose of Study 
Vaccine with appropriate care and in compliance with manufacturer’s instructions in 
writing or over an email  and all applicable local, state and federal laws, rules and 
regulations, including, but not limited to, those governing hazardous substances.   

 
(b) shall not charge any Study subject or third-party payer for Study procedures required by 

the Protocol that are paid for by CRO/Sponsor under this Agreement or for any Study 
Vaccine that is provided or paid for by CRO/Sponsor. 

 
(c) received a copy of the Investigator Brochure and has read and understood its contents. 
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Protocol No. SII-rBCG/COVID-19/IN-01                                              Serum Institute of India 
Pvt. Ltd. 

 
(d) shall prepare, document and maintain records and case histories on the case report form 

supplied by the CRO, retain such data and records after completion of the Study, and 
obtain advance informed consent from each of the subjects, or their duly authorized 
representatives, as defined in the Protocol participating in the Study (hereinafter 
“Subjects”). 

 
(e) shall administer the preparation of laboratory tests for shipment (e.g., centrifuge, 

freezing, packing, labeling) and arrange for courier services with respect to the shipment 
of biological samples (e.g., completion of shipment forms, ensure the relevant shipment 
procedure and safe delivery of the shipment); 

 
(f) shall report adverse events and serious adverse events as required by the regulation in 

force and amended from time to time.  The definition of 'Adverse Events' and 'Serious 
Adverse Events' and the reporting procedure are included in the Protocol, which shall be 
followed for such reporting. 

 
(g) agree to inform Sponsor / CRO promptly if they become aware of material non-

compliance with the Protocol, ICH Good Clinical Practices, or any applicable laws, rules 
or regulations; incomplete or inaccurate recording of data; or any significant misconduct 
or other matters of concern relating to the performance of the Study at Institution. 

 
1.10 Any change, amendment or modification to this Agreement or any Schedule hereto must 

be authorized in witting by all Parties. Provided however those changes to the Protocol may 
be made (i) in accordance with procedures outlined in the Protocol, or (ii) with the 
agreement of the Investigator, Institution and Sponsor. Any changes to the Protocol shall be 
accompanied by such notification, review and/or approval of the IRB as may be required by 
applicable law and/or the Protocol. The Institution and the Investigator shall not consent to 
any change in the Protocol requested by the relevant IRB without the prior written consent of 
CRO or SPONSOR. 

 
1.11 The Investigator may appoint such other individuals as she/he, in accordance with 

applicable law and/or the Protocol, may deem appropriate as sub-investigators to assist in the 
conduct of the Study (such other individuals are collectively referred to hereinafter as “Sub-
investigators”). All such Sub-investigators must be approved by CRO / Sponsor and copies 
of their curriculum vitae and other regulatory documentation as required (such as financial 
disclosure forms) forwarded to CRO/ Sponsor. The Investigator shall be responsible for 
leading any such team of Sub-investigators, and shall ensure that such Sub-investigators are 
properly qualified and licensed. 

 
1.12 The Institution and the Investigator shall keep appropriate records of Study Vaccine 

received, dispensed, used, and returned to pharmacy/storage (and returned to CRO/Sponsor) 
in accordance with Regulatory Requirements. 

 
1.13 Institution and Investigator agree that Sponsor / CRO may make public the names of the 

Investigator and the Institution as part of a list of Investigators and Institutions conducting 
the Study when making either protocol or results summary register postings.   Institution and 
Investigator agree that Sponsor may make public the amount of funding provided to 
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Protocol No. SII-rBCG/COVID-19/IN-01                                              Serum Institute of India 
Pvt. Ltd. 

Institution by Sponsor for the conduct of the Study and may identify Institution and 
Investigator as part of this disclosure. Investigator agrees that, if Investigator, consistent with 
the terms of this Agreement, speaks publicly or publishes any article or letter about a matter 
related to the Study or Study Vaccine or that otherwise relates to Sponsor, Investigator will 
disclose that he/she was an investigator for the Study. 

 
1.14 The CRO/ Sponsor shall provide, without cost, sufficient amounts of the Study Vaccine 

to conduct the Study. The Institution and Investigator may not use or dispose of the Study 
Vaccine in any way other than as specified in the Protocol. 

 
1.15 Institution agrees that any nationally-licensed medicinal products that are not the subject 

of the Study but are required for the routine care of a Study subject during and after the 
Study for the disease or condition to which the Study relates are expected to be available to 
the Study subject and funded through the usual operations of the local healthcare system 
independently from the Study and without expectation of support from CRO and/or Sponsor. 

 
1.16 Institution/Investigator agree to record all side effects including laboratory abnormalities, 

whether serious or not, of which they may become aware in the appropriate Case Report 
Forms (CRFs) and in medical files of the subjects in accordance with the requirement set out 
in the Protocol.  

 
1.17 Upon reasonable notice and at reasonable times, Institution and the Investigator shall 

permit representatives of the CRO and/or the Sponsor  to examine their representative 
facilities, to validate case reports against original data in their files, to make copies of 
relevant records and monitor the work performed hereunder, and to determine the adequacy 
of the facilities and whether the Study is being conducted in compliance with this 
Agreement, and Regulatory Requirements. CRO/Sponsor representative should also be 
permitted to review the relevant financial documents related to the Study including but not 
limited to quotations, invoices, employee agreement, salary slips, attendance records, subject 
compensation logs, annual maintenance contract (applicable for instruments, equipments 
being used in the Study)  agreements, physical verification of assets. 

 
Article 2 – Compensation 
 
2.1 All payments will be made by CRO/Sponsor as per payment schedule provided in schedule B 
hereto and assumptions provided thereunder. 
 
2.2 The Parties hereby agree and covenant that Investigator / Institution will directly issue 
invoices to Sponsor which will be certified by CRO.  The Parties agree that CRO shall act as a 
pure agent of Sponsor and facilitate payments to be made to the Investigator / Institution.  
Invoices shall be addressed to CRO and be sent at the following addresses: 
 

  DiagnoSearch Life Sciences Pvt. Ltd. 
                                         702, Dosti Pinnacle, Wagle Estate   
                                         Thane – 400 604, India  
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Protocol No. SII-rBCG/COVID-19/IN-01                                              Serum Institute of India 
Pvt. Ltd. 

2.3 All amounts payable to the Investigator / Institution will be subject to Tax Deduction at 
source as required by the relevant tax provisions 
 
2.4  It is understood that Sponsor enjoys exemption from GST by claiming status of Special 
Economic Zone (SEZ) unit and accordingly invoices will be raised without levying GST. 
Further, as per Rule 96A of Central Goods and Service Tax Act, 2017 Parties agree that: 
 
(i)   If invoices issued by CRO, Investigator and Institution are without levying GST, then such 
invoices shall specifically mention - “Supply to SEZ Unit or SEZ Developer for Authorised 
Operations under Bond or Legal Undertaking without payment of Integrated Tax (LUT)” 
Every such invoice must also mention the GSTIN No. 27AABCS4225M2Z6 of our SEZ unit 
and ARN no for LUT.   
  
(ii)  However, if CRO, Investigator and Institution opt to levy GST, then such invoices shall 
specifically mention - “Supply to SEZ Unit or SEZ Developer for Authorised Operations on 
payment of Integrated Tax. The Integrated Tax paid will have to be claimed as refund and 
Sponsor will not reimburse GST paid.” Further these invoices should also mention GSTIN No 
27AABCS4225M2Z6 of our SEZ unit.  
 
(iii) However, the Sponsor shall reimburse the amount including but not limited to tax liability, 
interest and penalty thereon imposed on CRO/Investigator/Institution by any competent 
authorities arising out of breach, action, inaction or failure to comply with provisions of Central 
Goods and Service Tax Act by Sponsor.   
 
2.5 The payment shall be made in either by electronic transfer to the beneficiary account details 
given below or  cheques should drawn by the CRO and be made payable to MGM Medical 
college, Aurangabad and delivered to the following address 
 
Clinical research unit, Department of pharmacology 4th floor MGM medical college and 
Hospital N-6 Cidco Aurangabad-431003, MH, India 
 

Beneficiary Name MGM Medical college ,Aurangabad 
 Bank Name: IDBI bank 

 Bank Address Adalat Road Branch,Survey No.20292,Ratnaprabha 
Building Kesarsinghpura Opp.LIC Bld.Aurangabad 

 Branch Adalat Road Branch 
 Beneficiary Account No. 0376104000000107 
TAX ID NUMBER (PAN) AAATM4256E 
IFSC Code  IBKL0000376 

 
Article 3 – Institution Staff and Facilities 
 
3.1 The Institution acknowledges that all payments for all necessary laboratory and other 
facilities, equipment, supplies (other than the Study Vaccine), and physicians and clinical 
support staff required to discharge its obligations under this Agreement are provided for in the 
compensation schedule as provided in Schedule B. Institution shall ensure that all such facilities 
and staff are arranged to support the Study. 
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Protocol No. SII-rBCG/COVID-19/IN-01                                              Serum Institute of India 
Pvt. Ltd. 

 
3.2 All matters, terms and payment of compensation, benefits and other conditions of 
engagement of any nature for the Investigator, any Sub-investigators and any support staff used 
in the Study shall be solely a matter between the Institution and such individuals, regardless of 
whether such individuals are considered employees, agents or independent contractors of the 
Institution and no amounts payable by CRO under this Agreement shall be considered to be a 
salary payment by CRO or Sponsor to Investigator, sub-investigator or support staff. All 
Institution/Investigator staff performing Services under this Agreement shall at all times be 
employed or engaged by Institution/Investigator and shall not be employees or subcontractors of 
CRO or Sponsor.  Accordingly Institution/Investigator shall deal with all issues relating to the 
employment or engagement of the Institution/Investigator staff including without limitation: 
payment of salary and any employment-related benefits; deduction of all Pay As You Earn, 
National Insurance and any other employee-related taxes and contributions; disciplinary and 
performance issues; grievances; issues relating to a member of staff’s ill health; and issues 
relating to a member of staff’s terms and conditions of employment or engagement 
 
3.3 The Investigator and the Institution will take appropriate steps to inform each physician, 
Study staff of the terms of this Agreement, obtain their agreement to abide by the terms and 
conditions of this Agreement and ensure that those persons comply with the terms and conditions 
of this Agreement. “Study Staff” mean the individuals providing services under the supervision 
of the Investigator with respect to the conduct of the clinical study, including without limitation 
sub-investigators, study coordinators, and other trial Site employees, agents, any support staff 
etc. 
 
Article 4 – Reports 
 
4.1 The Investigator will maintain accurate and complete records in accordance with Regulatory 
Requirements and the Investigator will comply with all reporting requirements contained in the 
Protocol/SOPs/any other Sponsor’s specification. The Investigator will provide the 
CRO/Sponsor with copies of all reports provided to the Investigator’s IRB/IEC. 
 
4.2 The Investigator shall keep the CRO advised of the status of the Study via periodic reports, 
which are to be transmitted via electronic means or other mutually agreeable      method. The 
frequency of reports shall be mutually agreed to by both Parties. If required by the Sponsor, there 
shall also be a final report of the Study presented to the CRO/Sponsor. 
 
4.3 All case report forms and other reports submitted to the CRO and all data including Study 
Data generated under this Agreement shall be the property and Confidential Information of the 
Sponsor and may be used by the Sponsor for any purpose without further obligation or liability 
to the Institution and/or the Investigator.  
 
4.4 The Institution and the Investigator shall provide such expense statements/reports to Sponsor 
as CRO/Sponsor may request, on such forms as Sponsor may supply or as Sponsor may approve. 
During the time the Study is being conducted and for one year thereafter, Investigator and each 
sub-investigator shall update such forms promptly and provide the same to the Sponsor/CRO 
as may be requested by Sponsor and whenever any material changes occur in the information 
disclosed by the previous forms. 
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4.5 A Subject’s individual medical records shall remain the property of the Investigator / 
Institution. The Investigator will, where duly authorized or where allowed by law, provide or 
make such medical records and individual Subject data available to the CRO / Sponsor and 
governmental agencies. 
 
4.6 Institution shall make and retain records regarding the Study as required by the Protocol, 
applicable law or regulation, or ICH/GCP Guidelines, and in accordance with Institution’s 
standard archiving procedures. Institution will retain such records for a minimum of fifteen (15) 
years from conclusion of the Study.  Thereafter, Institution will contact Sponsor prior to any 
destroying such records and will retain the records if requested by Sponsor.  
 
4.7 The Investigator agrees not to provide the Study data to any third party or to use the Study 
data in any way without the Sponsor’s prior written consent. The Investigator also agrees to not 
identify, Subjects in order to benefit research conducted or sponsored by any third party, without 
the Sponsor’s prior written consent. 
 
4.8 All Study Data and reports and any other information that generated, provided to and created 
by Investigator or Institution, in the performance of their duties hereunder remain the property 
and confidential information of Sponsor at all times. The Parties hereby agree that, subject to the 
applicable laws and requirements and each Party’s rights and obligations under this Agreement, 
Sponsor shall be the sole owner of all the information mentioned above and shall have the 
unrestricted right during and after the term of this Agreement, to use the same for any purpose; 
“Study Data” shall mean all records and reports, (other than Study Subject’s medical records), 
generated, collected or created pursuant to or prepared in connection with the Study including, 
without limitation, reports (e.g. CRFs, data summaries, interim reports and the final report) etc. 
 
Article 5 – Inventions 
 
5.1 The Institution and Investigator hereby acknowledge and agree that Sponsor shall own all 
right, title and interest in and to the Protocol, all intellectual property rights arising from the 
Study including but not limited to  reports, discoveries, data, inventions, developments, 
structures, designs, protocols, biochemical strategies, biological materials, formulations, 
compositions, analytic methodology, chemical and quality control procedures, devices, know-
how, technologies, techniques, systems methods, products, processes, algorithms, concepts, 
formulas, processes, ideas, writings, trade names, business names, logos, design marks or other 
proprietary marks, technical research, development and manufacturing data, trade secrets or 
utility models in any stage of development, whether or not patentable and whether or not reduced 
to practice, and all improvements, modifications, derivative works from, other rights in and 
claims related to, any of the foregoing and whether or not made, discovered, conceived, 
invented, originated, devised or improved by the Institution, Investigator , Sub investigator and 
Study Staff  in the performance of the Study or relating to the Study Vaccine or  which 
incorporate Sponsor’s confidential Information (collectively, the “Inventions”), and the 
Institution and Investigator hereby expressly and irrevocably assign, and will cause Sub-
investigators and Study Staff to assign, to the Sponsor, all right, title and interests that  they may 
have in any such Inventions without payment of additional consideration. 
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5.2 The Investigator shall promptly disclose to the CRO/Sponsor in writing any and all 
Inventions generated pursuant to this Agreement and undertake not to use such Inventions than 
for the purposes of this Agreement without the prior written consent of the Sponsor.  
 
5.3 If CRO/Sponsor requests, Institution  and Investigator shall  execute, and will cause the Sub 
investigators and Study Staff to execute,  any instruments or testify as Sponsor deems necessary 
for Sponsor and/or  Sponsor’s Affiliates to draft, file, and prosecute patent applications, defend 
patents, or to otherwise protect Sponsor 's interest in the Inventions .  CRO/Sponsor will 
reasonably compensate Institution and/or Investigator (as applicable) for the time devoted to 
such activities and will reimburse Institution and or Investigator (as applicable) for reasonable 
and necessary expenses incurred. The Institution and the Investigator hereby grant to Sponsor an 
exclusive, worldwide, irrevocable, non-restrictive and full royalty free license under such 
Inventions to exploit the same for any purpose whatsoever. 
 
5.4 The obligations of this Section shall survive termination of this Agreement. 
 
Article 6 – Publication; Publicity  
 
Except as otherwise expressly agreed between the Parties, Institution and Investigator agree that 
they will not issue nor allow their employees, sub-investigators or representatives to issue or 
disseminate any press release or statement, nor any communication of information regarding the 
Study, written or oral, to the communications media or any third party without the prior written 
consent of Sponsor.  Additionally, all announcements or publicity concerning the Study, or this 
Agreement by Institution or Investigator may be approved by the Sponsor, at its sole discretion. 

The Institution and the Investigator agree not to publish any Study related material, including the 
Results, other than in accordance with this Section 6. 
 
Article 7 - Confidential Information 
 
7.1 In connection with the performance of Study services, CRO and/or Sponsor may provide, or 
have provided, certain Confidential Information (hereinafter defined) to Institution and 
Investigator solely for the purpose of enabling the Institution and Investigator to conduct the 
Study. Institution and Investigator agree not to use, or permit the use of Confidential Information 
except for the performance of this Agreement and not to disclose Confidential Information to 
third parties except as necessary to conduct the Study and under an agreement by the third party 
to be bound by the obligations of this Section.  Institution shall safeguard Sponsor / CRO 
Confidential Information with the same standard of care that is used with Institution’s 
confidential information, but in no event less than reasonable care. 
 
7.2  In this Agreement “Confidential Information” means all information (including, without 
limitation, study protocols, case report forms, clinical data, other data, reports, specifications, 
computer programs or models and related documentation, know-how, trade secrets, or business 
or research plans, processes, procedures) of  Sponsor / CRO or their Affiliates that are:  (1) 
provided to Institution and Investigator in connection with this Agreement or the Study; (2) 
Study data, results, or reports created by Institution, Investigators, Sub-investigators or Study 
Staff in connection with the Study (except for a Study subject’s medical records); and (3) 
cumulative Study data, results, and reports from all sites conducting the Study. 
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7.3 The obligations of confidentiality and limited use under this Section shall not extend to: 
 

(i) any information that is or becomes publicly available, except through breach of this 
Agreement; 

 
(ii) any information that Institution/ Investigator can demonstrate that it possessed prior to, or 

developed independently from, disclosure or development under this Agreement; 
 

(iii) any information that Institution/ Investigator  receives from a third party  (other than 
Sponsor or its Affiliates) which is not legally prohibited from disclosing such 
information; 

 
(iv) a Study subject’s specific medical information, as necessary for the appropriate medical 

care of the subject. 
 

7.4 Notwithstanding any termination of this Agreement the provisions of confidentiality will 
apply for a period of ten (10) years from the date hereof. 
 
7.5 If Institution or Investigator is required by law to disclose certain confidential information to 
statutory authorities then it shall do so based on legal advice from its legal advisors and only to 
the extent required. It shall also intimate the CRO and Sponsor immediately on receipt of such 
disclosure request / notice / order so that CRO / Sponsor can take necessary steps if they wish to 
in order to limit the dissemination of the Confidential information. 
 
Article 8 – Independent Contractor 
 
The relationship of Sponsor, CRO, Institution and Investigator under the Agreement is that of 
independent contractors. The Parties do not intend to create a partnership or joint venture 
employer-employee relationship between themselves. Institution and/or Investigator are not an 
agent of CRO / Sponsor and have no right or authority to bind CRO and/or Sponsor in any 
manner to any agreement or obligation whatsoever. 
 
Each Party shall act solely as an independent contractor and shall have no right to act for or to 
sign the name of or bind the other Party in any way or to make quotations or to write letters 
under the name of the other Party or to represent that such other Party is in any way responsible 
for any acts or omissions of such Party. This Agreement does not in any way create a master and 
servant relationship between Parties. Under no circumstances, the Employees of the Institution 
and Investigator shall be considered as employees of Sponsor /CRO nor shall such relationship 
be considered to exist. 
 
Article 9 – Term and Termination; Effect of Termination 
 
9.1 This Agreement shall commence on the Effective Date and shall, unless sooner terminated as 
herein expressly provided, continue until completion of the Study. 
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9.2 This Agreement may be terminated by the Sponsor or by the CRO acting solely on the 
instructions received from the Sponsor in this behalf, at any time, with or without cause, 
immediately upon notice to Investigator to this effect; a notice by CRO and/or Sponsor that the 
Study is terminated shall also constitute effective notice of termination of this Agreement. 
 
9.3 Upon termination or expiry of this Agreement: 
 
(a) Institution and Investigator will not enroll additional Study Subjects, and will cooperate with 
CRO and Sponsor in the orderly discontinuation of the Study; 
 
(b) the Parties will meet and confer promptly to determine an appropriate phase-out for Subjects 
already enrolled in the Study; 
 
(c) Institution and Investigator shall use reasonable efforts to revoke any financial obligations 
incurred and shall avoid incurring any additional costs in connection with the Study; 
 
(d) Investigator and Institution shall be entitled to receive payment by CRO of any amounts 
accrued as of the date of termination for Study- related work actually performed and expenses 
actually and reasonably incurred; in the event CRO has pre-paid Investigator and/or Institution 
for Study services not yet performed as of the date of termination, Investigator shall promptly 
refund to CRO all such pre-payments; 
 
(e) Investigator and Institution shall deliver to CRO/Sponsor all case report forms and any other 
reports or documentation prepared during the course of the Study, whether completed or not, in 
their possession or under their control; and 
 
(f) Investigator and Institution shall either return to CRO / Sponsor or destroy, in accordance 
with CRO / Sponsor’s instructions and / or the terms of the Protocol, all unused or partially used 
Study Vaccine in their possession or under their control. 
 
(g)  All Confidential Information of Sponsor (except for such records that the Institution and 
Investigator are required by law or regulation to retain) which in the Institution’s  and/or  
Investigator’s possession  shall be promptly delivered  to Sponsor, or at  Sponsor’s discretion  
destroyed with destruction certified in writing. 
 
(h) Institution represents that medical care for the disease or condition to which the Study relates 
is available to Study subjects following the Study in accordance with local standard of care 
through the usual operations of the local healthcare system, and that upon completion of the 
Study, Institution will appropriate transition Study subjects from the Study to such medical care 
or refer Study subjects to a health care provider for such medical care.  
 
(i) No termination hereunder shall constitute a waiver of any rights or causes of action that either 
Party may have based upon events occurring prior to the termination date. Articles 4, 5, 6, 7, 10, 
and 11 shall survive any termination or expiration of this Agreement, as well as any other terms 
which by their intent or meaning are intended to so survive. 
 
 
 

Confidential              CTA _ MGM Medical College And Hospital _ Execution Version                        Page 11 of 34                                                                                                                                  
                  

  
 



Protocol No. SII-rBCG/COVID-19/IN-01                                              Serum Institute of India 
Pvt. Ltd. 

Article 10 – Indemnification 
 
10.1 Sponsor shall defend, indemnify, save and hold harmless the Institution, its directors, 
officers, employees, agents, assigns and the Investigator (each, an “Institution Indemnitee”) from 
any and all liabilities, claims, actions or suits by third parties for bodily injury or death,  that 
arise out of  Institution’s administration of the  Study Vaccine or procedures provided for by the 
Protocol (“Institution Claim”),  provided that  Sponsor shall not indemnify any Institution 
Indemnitee for any Institution Claim to the extent the Institution Claim arose out of: 
 
(a) failure by Institution Indemnitees to conduct the Study in accordance with (i) this Agreement 

and the Protocol, (ii) all written instructions delivered by CRO/Sponsor concerning conduct 
and administration of the Study, (iii) all applicable government laws, rules and regulations 
and (iv) the manner required of a reasonable and prudent clinical investigator or physician; 
and 

(b) the negligence or willful malfeasance of any Institution Indemnitee, or any other person on 
the Institution’s property or under its control, exclusive of CRO / Sponsor employees. 

10.2 Sponsor’s obligations under this Section with respect to an Institution Claim are conditioned 
on: 

(a) Prompt written notification to Sponsor of the Institution Claim so that Sponsor’s ability to 
defend or settle the Institution Claim is not prejudiced; and 

(b) Institution Indemnitees’ agree that  CRO/Sponsor has full control over the defense or 
settlement of the Institution Claim and to fully cooperate with  CRO/Sponsor in the defense 
or settlement of the Institution Claim; provided, that CRO/Sponsor will not settle any such 
Institution Claim under terms that include an admission of fault or wrongdoing by any 
Indemnitee or which requires an Indemnitee to undertake a future course of action without 
that Indemnitee’s written consent to such components. 

 
10.3 Additionally, Sponsor also agrees to compensate as required by the current compensation 
guidelines under the new Drugs and Clinical Trials Rules, 2019), and any amendment or new 
pronouncement notified by the Competent Authority 
  
Notwithstanding clause 10.3, Sponsor shall not stand to pay any medical expenses of any human 
subject in the Study in the event of any adverse reaction arising out of or resulting from: 

(i) A failure to adhere to the terms of this Agreement, Sponsor’s written instructions 
relating to the Study (including the Study Protocol) and/or ICH-GCP guidelines and / 
or all applicable Standards. All the deviation from the Protocol need to be notified to 
Sponsor and CRO. 

(ii) Institute shall be responsible for all the medical management expenses for the injury 
caused by negligent acts or omissions or intentional, reckless or willful malfeasance by 
Investigator, the Institution, or the Study Staff . 

 
10.4 The Investigator, jointly and severally with Institution, will indemnify and hold the CRO, 
the Sponsor  and  their affiliated corporations, successors, directors, trustees, officers, employees 
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and agents harmless from any and all Liabilities suffered by same as a result of a claim asserted 
against same, arising, or are alleged to arise, from; 
 
(a)   negligence or intentional or gross fault on the part of the Institution, Investigator, or any 
other Study staff, personnel involved in the performance of the Study; 
 
(b)   activities contrary to the provisions of this Agreement, including a failure to use the 
Study Vaccine in compliance with the Protocol or to adhere to the terms of the Protocol; 
 
(c)   the Investigator’s failure to obtain IRB review and approval; 
 
(d)   the Investigator’s failure to obtain proper written informed consent from the Subjects; or 
 
(e)   a breach of any applicable laws by the Institution, Investigator, or any other Study 
personnel involved in the performance of the Study. 
 
In the event a claim or action is or may be asserted, an Institution Indemnitee shall have the right 
to select and to obtain representation by separate legal counsel.  If an Institution Indemnitee 
exercises such right, all costs and expenses incurred by such Institution Indemnitee for such 
separate counsel shall be fully borne by the Institution Indemnitee; provided, that without 
CRO/Sponsor prior written consent, the Institution Indemnitee shall make no admission to, or 
any settlement or agreement with, any person or party who is in any manner related to the 
Liabilities for which indemnification may be sought. 

The obligations of this section shall survive termination of this Agreement. 

 
Article 11 – Limitation of Liability 
 
Except for as provided in 10.1 and 10.3, whether attributable to contract, tort, warranty, 
negligence, strict liability or otherwise, Sponsor/CRO’s liability for any claims, damages, losses 
or liabilities arising out of or related to this Agreement or the Services performed hereunder shall 
not exceed the amounts paid by CRO to Investigator and/or Institution for Services under this 
Agreement. 
 
IN NO EVENT SHALL EITHER PARTY BE LIABLE HEREUNDER FOR ANY INDIRECT, 
INCIDENTAL, CONSEQUENTIAL, PUNITIVE OR SPECIAL DAMAGES (INCLUDING 
BUT NOT LIMITED TO LOST PROFITS AND LOSS OF USE OF FACILITIES) 
SUSTAINED BY THE OTHER PARTY OR ANY OTHER INDIVIDUAL, THIRD PARTY 
OR OTHER ENTITY FOR ANY MATTER ARISING OUT OF OR PERTAINING TO THE 
SUBJECT MATTER OF THIS AGREEMENT. THE PARTIES EXPRESSLY 
ACKNOWLEDGE THAT THE FOREGOING LIMITATIONS HAVE BEEN NEGOTIATED 
BY THE PARTIES AND REFLECT A FAIR ALLOCATION OF RISK. 
 
Article 12- Insurance 
 
12.1 Sponsor Insurance: Sponsor shall at all times during the term of this Agreement obtain and 
maintain at its own cost and expense, clinical trial insurance policy, with respect to its activities 
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hereunder as required by the laws of India or laws as per the country where the clinical trial shall 
be conducted. Such insurance shall be placed at commercially appropriate levels of insurance. 
 
12.2 Institution Insurance: Institution shall maintain medical professional liability insurance with 
limits in accordance with the laws of India or laws of the country where the clinical trial shall be 
conducted, for each medical professional involved in the Study or require that each medical 
professional maintain such insurance. 
 
12.3 Evidence of Insurance: Upon request, Sponsor and Institution respectively, will provide to 
each other a certificate of insurance evidencing such coverage. 
 
Article 13 - Human Rights 
 
Institution represents that, with respect to employment and conducting the Study under this 
Agreement, Institution will comply with all applicable human rights/employment laws /labour 
laws, including but not limited to compliance with rules and regulations governing child labor, 
forced labor, safe and healthy work place, minimum wages, employee non-discrimination etc. 
 
Article 14 - Anti-Bribery and Anti-Corruption 
 
The Institution and Investigator represent and warrant that they shall not, directly or indirectly, 
take any action which would cause them, or   their employees and sub-investigators to be in 
violation of any anticorruption or anti-bribery law or regulations applicable to the Investigator 
(“Anticorruption Laws”). 
 
Article 15 – Equipment  
 
With respect to any equipment (“Loaned Equipment”)  provided to Institution by CRO or 
Sponsor exclusively to perform the Services pursuant to this Agreement  Institution agrees that 
no title to nor any proprietary rights related to the Loaned Equipment is transferred to Institution, 
that the Loaned Equipment will be used only for the Study and only as described in the Protocol 
and any other written directions provided by CRO/Sponsor, that the Loaned Equipment will not 
be transferred by Institution to the possession of any third party without the written consent of 
CRO/Sponsor, and that, at the completion of the Study or at CRO’s/Sponsor’s request, Institution 
will return the Loaned Equipment and all related training materials and documentation to CRO 
/Sponsor. 

 
(a) Investigator and Study Staff will attend scheduled training to use the Loaned Equipment 

following reasonable advance notice of scheduling. The Loaned Equipment will be kept in a 
safe and secure location and Institution will be responsible for any theft, damage, or loss to 
the Loaned Equipment other than normal wear and tear.  Institution will be responsible for 
arranging and paying for any required electricity supply, backup power supply, internet 
connection, telephone line, and/or facsimile line as necessary to use the Loaned Equipment. 
Institution shall also be responsible for maintenance cost and annual calibration cost which is 
required to keep the loaned equipment in a working condition.  If the Institution fails to 
return the Loaned Equipment within the timeframe specified by CRO/Sponsor, the Institution 
will be responsible for reimbursing CRO/Sponsor for any penalties, late fees, and/or 
replacement costs. 
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(b) Institution acknowledges that the Loaned Equipment may involve valuable patent, trademark, 

trade name, trade secret, and other proprietary rights of the Loaned Equipment manufacturer.  
Institution will not violate and will take appropriate steps and precautions to ensure that those 
with access to the Loaned Equipment do not violate these proprietary rights, including, 
without limitation: 

 
(i) not removing any label or notice of Loaned Equipment ownership or other rights, 
(ii) not making any copy, reproduction, changes, modification, or alteration of any 
 software or firmware included with the Loaned Equipment or 
(iii) not disassembling or decompiling any such software or firmware or otherwise   
 attempting to discover any source code or trade secret related to such software or 
 firmware. 

 
Article 16 – Force Majeure and Delays 
 
In the event either Party shall be delayed or hindered or prevented from the performance of any 
act required hereunder by reasons of strike, lockouts, labor troubles, failure of power, restrictive 
government or judicial orders, or decrees, riots, insurrection, war, Acts of God, inclement 
weather or other similar reason or cause beyond that Party’s control, then performance of such 
act (except for the payment of money owed) shall be excused for the period of such delay; 
provided the Party provides notice of the existence of and reason for such nonperformance or 
delay in specific detail. In the event of a delay for a consecutive of 90 days, the non-affected 
Party will have right to terminate this Agreement by serving written notice to the other Party. 
 
Article 17 – Applicable Law 
 
This Agreement shall be construed, governed, interpreted, and applied in accordance with the 
laws of India and dispute under this Agreement  and shall be subjected to the exclusive 
jurisdiction of courts of the City of Pune without regard to its conflict of laws provisions. 
 
Article 18 - Recordkeeping and Regulatory Inspection: 
 
18.1 Throughout the term of this Agreement, Institution/Investigator shall maintain and 
Investigator shall require Study Staff to maintain the complete and accurate books and records 
(including scientific, clinical and financial records) pertaining to all work performed and 
expenses incurred hereunder in connection with the Study and preserve them as per the 
directions of Sponsor/CRO for a minimum of fifteen (15) years from the date of completion of 
the Study or termination of this Agreement, whichever is earlier, or such longer period as 
required by the Protocol and the applicable  laws and requirements. Archival of these records 
will be with Institution. Sponsor and its representatives shall have access to these records during 
the period of 15 years stated above. If required, Institution shall provide the copies of these 
records to Sponsor. 

18.1.1 Sponsor or its designee shall have the right upon prior written notice to have their 
representatives review and copy all books and records of Investigator, the trial Site and the Study 
Staff relating to the Study, including without limitation books and records relating to any funds 
expended hereunder in connection with the  Study. In each case access to such books and records 
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shall occur during regular business hours (or such other agreed time) following reasonable notice 
to Institution whose records are sought for review.   

18.1.2 Sponsor or its designee upon reasonable advance notice, and during regular business 
hours (or such other agreed time), shall have the right to access the trial site to carry out 
Sponsor’s rights and obligations hereunder and to inspect such trial site’s facilities used in the 
conduct of the Study. The Parties agree to maintain the confidentiality of any subject-identifiable 
medical records should such information be made accessible under this Article 18.1.2. 
 

18.2 The Investigator/Institution shall notify the Sponsor/CRO immediately by telephone or 
facsimile in case they receive any communication from Food and drug Administration or any 
other governmental or regulatory body with regard to Inspection/Audit of the Institution’s 
facility relating to the Study during the term of this Agreement and shall allow CRO/Sponsor to 
be present at the inspection or participate in any response to the action, and  provide to 
Sponsor/CRO copies of all materials correspondence, statements forms and records which the 
site receives, obtains or generate pursuant to any such Inspection. Investigator and Institution 
agrees to promptly take any reasonable actions requested by CRO/Sponsor to cure deficiencies 
noted during an inspection or audit. 
 
Article 19 – Electronic Record and Electronic Signature 
 
Investigator/ Institution acknowledges that Electronic Records (defined hereinafter), Electronic 
Signatures (defined hereinafter), and handwritten signatures executed to Electronic Records, 
utilized for capturing study related data and for performing services under this Agreement, will 
be trustworthy, reliable, and are equivalent to paper records and handwritten signatures executed 
on paper.  
 
As defined in 21 CFR Part 11 “Electronic record” shall mean any combination of text, graphics, 
data, audio, pictorial, or other information representation in digital form that is created, modified, 
maintained, archived, retrieved, or distributed by a computer system. “Electronic signature” shall 
mean a computer data compilation of any symbol or series of symbols executed, adopted, or 
authorized by an individual to be the legally binding equivalent of the individual's handwritten 
signature. 
 
Investigator/ Institution shall remain accountable and responsible for actions initiated under its 
Electronic Signature. 
 
Article 20 – Representations and warranties 

The Parties each represent and warrant that the execution, delivery and performance of this 
Agreement does not conflict with, violate or breach any agreement to which it is a party and no 
Party will enter into any, agreements, assignments or encumbrances binding on it or its 
respective Affiliates inconsistent with the provisions of this Agreement. 
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Article 21 - Assignment: 
  

No Party may assign this Agreement or any interest hereunder without the prior written consent 
of other Party; provided, however, that Sponsor may assign this Agreement to any corporation 
with which it may merge or consolidate or to which it may sell all or substantially all of its assets, 
without obtaining the prior written consent of Institution. In the event of any assignment by any 
Party permitted under this Agreement, such assignment will be effective only if (i) the assignee 
has the requisite power, authority and capability to fulfill all obligations of the assignor Party 
under this Agreement and (ii) such assignee agrees in writing to other Party, in a form reasonably 
acceptable to the other Party, to fulfill all obligations and liabilities of the assignor Party under 
this Agreement. Each Party will promptly notify other Party of any such assignment. To the 
extent permitted above, this Agreement shall be binding upon and inure to the benefit of the 
Parties and their permitted successors and assigns. 

Article 22 – Severability 
 
If any provision(s) of this Agreement should be illegal or unenforceable in any respect, the 
legality and enforceability of the remaining provisions of this Agreement shall not be affected. In 
the event that the terms and conditions of this Agreement are materially altered as a result of this 
Article 20, the Parties will renegotiate the terms and conditions of this Agreement to resolve any 
inequities, adhering as closely as possible to the original intent of the Parties. 
 
Article 23 – Waiver / Modification of Agreement 
 
No waiver, amendment, or modification of any of the terms of this Agreement shall be valid 
unless in writing and signed by authorized representatives of all Parties. Failure by a Party to 
enforce any rights under this Agreement shall not be construed as a waiver of such rights, nor 
shall a waiver by a Party in one or more instances be construed as constituting a continuing 
waiver or as a waiver in other instances. 
 
Article 24 – Miscellaneous 
 
24.1 Institution will obtain written consent from staff involved in the Study that allows Sponsor, 
Sponsor affiliates, and third party suppliers working for Sponsor or its affiliates to hold and 
process personal data provided with respect to Study Staff anywhere in the world, both manually 
and electronically, for all purposes relating to the performance of this Agreement, for the 
purposes of administering and managing the business activities of any company in the 
SPONSOR group of companies, and for compliance with applicable procedures, laws, and 
regulations. Investigator consents to the use, storage and processing of his/her personal data as 
set out above. 
 
24.2 This Agreement, including the annexed Schedules and Appendices , sets forth the entire 
understanding between the Parties herein, and there are no other understandings or promises, 
written or verbal, not set forth herein, relating to the subject matter hereof and supersedes all 
other prior agreements, discussions whether oral or in writing. This Agreement may not be 
changed or supplemented, except by a writing executed by all Parties. 
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24.3 All legal notices to be given by either Party to the other shall be made in writing by hand 
delivery or by registered or certified mail, return receipt requested or by other method reasonably 
capable of proof of receipt thereof and addressed to the Parties at their respective addresses first 
set forth above to the attention of: 
 
If to the Institution, to:   MGM Medical college and hospital N-6 Cidco 

Aurangabad-431003,MH,India 
 Name: Dr. Rajendra Bohra 
 Designation: Dean 

Address: MGM Medical College and hospital N-6 Cidco 
Aurangabad-431003, MH, India 

 Phone No.: 9225304660 
 Email:  rajbohra@msn.com 
 
If to the Investigator, to:  Dr. Tayade Deepak Narayan 

 MGM Medical College and Hospital N-6 Cidco                        
Aurangabad431003, MH, India 

     Name: Dr. Tayade Deepak Narayan 
 Designation:  Assistant Professor of Community Medicine 

Address: MGM Medical College and Hospital N-6 Cidco                            
Aurangabad431003, MH, India 

 Phone No.: 7776900089 / 8788416747 
     Email: drtayadepsm@gmail.com 
 
If to the CRO, to:                                Name: Mr. Mandar Vaidya, Director - Operations 

 DiagnoSearch Life Sciences Pvt. Ltd 
702, Dosti Pinnacle, Plot No. E-7, Road No. 22,  

                                                            Wagle Industrial Estate, Thane- 400604,  
                                                             Maharashtra, India 

Name: Mr. Mandar Vaidya 
Phone No.: 022 6777 6314  
Email:  mandar.vaidya@diagnosearch.com  
  

If to the Sponsor, to: Dr. Hitt Sharma 
Additional Medical Director 
Serum Institute of India Private Limited 212/2 Hadapsar, 
Pune 411 028, India 

 Phone: 91-20-26602451 
                                                            Facsimile: 91-20-26993921 
 Email: drhjs@seruminstitute.com 
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Protocol No. SII-rBCG/COVID-19/IN-01                                              Serum Institute of India 
Pvt. Ltd. 

SCHEDULE A 
PROTOCOL NUMBER: SII-rBCG/COVID-19/IN-01 

CLINICAL TRIAL PROTOCOL SYNOPSIS 
 
STUDY TITLE A Multicenter, Phase III, Double-Blind, Randomized, Placebo-

Controlled Study to Evaluate the Efficacy of Recombinant BCG 

VPM1002 in Reducing Infection Incidence and Disease Severity of 

SARS-COV-2/COVID-19 Among High-Risk Subjects 

SPONSOR Serum Institute of India Pvt. Ltd.  

CLINICAL RESEARCH 

ORGANIZATION (CRO) 
DiagnoSearch Life Sciences Pvt. Ltd.  

PROTOCOL ID SII-rBCG/COVID-19/IN-01 

CLINICAL DEVELOPMENT 

PHASE 

Phase III 

INDICATION Protection of high-risk population from SARS-CoV-2/COVID-19 

through immune boost/activation by rBCG (VPM1002) vaccination 

NUMBER OF SITES Approximately 40 sites will be initiated to enroll the required 

population  

STUDY POPULATION A total of 5946 male and female adults ≥18 years of age who are at a 

high risk of SARS-CoV-2/COVID-19 infection  

DURATION OF 

PARTICIPATION 

The maximum duration of study participation for a subject will be 194 

days 

STUDY RATIONALE 

Severe acute respiratory syndrome coronavirus 2 (SARS-CoV-2) infection is accelerating globally leading 

to an increase in morbidity and mortality. Although individuals of any age can acquire SARS-CoV-

2/COVID-19, certain individuals are at a higher risk of infection with SARS-CoV-2/ COVID-19. The high-

risk group includes the health care workers (HCW) (physicians and paramedical staff) working amid 

SARS-CoV-2/COVID-19 infected patients and all other people including household contacts of SARS-

CoV-2/ COVID-19 confirmed patients or people currently residing or working in SARS-CoV-2/ COVID-

19 hotspots/outbreak areas where there is a high risk of transmission of COVID-19 infection. Though 

SARS-CoV-2/ COVID-19 infection may cause mild symptoms in many, nearly 14% develop severe 

disease that requires hospitalization and oxygen support, and 5% require admission to an intensive care unit 

(ICU). In severe cases, COVID-19 can be complicated by the acute respiratory distress syndrome, sepsis, 

septic shock and multiorgan failure with an estimated case fatality of 3.5% in China.  

The COVID-19 pandemic is rapidly worsening in all parts of the world, overwhelming health systems. 

There is a serious threat to HCW capacity in a thickly populated country like India. Also, reports from all 
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over the world demonstrate that the disease takes a severe course in the elderly people and people with co-

morbid conditions leading to higher mortality rates. Thus, there is an urgent need to ensure the safety and 

health of existing HCWs and all other people living in SARS-CoV-2/COVID-19 infected areas where there 

is a high risk of disease transmission and find strategies to reduce the incidence, duration and intensity of 

SARS-CoV-2/COVID-19 infection among such population.   

Evidence from experimental studies suggest that Bacille Calmette Guérin (BCG) vaccine has beneficial 

heterologous effects and proven antiviral and immune modulatory properties that protect against infectious 

diseases other than tuberculosis. BCG vaccine can potentiate immune responses to other vaccines through 

induction of trained innate immunity and heterologous adaptive immunity. Based on this evidence it is 

hypothesized that BCG vaccination may induce protection against susceptibility to SARS-CoV-2/COVID-

19 infection. 

VPM1002, a genetically modified BCG vaccine, is being developed with an aim to replace BCG by a 

vaccine that has a better safety profile and superior efficacy. Evidence from pre-clinical and clinical studies 

demonstrate that VPM1002 is safer and more immunogenic. It is therefore anticipated that VPM1002 will 

perform well and may improve the clinical course of SARS CoV-2/COVID-19 infection.  

Even though vaccine manufacturers across the globe have embarked on rapid development, SARS-CoV-2 

vaccines are many months away from widespread availability to the masses. VPM1002 rBCG may act to 

ameliorate disease severity and mitigate transmission. Even moderate individual efficacy can have dramatic 

impact at population level directly by reducing severe disease burden on health systems and possibly 

indirectly by reducing the disease transmission and spread thereby sustaining health systems through this 

crisis, using a safe, affordable and available vaccine. The manufacture of VPM1002 using state-of-the-art 

production methods will help hasten the production of millions of doses in a very short time and thus would 

be beneficial in the current situation.  

Investment in large scale manufacturing will depend on strong evidence of efficacy from randomized 

evaluation. Thus, the current study will evaluate the efficacy of VPM1002 in reducing infection incidence 

and disease severity of SARS-CoV-2/COVID-19 infection including hospital admissions and clinical 

consequences of SARS-CoV-2 infection in the high-risk subjects.  

INVESTIGATIONAL 

VACCINE 

VPM1002  

The active ingredient of the recombinant BCG vaccine, VPM1002 is 

Mycobacterium bovis rBCG ΔureC::hly, freeze-dried and 

standardized to number of viable colony forming units (CFU) of 

mycobacteria per application available as lyophilized cake. After 

reconstitution with water for injection, 1 dose (0.1 ml) contains 

VPM1002, live, 2-8 x 10e5 CFU. 

A single dose of 0.1 ml of the reconstituted vaccine is to be 

administered as an intradermal injection in the arm, over the distal 

insertion of the deltoid muscle onto the humerus (approximately one 
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third down the upper arm) OR lateral to posterior aspect of forearm. 

COMPARATOR  Placebo, 0.1ml 0.9% sodium chloride, will be used as the comparator 

 

PRIMARY OBJECTIVE 1. To reduce the incidence or severity of SARS CoV-2/COVID-19 

infection up to 6 months (180 days) following vaccine 

administration among health care workers (HCW) 

2. To reduce the incidence or severity of SARS CoV-2/COVID-19 

infection up to 6 months (180 days) following vaccine 

administration among other high-risk subjects 

PRIMARY ENDPOINT 1. Number of subjects with laboratory confirmed SARS-CoV-

2/COVID-19 infection among HCWs  
2. Number of subjects with laboratory confirmed SARS-CoV-

2/COVID-19 infection among other high-risk subjects  
3. Number of laboratory confirmed SARS-CoV-2/COVID-19 

infection with severe, critical or life-threatening disease severity 

as assessed by the Investigator among HCWs  
4. Number of laboratory confirmed SARS-CoV-2/COVID-19 

infection with severe, critical or life-threatening disease severity 

as assessed by the Investigator among other high-risk subjects 

SECONDARY OBJECTIVE 1. To reduce the duration of SARS-CoV-2/COVID-19 symptoms in 

HCWs  

2. To reduce the duration of SARS-CoV-2/COVID-19 symptoms in 

other high-risk subjects 

3. To reduce severe SARS-CoV-2/COVID-19 disease outcomes in 

HCWs  

4. To reduce severe SARS-CoV-2/COVID-19 disease outcomes in 

other high-risk subjects 

5. To reduce severe SARS-CoV-2/COVID-19 disease outcomes in 

elderly subjects (≥ 60 years of age)  

6. To reduce severe SARS-CoV-2/COVID-19 disease outcomes in 

subjects with co-morbidities  

7. To assess the safety of VPM1002 when administered as a single 

dose in subjects at a high-risk of disease exposure during the 

SARS-CoV-2 outbreak 

SECONDARY ENDPOINT 1. Duration of SARS-CoV-2/COVID-19 symptoms in HCWs 

2. Duration of SARS-CoV-2/COVID-19 symptoms in other high-
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risk subjects 

3. Severe Disease Outcomes in HCWs:  

● Cumulative incidence of hospital admission among HCWs 

due to documented SARS-CoV-2 infection 

● Cumulative incidence of ICU admission among HCWs due 

to documented SARS-CoV-2 infection 

● Cumulative incidence of requirement of mechanical 

ventilation among HCWs due to documented SARS-CoV-2 

infection 

● Cumulative incidence of deaths among HCWs due to 

documented SARS-CoV-2 infection  

4. Severe Disease Outcomes in other high-risk subjects 

● Cumulative incidence of hospital admission among other 

high-risk subjects due to documented SARS-CoV-2 infection 

● Cumulative incidence of ICU admission among other high-

risk subjects due to documented SARS-CoV-2 infection 

● Cumulative incidence of requirement of mechanical 

ventilation among other high-risk subjects due to 

documented SARS-CoV-2 infection 

● Cumulative incidence of deaths among other high-risk 

subjects due to documented SARS-CoV-2 infection  

5. Severe Disease Outcomes among in elderly subjects (≥ 60 years) 

● Cumulative incidence of hospital admission among elderly 

subjects due to documented SARS-CoV-2 infection 

● Cumulative ICU admission among elderly subjects due to 

documented SARS-CoV-2 infection 

● Cumulative incidence of requirement of mechanical 

ventilation among elderly subjects due to documented SARS-

CoV-2 infection 

● Cumulative incidence of deaths among elderly subjects due 

to documented SARS-CoV-2 infection 

6. Severe Disease Outcomes among subjects with Co-morbidities 

(including hypertension, diabetes mellitus, COPD, asthma, any 

other cardiac conditions) 

● Cumulative incidence of hospital admission among subjects 

with co-morbidities due to documented SARS-CoV-2 

infection 

● Cumulative incidence of ICU admission among subjects with 
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co-morbidities due to documented SARS-CoV-2 infection 

● Cumulative incidence of requirement of mechanical 

ventilation among subjects with co-morbidities due to 

documented SARS-CoV-2 infection 

● Cumulative incidence of deaths among subjects with co-

morbidities due to documented SARS-CoV-2 infection 

7. Incidence of Adverse Events (AE) and Serious Adverse Events 

(SAE) 

EXPLORATORY 

OBJECTIVE 

Immunogenicity analysis will be performed in a subset of 

approximately 500 subjects who provide consent for the same. Blood 

samples will be collected at baseline prior to vaccine administration 

and at 3 months post vaccine administration 

STUDY DESIGN 

This is a placebo controlled, randomized, double blind, adaptive study to evaluate the reduction in infection 

incidence and severity of SARS-CoV-2/ COVID-19 infection among high-risk subjects by enhanced 

trained immune response through VPM1002 vaccine. 

A total of 5946 subjects who fulfil the criteria for high-risk will be enrolled across various hospitals treating 

COVID-19 patients in India. The Investigator/site staff at each site will inform the Health care workers 

(HCWs) about the clinical trial while other high-risk subjects (household contacts or people living or 

working in SARS-CoV-2/ COVID-19 infected areas) will be recruited through contact tracing of confirmed 

SARS-CoV-2/ COVID-19 cases and through posters/advertisements.  

All interested subjects will be requested to download a mobile application/portal designed for the study on 

their smart phone/tablet/laptops and to register themselves. The study has a screening period of up to 14 

days during which subjects who provide informed consent will be assessed for eligibility criteria which 

includes RT-PCR testing to rule out SARS-CoV-2/ COVID-19 infection. Among the household contacts, 

the laboratory sampling to rule out SARS-CoV-2/ COVID-19 infection will be done 14 days after the last 

contact with the confirmed SARS-CoV-2/ COVID-19 patient while in other high risk subjects, the 

laboratory sampling will be performed on the day of screening. The subjects who fulfill all the eligibility 

criteria will be randomized in a 2:1 ratio to receive a single dose (0.1 ml) of either VPM1002 or placebo, 

administered as an intradermal injection. The preparation and administration of the study vaccine will be 

done by designated unblinded personnel who will not participate in any of the clinical study evaluations. 

Considering that India is currently in a lockdown situation, the vaccine administration may happen at the 

study clinic or at the place of isolation of the subject. All the study personnel working with the subjects will 

wear personal protective equipment with adequate gloves as recommended by Indian Council of Medical 

Research (ICMR) and Ministry of Health and Family Welfare (MoHFW). The study vaccine should be 

administered within 48 hours of randomization.  

Post vaccination the subjects will be observed for 20 minutes for any hypersensitivity/anaphylactic 
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reactions.  

While the monthly follow-up visits are telephonic for all subjects, in case of HCWs, these may be clinic 

visits depending on the circumstances (e.g., if they are reporting for their routine duty at the study site). 

Subjects can consult/visit the study site or request for home visit anytime during the study for emergencies 

or any safety concerns. 

Follow-up information must be entered by the subjects regularly. In case the follow-up information is not 

completed within 7 days, subjects will receive reminders via the mobile application/portal and further 

telephonic reminders, if required. In case the subjects do not answer the telephone, information on subject’s 

well-being and symptoms may be obtained from alternate contacts. Additionally, follow-up information 

regarding hospital admission, ICU admission or death will also be retrieved from the hospital.  

The duration of follow-up will be based on the results of interim analysis however the maximum follow-up 

period will be up to 180 days.  

Immunogenicity analysis is planned in a subset of approximately 500 subjects. Immunogenicity samples 

will be collected, from approximately 500 subjects who provide consent for the same, at two time-points, at 

baseline prior to vaccine administration and at the end of at 3 months (± 14 days) post vaccination. Based 

on the circumstances, if necessary, the immunogenicity sampling may be done at subject’s place of 

isolation.   

During the follow-up, if any subject experiences fever AND cough and/or shortness of breath, all attempts 

should be made to obtain a throat (nasopharyngeal and/or oropharyngeal) swab or any appropriate sample 

as directed by the treating physician. Subjects can consult/visit the study site anytime during the study for 

emergencies or any safety concerns. The sample will be collected by trained health care professionals who 

shall wear appropriate PPE with adequate gloves (as recommended by ICMR) while collecting the sample 

from the subject and maintain proper infection control when collecting specimens. 

All treatment protocols for HCW and household contacts as recommended by ICMR and MoHFW will be 

permitted throughout the duration of the study.  

Subjects will receive a notification on the mobile application/portal whenever the study ends and will be 

requested to fill in an end-of- study questionnaire. A subject is considered to have completed the study if 

he/she completes the end-of-study questionnaire. The end of the study is defined as the last subject’s 

completion of end of study questionnaire in the mobile application/portal. 

Interim analyses are planned at 2-monthly intervals during the study to assess the efficacy and futility based 

on which the study will be stopped.  

An independent Data and Safety Monitoring Board (DSMB) will be appointed to review the safety and 

primary endpoint data for efficacy/futility. Safety data pertaining to incidences of SARS-CoV-2/COVID-19 

infections, hospitalizations, ICU admissions and deaths and interim analysis data will be provided to the 

DSMB, at 2-monthly intervals. The DSMB will provide their observations to the sponsor with 

recommendations as to whether there are safety concerns and whether the study should continue without 

change, be modified, or terminated. The DSMB recommendations will be carefully considered by the 
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sponsor. The final decision rests with the sponsor.  

STUDY ELIGIBILITY CRITERIA 

INCLUSION CRITERIA Subjects are eligible to be included in the study only if all of the 

following criteria apply 

1. Male or Female subjects ≥ 18 years of age at high-risk of SARS-

CoV-2/COVID-19 infection 

Subjects with high-risk of infection to COVID-19 cases defined as: 

● Health care workers (physicians, nurses, ward boys, 

paramedical staff) working in direct contact with COVID-19 

patients 

● Other high-risk subjects: 

o House-hold contacts* defined as a resident in the same 

dwelling as a confirmed case of COVID-19 

o People currently residing or working in COVID-19 

hotspots/outbreak areas with a history of contact* with 

suspected or confirmed case of SARS-CoV-2/COVID-19 

infection 

* Definition of contact  

● Face-to-face contact with a suspected/confirmed case (as applicable) within 1 

meter and for more than 15 minutes 

● Direct physical contact with a suspected/confirmed case (as applicable) 

● Direct care for a patient with a confirmed COVID-19 disease without using 

proper personal protective equipment, OR,  

● Other situations as indicated by local risk assessments 

Adapted from WHO Definition [Error! Reference source not found.] 

2. Test negative for SARS-CoV-2 infection (RT-PCR test) at 

screening  

● For House-hold contacts, the sampling should be performed 14 

days after the last contact with the confirmed SARS-CoV-2 

patient and the result should be negative.  

● For HCWs and other high- risk subjects, the sampling can be 

done on the day of screening 

3. Capable of giving informed consent 

EXCLUSION CRITERIA Subjects are excluded from the study if any of the following criteria 

apply 

1. Previous history of Tuberculosis or known active 

Mycobacterium tuberculosis infection  
2. Received BCG vaccine within one year prior to screening 
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3. Fever (≥ 38 ºC/100.4°F) or any other respiratory 

symptoms/illnesses within the past 14 days 
4. Pregnant or lactating women  
5. Women of child-bearing potential not agreeing to use adequate 

contraception 
6. Current active viral or bacterial infection 
7. Expected vaccination during the study period, independently of 

the type of vaccination 
8. Severely immunocompromised subjects. This exclusion 

category comprises a) subjects with known infection by the 

HIV; b) subjects with solid organ transplantation; c) subjects 

with bone marrow transplantation; d) subjects under 

chemotherapy/radiotherapy; e) subjects with primary 

immunodeficiency; g) treatment with any anticytokine therapies. 

h) treatment with oral or intravenous steroids defined as daily 

doses of 10mg prednisolone or equivalent for longer than 3 

months from the time of screening, or probable use of oral or 

intravenous steroids in the following four weeks 
9. Active solid or non-solid malignancy or lymphoma within the 

prior two years 
10. Individuals known to be hypersensitive to any component of the 

vaccine 
11. Eczema or other significant skin lesion or infection at the site/s 

of injection.  

 
12. Any other medical condition which in the opinion of the 

investigator may affect the subject’s safety or study participation 

and conduct 

SAFETY ASSESSMENTS Subjects will be observed for 20-minutes post vaccination for any 

hypersensitivity/ anaphylactic reactions. After this, data regarding 

documented SARS-CoV-2/COVID-19 infections, hospitalizations, 

any other AEs will be obtained via various short questionnaires 

configured in the mobile application/portal. The investigators will 

review the safety data and if required, may call the subject to obtain 

more details or may ask the subject to visit the site for further 

evaluation. 

All AEs and SAEs will be collected from the time of informed consent 
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until the end of study.  

The investigator/designee will report all SAEs, irrespective of 

causality or expectedness to the sponsor, DCG(I) and ethics 

committee (IEC) within 24 hours of occurrence of the SAE.  

SAMPLE SIZE  This is adaptive design based on Bayesian approach. Since sufficient 

data is not available for COVID-19 disease if assumptions change 

then sample size re-estimation can be done. 

For initial sample size calculation, we used Fisher’s exact test for 

testing two independent proportion in terms of Relative Risk (RR) 

[Hazard ratio (HR) for cox proportional hazard model], considering 

following assumptions: 

RR under H1 = 0.7 (30% reduction in incidence of laboratory 

confirmed SARS-CoV-2/COVID-19 infection observed in Other 

High-Risk Subjects / HCWs. Same assumption is used for two 

primary endpoints defined for each strata), 
Power = ~ 90%  

α = 0.0125 (one-sided, adjusted for two primary endpoints analyzed 

for strata: Other High-Risk Subjects) 

Allocation Ratio: VPM1002 group: Placebo group = 2:1 

The study is separately powered in “Other High-Risk Subjects” and 

“HCWs” treating them as strata. 

● Other High-Risk Subjects: 

Assumption - Percentage of “Other High Risk” Subjects in Placebo 

group showing laboratory confirmed SARS-CoV-2/COVID-19 

infection = 20% (same assumption is used for two primary endpoints) 

Thus, for stratum “Other High-Risk Subjects”, the total sample size 

calculated is 2228 evaluable subjects, 1485 in VPM1002 group and 

743 in Placebo group. Considering approximately 10% drop out rate 

we need to randomize 2478 subjects, 1652 in VPM1002 group and 

826 in Placebo group. 

● HCWs 

Assumption - Percentage of HCWs in Placebo group showing 

laboratory confirmed SARS-CoV-2/COVID-19 infection = 15% 

(same assumption is used for two primary endpoints) 

Similarly, for stratum “HCWs” for the total sample size calculated is 

3119 evaluable subjects, 2079 in VPM1002 group and 1040 in 

Placebo group. Considering approximately 10% drop out rate we need 

to randomize 3468 subjects, 2312 in VPM1002 group and 1156 in 
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Placebo group. 

Thus, we require 5946 randomized subjects in two strata distributed in 

2:1 ratio in two groups VPM1002 and Placebo. 

STATISTICAL ANALYSIS Data will be reported quantitatively. Efficacy analyses will be 

performed on FAS population using the intention-to-treat principle.  

Two primary endpoints for each strata are “Number of HCWs / Other 

High-Risk Subjects with laboratory confirmed SARS-CoV-2/COVID-

19 infection” and “Number of HCWs / Other High-Risk Subjects with 

laboratory confirmed SARS-CoV-2/COVID-19 infection with severe, 

critical or life-threatening disease severity as assessed by the 

Investigator”. These endpoints are treated as Time-to-event data. The 

endpoints represent incidence of first laboratory confirmed SARS-

CoV-2/COVID-19 infection with severe, critical or life-threatening 

disease severity as assessed by the Investigator. The events will be 

considered till time point when study is stopped due to decision rule of 

interim analysis or patient is discontinued due to any reason or 

followed up to maximum follow-up of 180 days (6 months follow-up). 

To analyze this endpoint hazard ratio (HR) is calculated and compared 

between VPM1002 vaccine group and Placebo group. Cox 

proportional hazards model will be used treating treatment groups as 

fixed effects and hospital, age, comorbidities, severity, time to 

recovery will be evaluated as covariates for including them in the 

model.  

Secondary endpoints related to severe disease outcomes in HCWs, 

Other high risk subjects, Elderly subjects (≥ 60 years) and subjects 

with co-morbidities measured in terms of incidence such as 

cumulative incidence of hospital admission due to documented 

SARS-CoV-2 infection, Cumulative incidence of ICU Admission due 

to documented SARS-CoV-2 infection, Cumulative incidence of 

death due to documented SARS-CoV-2 infection, Cumulative 

incidence of requirement of mechanical ventilation due to 

documented SARS-CoV-2 infection will be analyzed using cox 

proportional Hazard model. 

Secondary endpoints related to duration such as Duration of SARS-

CoV-2/COVID-19 symptoms in HCWs and Other high-risk subjects 

will be analyzed by analysis of covariance using mixed model 

analysis. 

Continuous baseline characteristics will be reported as mean and 
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standard deviation or median and inter-quartile range, as appropriate. 

Categorical baseline characteristics will be reported as count and 

percentage. No statistical testing for baseline characteristics will be 

performed. 

Safety data related to AE, SAE will be analyzed as frequency and % 

by System organ Class (SOC) and Preferred term (PT) Coded using 

MedDRA. The frequency and % will be provided for overall AEs, 

AEs by severity and relatedness.  

INTERIM ANALYSIS An interim analysis will be performed by the study statistician of the 

trial, once every 2 months. The results if available for futility or 

efficacy (with group level unblinding) will also be provided to the 

DSMB, once every 2 months along with safety data. In case of 

suggested futility or efficacy, the DSMB statistician may 

independently replicate the full data analysis before drawing 

conclusions. The Bayesian model used for primary endpoint yields a 

posterior distribution of the relative risk RR (hazard ratio (HR) of 

incidence rates). The posterior probability of the superiority 

hypothesis (RR < 1) will be calculated as well as the posterior 

probability of futility hypothesis (RR > 0.7). If during any of the 

interim analyses, the posterior probability of superiority is > 0.995 or 

the posterior probability of futility is > 0.99, a conclusion is reached, 

and the trial will be stopped. These posterior probability breakpoints 

have been chosen such that the type-1 error rate is <0.025 (similar to a 

two-sided alpha of 0.05) and the power of detecting superiority is > 

90% if the true RR is 0.7. 
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Pvt. Ltd. 

SCHEDULE B 
STUDY BUDGET AND PAYMENT SCHEDULE  

 
No. Budget Head Unit No. of 

Subjects 
Unit Fees / 
Cost 

Total 

1 Investigator & Site Team Fees 
(Screening visit + vaccination) 

Screening visit + 
vaccination 

175  INR          
6,500.00  

 INR      
11,37,500.00  

2 Investigator & Site Team Fees (Post 
screening visit data completion) 

Post screening 
visit data 
completion 

175  INR          
4,700.00  

 INR        
8,22,500.00  

3 Investigator & Site Team Fees (End of 
study visit data completion) 

End of study visit 
data completion 

175  INR          
2,000.00  

 INR        
3,50,000.00  

4 Transportation expenses for home 
visits (assumed average one per subject 
for High Risk Subject) * 

Subject 100  INR          
1,000.00  

 INR        
1,00,000.00  

5 Subject compensation (transportation 
expenses for site visits, if required) ** 

Subject       

 For Health care workers 04 visits (Per visit 
Rs. 500) 

75  INR          
2,000.00  

 INR        
1,50,000.00  

 For High Risk subjects 02 visits ( per 
visit Rs. 500) 

100  INR          
1,000.00  

 INR        
1,00,000.00  

6 Advertisements, recruitment 
Related, Referrals expenses 
CRC marketing strategies, 
miscellaneous charges 

Site 1  INR        
10,000.00  

 INR           
10000.00  

7 Payment for screen failures *** Screen failed 
subject** 

18  INR          
4,000.00  

 INR           
72,000.00  

8 Institutional overheads (applicable on 
Investigator & Site Team Fees and 
Payment for screen failures) 

Percentage 25% on Sr. 
No.1,2,3 

   INR        
5,77,500.00  

9 Archival expenses Site 1  INR        
50,000.00  

 INR           
50,000.00  

 Total        INR      
33,69,500.00  

 
* Transportation cost will be applicable for visits outside site i.e. for home visit of high risk subjects 

or in rare case Health Care workers as well 

** Average number of subjects estimated per site. Since recruitment will be competitive, the actual 
number per site may vary and even the proportion of Health Care worker and other High risk 
subjects may also vary accordingly subject compensation visits will also vary 

*** Payment for screen failures refers to payment for the Investigator's and site team members' time 
towards activities conducted for screen-failed subjects. For each 10 eligible subjects, payment will 
be made for one screen failed-subject. 

**** Cost of RT-PCR COVID test will be reimbursed. 
***** Expenses for medical care for related AEs and expenses related to treatment or compensation in 

case of related SAEs has not been included herein. These will be paid at actuals. 

****** Personal Protective Equipment cost will be provided to the site. 
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Protocol No. SII-rBCG/COVID-19/IN-01                                              Serum Institute of India 
Pvt. Ltd. 

In connection with the Study, Sponsor will pay in accordance with the terms set forth in the 
Budget (schedule B): 
 
1. Recruitment for this Study will be through competitive enrolment, and Institution and 

Investigator may enroll more or less depending on the enrolment at other sites. Investigator 
agrees that enrolment in the Study will be restricted pursuant to the Protocol based on the 
Inclusion / Exclusion criteria. CRO/Sponsor retain the right, to be exercised at 
CRO’s/Sponsor’s sole discretion, to terminate this Agreement for any reason, including poor 
enrolment. 
 

2. The Investigator /Institution shall complete and deliver the work to CRO/Sponsor (including 
any technical report and financial statement that may be required) by the date fixed in this 
Agreement or any additional period that may be granted by CRO/Sponsor. If the payment 
schedule on the face of this Agreement provides for a final payment upon completion of the 
work, this final payment shall be made only after satisfactory receipt of all deliverables 
called for under this Agreement, including any technical report and financial statement. 
 

3. In full and complete consideration of Investigator’s and Institution’s participation in the 
Study and of their covenants and obligations hereunder, within the date agreed in the 
Agreement or any alternative that may be granted by the CRO/Sponsor (including 
submissions of technical report and financial statements that may be required under the 
Agreement),  and to cover their respective costs connected with the conduct of the Study, 
CRO shall pay amount as set forth in Schedule B. Said amount is based on Subjects 
completing the Study in full compliance with the Protocol for whom completed case report 
forms have been delivered by Investigator to CRO/Sponsor or CRO’s/Sponsor’s designee 
and all queries have been resolved. The Parties agree that these payment terms are consistent 
with the principles of fair market value payments for the performance of Study-related 
activities. If the payment schedule on the face of this Agreement provides for a final 
payment upon completion of the work, this final payment shall be made only after 
satisfactory receipt of all deliverables called for under this Agreement, including any 
technical report and financial statement. 
 

4. Institution agrees to apply all funds received from CRO, including all interest accrued on 
such funds, if any, toward the performance of the Study. Within the Study Budget as 
provided in Schedule B, Institution may adjust budget line item amounts as reasonably 
necessary for performance of this Agreement; provided, however, that such adjustments 
shall not exceed ten percent (10%) of any line item without the prior written approval of 
Sponsor. Without the prior written approval of Sponsor/CRO, the total payments to 
Institution shall not exceed the amounts set forth in the Study Budget.  

 
5. If a subject does not complete the Study, the amount payable will be pro-rated according to 

the number of visits attended by said Subject; provided that, prior to any payment by CRO 
completed case report forms for such Subjects have been accepted by CRO/Sponsor. 

 
6. There is no payment for Subjects who are chart screened, but who do not have a informed 

consent as required by the regulation  for the research project and do not complete any of the 
Screening Visit procedures. 

 

Confidential              CTA _ MGM Medical College And Hospital _ Execution Version                        Page 14 of 34                                                                                                                                  
                  

  
 



Protocol No. SII-rBCG/COVID-19/IN-01                                              Serum Institute of India 
Pvt. Ltd. 

7. All payment obligations are conditioned upon Institution’s and Investigator’s compliance 
with the standards identified in this Agreement. CRO will not make payments for or, if 
payment has been made, Institution/Investigator will repay to CRO any payments for Study 
visits, procedures, or other work associated with a Study subject if CRO/Sponsor determine 
that the Study visits, procedures or other work associated with the subject was not 
conducted by Investigator, sub investigator or Study Staff in compliance with the Protocol, 
applicable law or regulation, or ICH/ GCP Guidelines. 

 
8. Investigator and Institution are responsible for all applicable direct taxes including but not 

limited to  State, Central  and municipal taxes presently or hereafter imposed upon any and 
all such amounts, including but not limited to professional and incomes taxes, Wealth Tax, 
Transaction tax. However CRO agrees to pay any indirect tax that may be introduced by any 
local, state, Central Government / authority including but not limited to service tax, excise, 
Goods and service tax (GST) based on the revenue and /or out of pocket expenses that are 
paid/payable by CRO to the Investigator/Institution under this agreement. 

 
9. The payments represent all Study costs, and no other money will be payable by CRO. 
 
10. Payments (Investigator Grant, Institutional overheads and Patient Compensation) will be 

made on monthly basis for the amount proportional to the no. of subject visits completed in 
the preceding month. Site should submit the invoice for the completed subject visit at the 
end of each month. Sponsor/ designee will arrange to remit the funds to site within 45 days 
of receipt of correct invoice from the site. If for any reason, site is unable to randomize even 
one patient in the study, the advance payment(if applicable) will be returned to the Sponsor/ 
designee within a reasonable period (not exceeding 30 calendar days) on receipt of written 
communication from Sponsor/ designee to refund this amount. 
 

11. Monthly invoices will be cleared by the Sponsor/ designee within 45 days of submission 
irrespective of the data being source verified by the monitors. However, site needs to ensure 
that source data is updated real time and electronic Case Report Form is filled within 05 
working days of subject visit. While clearing the invoices at Sponsor/ designee end, in-
house monitors will remotely review the compliance to the data entered vs. actual patient 
visit in the period of invoicing 
 

12. Payment will be pro-rata based on the actual no. of visits completed by the subject. 
 

13. Screen failures would be paid at 4000 INR per subject. Notwithstanding the foregoing, the 
maximum number of screen failures for which Investigator shall be compensated shall not 
exceed 10% of randomized subjects at site. 
 

14. Reimbursement for any investigation performed for safety evaluation will be on actuals on 
submission of bills. 

 
Other Terms and conditions: 
 
1. Investigator acknowledges that the Study is a multicenter study and the recruitment for this 

Study will be through competitive enrolment, and investigator may enroll more or less 
depending on the enrolment at other sites. Investigator agrees that enrolment in the Study 
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will be restricted pursuant to the Protocol based on the inclusion / exclusion criteria. CRO / 
Sponsor retain the right, to be exercised at Sponsor’s sole discretion, to terminate this 
Agreement for any reason, including poor enrolment. 
 

2. Payment for drop outs or early terminated subjects would be pro-rated depending on the 
number of completed study visits. Invoice for completed visit will be raised at the end of 
each month.   
 

3. If the payment towards the Institutional grant and subject compensation is paid to the 
investigator/institute directly by DiagnoSearch then it will be sole responsibility of the 
investigator/institute to pay the same to the concerned parties / individual (as applicable)  
 

PAYMENT INSTRUCTIONS 
 

1. All payments except subject compensation will be released after deduction of applicable 
taxes.  
 

2. Payments will be made through cheque / bank transfer as per the payee details provided 
below.   

  
 

 Beneficiary Name MGM Medical college ,Aurangabad 
 Bank Name: IDBI bank 

 Bank Address 
Adalat Road Branch, Survey 
No.20292,Ratnaprabha Building Kesarsinghpura 
Opp.LIC Bld.Aurangabad 

 Branch Adalat Road Branch 
 Beneficiary Account No. 0376104000000107 
TAX ID NUMBER (PAN) AAATM4256E 
IFSC Code  IBKL0000376 
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and

Mahatma Gandhi Missions Medical College and Ifospital, with a place of business at N-6 CIDCO,
Aurangabad, Maharashtra 43 I 003, India (.Institution,,)

and

Dr. Sudhir Gajanan Kulkharni, located at Department of Nephrology, MGM Medical College &
Hospital, N-6 CIDCO, Aurangabad -431003, Maharashtra, India (*Principal fnvestigator").

"Party" m€ans CRO, Institution or Principal Investigator equally, and "Parties" shall mean all of
them.

BACKGROT]ND

By separate agreement, Otsuka Pharmaceutical Development & Commercialization,Inc. with a
principal place of business at 2440 Research Boulevard, Rockville, Maryland 20850, United States
("Sponsot'') has engaged George Clinical India Private Limited, a contract research organization with
a principal place of business in the Plot No.5, Prestige Khoday Towers, 12th Floor, RajBhavan Road,
Bangalore -560 001, Karnataka, lndiaacting as an independent contractor, to act on belalfofsponsor
for the purposes of transferring certain obligations in connection to this Agreement, said obligations
including but not limited to carrying out the Trial (as defined below) as the investigational new drug
application ("IND") holder in India, execution of the Agreement and pal,rnent idministration foi
services performed. In addition, Sponsor has engaged Syneos Health, LLC, a contract research
organization with a principal place of business at 1030 Sync Street, Morrisville, North Carolina 27560
USA and its affiliates acting as an independent contractor, to assist Sponsor with negotiating clinical
agreements.

Sponsor wishes to support a clinical trial with Sponsor Drug (hereinafter defined) Sibeprenlimab,
encoded 417-201-00007 entitled"'A Phase 3, Multicenter, Randomized, Double-blind, placebo-
controlled Trial to Evaluate the Efficacy and Safety of Sibeprenlimab Administered Subcutaneously
in Subjects with Immunoglobulin A Nephropathy'' (*Protocol') to be conducted at Institution
("Trial") to involve patients participating in the Trial ("Trial subjects").

The Parties agree as follows:

1. Investisators and Research Staff.

1.1 Principal Investieator. The Principal Investigator, being an employee/ of the Institution, will be
responsible for the direction of the Trial in accordance with Applicable Law (trereinafter,&fined)
and Institution policies. The Triel will be conducted under th" r,rp".uision of the principal
Investigator at Mahatma Gandhi Missions Medical College and Hospital, at N-5 C.1OCO,
Aurangabad 43 1 003, Maharashtra, India.

1.2 Sub-investigators and R.esearch Staff. Principal Investigator may delegate duties and
responsibilities to sub-investigators or research staff (sub-investigators ,irnJ. research sta{T
collectively referred to as "'Research Staff') who may be employ3es or consultants of the
Institution or contracted third parties only to the extent permitted by Applicable Law goveming-the
Trial conduct, as described below. Per lCH E6 R2, sections 4.2.5 and, 4.2.6, as tne frincipat
Investigator is responsible for supervising the Research Stafl heAhe will ensure that only
individuals who are appropriately qualified and train€d assist in the conduct of the Trial and the
Principal Investigator will ensure the integrity of the Trial-related duties and functions performed
and any Trial Data (hereinafter defined) generated by the Research Staff.Tire principal Investi
shall sign an undertaking in the form prescribed in Table 4 of the Third Schedule of the Rules
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1.3 Oblieations of Institution and Principal Investigator. Institution and Principal Investiga,tor will
ensure that Research Staff is informed of and agree to abide by all terms of this Agreement
applicable to the activities they performand shall also abide by the terms of any permissions and
approvals for the conduct of the Trial in terms of applicable laws, including permission from the
Central Licensing Authority for the Trial.Institution and Principal Investigator will assume all
those responsibilities assigned under all applicable laws, rules, regulations, guidelines and
standards including, without limitation, all relevant International Council forHarmonization Good
Clinical Practice (*ICH GCP") guidelines and standards and the World Medical Association
Declaration of Helsinki "'Ethical Principles for Medical Research lrvolving Human Subjects"
(2013), all applicable laws and guidance relating to clinical trials of medicines, the provisions of
the New Drugs and Clinical Trials Rules, 2019 ('Rules") as may be amended from tirne to tirne,
ethical guidelines for Biomedical Research on Human Participants issued by the Indian Council of
Medical Researchand other applicable law, regulations, and governmental guidance, including
without limitation, the laws of the Republic of India, all applicable laws relating to human rights,
supply of medicines legislation, legislation relating to human tissue and biological samples, and all
applicable laws relating to the confidentiality, privacy and security of Trial Subject information
('Applicable Law").The Principal Investigator as a signatory/confirming party to this Agreement
acknowledges the liabilities and obligations as an 'investigator' contained in Rules.

i.4 No Substitution. Institution and Principal Investigator may not reassign the conduct of the Trial
to a different investigator without prior written authorization from Sponsor. Any replacement
principal investigator will be required to agree to the terms and conditions of this Agreement in a
separate writing. In the event Sponsor does not approve a replacement principal investigator,
Sponsor or CRO may terminate this Agreement in accordance with the termination provisions
below.

1.5 Delegation of Duties by Principal Investigator. Principal Investigator may delegate duties and
responsibilities to sub-investigators or research staff only to the extent permitted by Applicable
taw governing the Trial conduct, as described below.

1.6 Compliance with lnstitutional Policies. Principal Investigator will comply with the policies
and procedures of the organization(s) with which Principal Investigator is affiliated, including any
applicable financial policies. Principal Investigator will notifr Sponsor promptly of any conflict
between the terms of this Agreement and any such policy or procedure, and the parties will attempt
to reach an appropriate accommodation.

7.7 Data Integrity. Data integrity is fundamental in the prooessing and disposition of Trial data
collected and further used in dwisions, related to Sponsor's product quality, safety, efficacy and
compliance with regulatory requirements, that are made based on data that is recorded and
reported from the Trial. lhis applies to all manuaUpaper-based data, electronic data, including
metadata, and data in a hybrid forrnat throughout the data lifecycle and allows for firll
reconstruction of GxP activities. Institution on behalf of itself and the Principal Investigator shall
maintain appropriate documentation to support its compliance with these principals and furnish it
promptly to Sponsor or CRO upon request. The Institution shall ensure that: (1) Only qualified and
delegated staff conduct Trial activities at the Institution; (2) All Researchstaff me trained in ICH
E6(R2) & ALCOA+ Data Integrity procedures to conduct the Study attiviti€S asdocumented in
the Protocol; (3) All Trial data (paper and electronic) is managed in dccondance with ALCOA+
Data Integrity principles (e.g., skict adherence to data system access and zero tolerance to sharing
of credentials); (a) ail Researchstaff understand the ownership and obligatiohs to vigorornly
manage data controls at the Institution to prevent data falsificationsi and (5) all Researchstaff
promptly document and escalate all potential data integrity issues to the Sponsor or the CRO
within twenty-four (24) hours of knowledge of an issue.

PI:Dr. Sudhir Gajanan Kulkamil Institution: Mahatma Gandhi Mission's Medical College And Hospitai,
I Otsuka Pharmaceutical Development & Commercializa{ion, Inc.l417-201-00A07

vt*'
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other costs, including laboratory and ancillary service charges, and will remain firm for the duration
of the Trial, unless otherwise agreed in writing by the Parties. Neither the Institution nor the principal
Investigator will directly or indirectly seek or receive compensation from Trial Subjects or third-party
payers for any material, treatment or service that is required by the Protocol and providea or paialry
Sponsor or its CRO, including, but not limited to, Sponsor Drug, Comparator brug, Trial Subject
screening, infusions, physician and nurse services, diagnostic tests, and Sponsor Drug and/or
Comparator Drug administration. Once the Payee(s) (hereinafter defined) have been paiJ for the
performance of the Trial, neither CRO nor Sponsor shall have any further obligation or liability
whatsoever to pay Principal Investigator or Institution.

6. Reportine Oblisations. Principal Investigator acknowledges that various laws, statutes, regulations,
directives, andlor industry requirements (collectively, "Reporting Laws') require certain companies in
the pharmaceuticallhealthcare industry to disclose and report information regarding payments made
and agreements entered into with healthcare professionals or other individuals and entities carrying
out activities in certain countries. Accordingly, where such Reporting Laws are applicable, Principal
Investigator acknowledges and agrees that information, including but not limited to: (i) name, address,
qualifications and medical specialties, registration number; (ii) information regarding the Agreernent;
and (iii) information concerning all payments or benefits {in cash or in kinal r*a" to principal
Investigator under the Agreement may be disclosed by CRO to Sponsor and/or to the relevant
responsible authority for publication of such information publicly in accordance with the relevant
Reporting Laws. The right of Prirrcipal Investigator to object to data collection and data processing
pursuant to applicable privacy laws may not apply where the disclosure obligation results from a
statutory requirement. Execution of this Agreement serves as Prirrcipal Investigator's consent to the
data collection, processing and disclosure of the information set forth herein for ihe purposes stated.

7. Trial Subject Enrollment. Institution and Principal Investigator have agreed to enroll Trial Subjects
in the Trial in accordance with the Protocol and in accordance with IECand/or RA approval. Sponsor
may discontinue Trial Subject enrollmdnt if the total enrollment needed for a multi-center Trial has
been achieved, if applicable.

8. Informed Consent. Principal Investigator shall ensure that the ICF approved by Sponsor, IECand./or
RA is signed on behalfofeach Trial Subject before the first Trial related procedure starts for the Triat
Subject.

9. Reportine Adverse Events and ICH GCP Breaches. Institution and Principal lnvestigator will report
ICH GCP breaches as well as adverse events experienced by Trial SubjectJat any time in accordance
with instructions in the Protocol and Applicable Law.

10. Personal Data Protection and Privacy. The parties shall comply with all appiicable privacy and
data security laws and regulations, as provided under this Agreement, including for the avoidance of,
doubt, all local laws and regulations applicable to data protection, including buinot limited to GDpR,
and their related ordinances, regulations, directives, guidance and guidelines ('Inforrnation protection
Laws"), as applicable. "GDPR" flaeans Regulation (EU) 20161679 of the European Parliament and of,
the Council of 27 Apil2016 on the protection of natural persons with regard to the processing of
personal data and on the free movement of such data (General Data Protection Rigulation). In
addition, Institution and Principal Investigator shall comply with the following prgvisions:

:'
10-l Authorization to Use and Disclose Health Information. Institution and Principal Investigator
shall provide an appropriate privacy notice to and will obtuin a written privacy authorizaiion,
complying with Information Protection Law, for each Trial Subject which will 'enable Institution
and Principal Investigator to provide Sponsor and other persons and entities designated by Sponsor
access to completed case report forms (CRFs), source documents and all other information
required by the Protocol.

PI:Dr. Sudhir Gajanan Kulkamil Institution: Mahatma Gandhi Mission's Medical College And Hospital,
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10.2 Use of Trial Subject Personal Data. Use of Personal Data. Institution and Prirrcipal
Investigator will collect and use personal information obtained from Trial Subjects collected by
Institution and Principal Investigator for the sole purpose outlined in the Protocol ('?ersonal
Data") and shall manage such Personal Data in accordance with Infiormation Protection Law and

this Agreement.

10.3 Disclosure of Personal Data. Institution and Principal Investigator shall not disclose personal

data to CRO or the Sponsor except as is required to satisff the requirements of the Protocol, for the
purpose of monitoring or adverse event reporting, in relation to a claim or proceeding brought by a
Trial Subject in connection with tlre Trial, or as required by law. In all such cases of disclosure,

Institution and Principal Investigator shall respect the "data minimization" principle of privacy,

including but not limited to the following example: implementing appropriate technical and

organizational measures, de-identification of Personal Data prior to sharing it with Sponsor, CRO

or other parties, actual Trial Subject names shall not be included on any invoices for payment

submitted by Institution and Principal Investigator.

10.4 Risht of Trial Subject.

a. The parties will respond to Trial Subjects' requests for access, amendment, transfer,

blocking, or deletion of Personal Data in accordance with Information Protection Law and this

Agreement. The parties acknowledge that in order to maintain the integrity of Trial results, the

ability to amend, block, or delete Personal Datamay be limited, in accordance with lrformation
Protection Law. Institution and Principal Investigator and/or CR.O will notiff Sponsor within
five (5) calendar days of receipt of any communication relating to a Trial Subject's right to
access, modiff or correct his or her Personal Data and will comply with all reasonable

instnrctions of Sponsor before responding to such communication.

b. Institution and Principal Investigator and/or CRO will provide to Sponsor, and as otherwise

required by Information Protection Law, written notice within twenty-four (24) hours of any

security incident that involves, or which CRO and/or Institution and Principal Investigator

reasonably believes involves, the unauthorized access, use, disclosure or other unauthorized

processing of Personal Data; provided, further, CRO and/or Institution and Principal

Investigator shall (i) provide updates to Sponsor as further information becomes available as to

the breach, and (ii) at the earliest possible time, summaize in reasonable detail the impact on

Sponsor of the breach or unauthorized use or disclosure of, or access to, Personal Data and the

corrective action taken or to be taken by CRO and/or Institution and Principal Investigator;

provided, further, CRO and/or lnstitution and Principal Investigator shall prornptly take all

necessary and appropriate corrective action including, without limitation, at the request of
Sponsor and at CRO's and/or Institution and Principal Investigator 's expense, to provide

notices to Trial Subjects whose Personal Data may have been affected, whether or not such

notice is required by law; erch party shall reasonably cooperate with the other party to facilitate
compliance with Information Protection Laws, including but not limited to notification of
affected individuals and regulatory authorities rt .

11. Conhdential Information. During the course of the Trial, Institution'and Principal Investigator
may receive or generate information that is confidential to CRO, Sponsor or a Sponsor affiliate.

11.1 Definition. Except as specified below, confidential information ("Confidential Information")
includes all information providd by Sponsor or CRO, or developed for Sponsor or CRO,
Inventions (hereinafter defined) and all data collected during the Trial, including without limitatiosl

results, reports, technical and economic information, the existence or tems of this or other Trial
agreements with the Sponsor or CRO, commercialization and Trial strategies, trade sec
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know-how disclosed by Sponsor to Institution and/or Principal Investigator directly or indirectly,
whether in writing, electronic, oral or visual transnrission, or which is developed under this
Agreement.

l1.2Exclusions. Confidential Information does not include information that is in the public
domain prior to disclosure by Sponsor or CRO; becomes part of the public domain during the term
of this confidentiality obligation by any means other than breach of this Agreernent by Institution
or Principal Investigator; is already known to Institution or Principal Investigator at the time of
disclosure and is free of any obligations of confidentiality; or is obtained by Institution or Principal
Investigator, free of any obligations of conhdentiality from a third party who has a lawful right to
disclose it.

1 1.3 Oblieations of Confidentiality. Unless Sponsor provides prior written consent, Institution and
Principal Investigator may not use Confidential Information for any purpose other than that
authorized in this Agreement, nor may Institution or Principal Investigator disclose Confidential
Information to any third party except as authorized in this Agreement or as required by Applicable
Law. Required disclosure of Confidential Information to the IECand/or RA is specifically
authorized.The Institution and Principal Investigator agrees not to reveal Confidential Information
to third parties, other than those Research Staff, agents, local service providers andlor contractors
with a need to know directly involved in conducting the Trial or services in support of the Trial.
Institution and Principal Investigator shall ensure that prior to any disclosure of Confidential
Information to any such recipients are subject to similar confidentiality obligations no less onerous
than those in this Agreernent.

11.4 Disclosure Required by Applicable Law. If disclosure of Confidential Information beyond
that expressly authorized in this Agreement is required by Applicable Law, that disclosure does
not constitute a breach of this Agreement so long as Institution and Principal lnvestigator: (i)
notifu Sponsor in writing as far as possible in advance of the disclosure so as to allow Sponsor to
take legal action to protect its Confidential Information; (ii) discloses only that Confidential
Information required to comply with the legal requirement; and (iii) continues to maintain the
confidentiality of this Confidential Information with respect to all other third parties.

11.5 Survival of Obligations. For Confidential Information otherthan Trial Data and Biological
Samples (hereinafter defined) analysis data, these obligations of nonuse and nondisclosure survive
termination of this Agreement and continue for a period of ten (10) years after termination.
Permitted uses and disclosures of Trial Data are described in Section 16 (Publications) of this
Agreement.

11.6 Return of Confidential Information. If requested by Sponsor or CRO in writing, Institution
and Principal Investigator will retum all Confidential Information, at Sponsor's expense, except
that required to be retained at the Institution by Applicable Law. However, {nstitution and
Principal Investigator may retain a single archival copy of the Confidential Information for thesole
purpose of determining the scope of obligations incurred under this Agreement.

PI:Dr. Sudhir Cajanan Kulkamil Institution: Mahatma Gandhi Mission's MedicalCollege And Hospital,
f Otsuka Pharmaceutical Development & Commercialization,lnc.l4lT-201-00007
Doc Name: SYNH IND Universal rnl,Ttite crA (cRo) vt.302Aug202l I Doc Final: l7 Aug l0l2 I

k* t"*.^u!r )

jl=



Confidential

12. Personal information of the partios. Prior to and during the course of the Trial, the Prirrcipal
Investigator and other employoes/contractors of Institution may be called upon to provide personal
information to the Sponsor and other third parties involved in the conduct of the Trial, including the
CRO. Personal information may include nam€s, contact information, work experience and
professional qualifications, publications, resumes, educational background and/or information relating
to payments made pursuant to this Agreenrent ("Personal Information").

l2.l To the extent permitted by Information Protection Law, the Personal Information may be
stored electronically by Sponsor and/or CRO and/or transferred to third parties (situated
throughout the world) for the following purposes:

i. the conduct of clinical trials;

ii. veriflrcation by government or regulatory agencies, the Sponsor, CRO, and

their agents and affiliates;

iii. compliance with legal and regulatory requirements;

iv. publication on www.clinicaltrials.gov and other websites and/or databases
that serve a comparable purpose;

v. storage in databases to facilitate the selection of investigators for future
clinical trials; and

vi. anti-comrption compliance.

Institution confirms that the Principal Investigator and its employees/contractors consent to
provide the Personal Information to Sponsor andlor CRO to be electronically stored by
Sponsor and.lor CRO and for Sponsor and/or CRO to transfer to third parties as stated
above.

l2.2Institution and Principal Investigator shall provide the information reasonably requested by
Sponsor and/or CRO and shall authoize the processing and storage of certain Personal
Information about the Principal Investigator, Institution personnel, research staff and other
individuals involved in the Trial for the purpose of fulfilling legitimate business requirements
relating to clinical trials and meeting regulatory requirements as well as for the purpose of
evaluating lnstitution or Principal Investigator for inclusion in future clinical trials. Institution or
Principal Investigator shall give an appropriate privacy notice and obtain cons€nt as required from
the lnstitution personnel, research staff and other individuals for the processing of their personal
data under applicable Information Protecti,on Law.

12.3 Institution shall process Personal Information relating to CRO employeesicontractors only to
the extent, and in such a manner as is necessary for the purposes of this Agreement and in
compliance with the Information Protection Law. Institution shall not transfer such Personal
Information relating to CRO's employeeVcontractors to a third party;withoitt the prior written
consent of CRO. I

i2.4 During the term of this Agreement, the Institution and CR.O will'\maintain a comprehensive
privrcy and security program designed to ensure that Personal Information will only be processed
in accordance with this Agreement and pursuant to privacy and security regulations, including
appointment of a data protection officer as required by applicable Information Protection

PI:Dr. Sudhir Gajanan Kulkamil Institution: Mahatma Gandhi Mission's Medical College And Hospital,
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Institution and CRO agree to implement administrative, technical, and physical security m€asures

to protect Personal Information and ensure a level ofsecurity appropriate to the risk as required by
applicable Information Protection Law. Institution and CRO agrees to regularly test, assess and

evaluate the effectiveness of the measur€s for ensuring the security of processirg.

12.5 The Institution agree to allow the Sponsor(s) or another auditor appointed by the Sponsor(s)
to audit the Institution's compliance with the obligations described by the Information Protection
Law, on reasonable notice subject to the Sponsor and/or to provide the Sponsor with evidence of
its compliance with the obligations set out in the Information Protection Law.

12.6 Sponsor agrees: (a) to process Personal Information only for the limited and specified
purposes under this Agreement and in compliance with the Information Protection Law; (b) to
provide the same level of privacy protection as is required by the Information Protection Law; (c)
upon reasonable notice, to permit its designees and/or CRO to perform an audit at Sponsor's own
expense or to take other reasonable and appropriate steps to ensure that Institution and Principal
Investigator effectively process the Personal Information transferred under this Agreement in a
manner consistent with Sponsor's obligations under the Information Protection Law; (d) upon
notice, to take reasonable and appropriate steps to stop and remediate any unauthorized processing
hereunder; (e) to permit its designees and/or CRO to provide a srmrmary or a representative copy
of the relevant privacy provisions of this Agreement to supervisory authorities' request; and (f) to
notifr any competent supervisory or regulatory authorities and CRO, where required, if Institution
and Principal Investigator determine it can no longer meet the obligations under this Section or if it
otherwise breaches any obligations imposed under this Section.

12.7 Sponsor acknowledges and warrants that the sub processors or other third parties, engaged by
Sponsor will be bound by obligations regarding the processing of Personal Data no less restrictive
than those set forth herein.

12.8 Sponsor shall implement appropriate technical and organizational measures to meet the
requirements of the Information Protection Law.

12.9 EachParty shall be responsible for its own processing of Personal Data in accordance with all
Information Protection Law and with the Informed Consent Forms obtained from Trial Subjects
and to the extent applicable, the Protocol.

12.10 If any Party becomes aware of a Personal Data breach in connection with the performarrce of
this Agreement, that Party shall promptly notify the other Party/-ies. In such case, Parties will fully
cooperate with each other in order to fulfil the (statutory) notification obligations timely.

13. Trial Data. Bioloeical Samples. and R.ecords.

13.1 Trial Data. During the course of the Trial, Institution and Principal lnvestigator will collect
and submit certain data to Sponsor or its agent, as specified in the Protocol. This includes CRFs (or
their equivalent) or electronic data records, as well as any other docurnents or materials created for
the Trial and required to be submitted to Sponsor or its agent, such as X-ray, magnetic resonanoe
imaging ("MH"), or other types of medical images, elggtrocardiogram (*ECG"),
electroencephalography ('EEG"), or other types of tracings or prifitouts, or data summaries
(collectively, "Trial Data"). Institution and Principal Investigator will ensure accurate and timely
collection, recording, and submission of Trial Data. I

a. Ownership of Background Intellectual Property. All intellectual property rights and knorv
how owned by or licensed to any of the Parties prior to and after the date of this Agreement,
other than any intellectual property rights and know how arising from the Trial, arc

4_fi
exclusive property of the that Party and shall not be affected by this Agreement.
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b. Ownership of Trial Data. Subject to Institution's and/or Prirrcipal Investigator's right to
publish any Trial Data and the non-exclusive license that permits certain uses, Sponsor is the
exclusive owner of all Trial Data.

c. Non-Exclusive License. Sponsor grants Institution and Principal Investigator a royalty free
non-exclusive license, with no right to sublicense, to use Trial Data for intemal non-
commercial research or educational purpos€s.

d. Medical Records. Medical records relating to Trial Subjects that are not submitted to
Sponsor may include some of the same information as is included in Trial Data; however,
Sponsor makes no claim of ownership to those documents or the information they contain.

13.2 Biological Samples. If so specified in the Protocol, Institution and Principal Investigator may
collect and provide to Sponsor or its designee Biological Samples ("Biological Samples").

a. Use. Institution and Principal Investigator will not use Biological Samples collected under
the Protocol in any manner or for any purpose other than that described in the Protocol.

b. Sample Data. Sponsor or its designees will test Biological Samples as described in the
Protocol. Unless otherwise specified in the Protocol, Sponsor will not provide the results of
such tests ("Sample Data") to the Institution or Principal Investigator or Trial Subject. Sample
Data will be treated as Trial Data; therefore, if Sponsor provides Sample Data to the Institution
or Principal lnvestigator,that data will be subject to the permitted use of Trial Data as outlined
in this Agreement.

13.3 Records. Institution and Principal Investigator will retain all records and documents
pertaining to the Trial under storage conditions conducive to their stability and protection, for the
longest of, (i) twenty five (25) years after termination of the Trial uniess Sponsor authorizes, in
writing, earlier destruction; or (ii) as otherwise required by Applicable Law. Institution and
Principal Investigator further agree to permit Sponsor to ensure that the records are retained for a
longer period if necessary, at Sponsor's expense, under an zurangement that protects the
confidentiality of the records (e.g., secure off-site storage).

14. Inspections and Audits.

14.1 Access. Upon reasonable request, Sponsor, authorized representatives of Sponsor, atd/or
authorized representatives of the RA may, during and after the Trial, during regular business
hours: (i) examine and copy: all CRFs and other Trial records (including Trial Subject reords and
medical charts, Trial Subject ICF documents, and Sponsor Drug and Comparator Drug receipt and
disposition logs); (ii) examine and inspect the facilities and other activities relating to the Trial or
the IEC; and (iii) observe the oonduct of the Trial.

14.2 Notice. lnstitution and/or Principal Investigator shall: (i) inform Sponsor and CRO as soon as
practicable of any effort or request by the government, the RA or other persons to inspect or
contact the Institution, Principal Investigator or Research Staffwith regard to the Trial; (ii) provide
Sponsor and CRO with a copy of any communications sent by such;rersonb; and (iii) provide
Sponsor the opporfunity to participate in any proposed or actuai responses by Principal
Investigator or Institution to such communications and to make reasonable efforts to ensure that
Sponsor may be present or represented during any such visit. 

$

14.3 Cooperation. Institution and Principal Investigator will ensure the full cooperation of the
Research Staff and IEC members with any such inspection and will ensure timely access to
applicable records and data. Institution and/or Principal Investigator will promptly resolve a

discrepancies that are identified between the Trial Data and the Trial Subject's rnedical
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15. Inventions. If the conduct of Trial results in any invention or discovery whether patentable or not
("Invention"), Institution and Principal Investigator will promptly inform Sponsor and CRO.
Institution and Principal Investigator will assign all interest in any such Invention to Sponsor, free of
any obligation or consideration beyond that provided for in this Agreement. Institution and Frincipal
Investigator will provide reasonable assistance to Sponsor in filing and prosecuting any patent
applications relating to Invention, at Sponsor's expense. Sponsor grants Institution and Principal
Investigator a royalty free non-exclusive license, with no right to sublicense, to use Inventions for
internal research or educational purposes.

{6. Publications. Sponsor does not object to publication by Institution or Principal Investigator of the
results of the Trial based on information collected or generated by Institution and Principal
Lrvestigator, whether or not the results are favorable to the Sponsor Drug. However, to ensure against
inadvertent disclosure of Confidential Information or unprotected Inventions, Institution and Principal
Investigator will provide Sponsor an opportunity to review at least sixty (60) days prior any proposed
publication or other type of disclosure before it is submitted or otherwise disclosed. If in the
Sponsor's judgment, publication or presentation at a given time would hinder the Sponsor's
development of the Sponsor Drug, the Principal Investigator shall consider modifying the publication
or presentation schedules accordingly. The Institution atd/or Principal Investigator fuither agrees to
delete information identified by CRO or the Sponsor as Confidential Information, prior to submitting
such rnanuscript and/or abstract for publication or presentation, or defer publication or presentation of
such manuscript and/or abstract at the request of the Sponsor, to permit the filing of any desired patent
applications by the Sponsor. If part of a multi+enter Trial, Institution and Principal Investigator agree
that the first publication is to be a joint publication involving all Trial sites. Principal Investigator is
free to decline to participate or be listed as an author in the joint publication. If a joint manuscript has
not been submitted for publication within twelve (12) months of completion or termination of the
Trial at all participating Trial sites, lnstitution and/or Principal Investigator are free to publish
separately, subject to the other requirements of this Agreement.

17. Publicity. No Party will use the name of another Party or any of its employees for promotional or
advertising purposes without written permission from the other Party. However, Sponsor reserves the
right to identifu the Principal Investigator and Institution in association with a listing of the Protocol
in the National Institutes of Health (NII{) Clinical Trials Data Bank, other publicly available listings
of ongoing clinical trials, or other patient recruitment services or mechanisms.

18. Advertising.

18.1 If applicable and in accordance with the Food and Drug Administration Amendments Act of
2007, Public Law 110-85, Sponsor agrees to fully register this Trial with the public registry at
clinicaltrials.gov before enrollrnent of the first TrialSubject atlnstitution, if applicable. Sponsor
may use, refer to, and disseminate reprints of scientific, medical, and other published articles
relating to the Trial which disclose the name of Institution consistent with U.S. copyright laws.
Institution shall not publicly disclose the existence or the contents of this Agreement and any
amendments. For example, Institution shall not post this Agreement on a public website. For
purposes of intemal reporting or internal advertising, Institution is specifically authorized to
disclose a description of the Trial based on, and not exceeding, the information posted by Sponsor
on clinicaltrials.gov. No party to this Agreement shall use the name o{.anf cither=party hereto in
connection with any advertising or promotion of product or service'without the prior written
permission of such party.

18.2 Use of Social lVledia for Trial Recruitment. Due to the highly rbgulated industry in which
Sponsor operates, and the serious hea{th €oncers related to improper use of any Sponsor or its
affiliates products, Institution shall not participate in any social media postings/activities related to
Sponsor or its affiliates' products, investigational drugs, compounds or services, or this Tiial
unless expressly permitted in writing by Sponsor. This restriction shall not be construed -as,--,
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prohibiting any conduct protected or required by Applicable Laws. Notwithstanding the foregoing,
Institution may use social media content to recruit potential Trial Subjects to the Trial.
Accordingly, Site shall:

i. submit for review and approval all Institution, Study recruitment initiatives and content in
accordance with Sponsor's social media requirements.

ii. identifu a Community Manager (as defined herein) if Institution's social media recruitment
content: (i) will enable user generated commenting ("UGC"); or (ii) will not or cannot turn off
UGC as required by specific social media platforms. For purposes of this Agreement, the
"Community Manager" may be either an individual employed by the Institution or a third-
party vendor ('"Monitoring Vendor") that will be responsible for monitoring and managing the
social media platform and/or social media content used for potential Trial Subject recruitment
when UGC is enabled. Institution shall be responsible for all actiorn of its Community
Manager.

iii. ensure that the Community Manager posts only Sponsor pre-approved content, monitors
social media comments once each weekday (excluding public holidays except when the
holiday is a Monday), and completes all required AE and Product Quality Cornplaint ('PQC")
training prior to posting any Trial related social media content advertirement, and ensure all
Research Staff given access to the social media platform, undergo training on how to
compliantly manage and moderate the social media content for recruitment purposes.

iv. report all adverse events immediately in accordance with Section 9 (Reporting Adverse
Events and ICH GCP Breaches) and all PQCs in compliance with this Agreement and
Sponsor pharmacovigilance guidelines and training provided.

v. Any violations of this Section'l8.2 shall be considered a material breach of this Agreement
and cause for immediate termination by Sponsor. If Institution is unable to comply with 18.2
i-iv, Institution agrees it will not use social media that enables UGC to recruit potential Trial
Subjects.

19. Indemnification. Sponsor agrees to indemnifu, defend or cover costs of defense for, and hold
harmless ("Indemnify') the Trial investigators; any institution at which the Trial is conducted, its
officers, ag€nts, and employees; and the IEC and/or RA that approved the Trial (collectively,
"Indemnified Parties") against any claim filed by a third party for damages, costs, liabilities and/or
expenses arising out of a Trial Subject I"jury (hereinafter defined), the design of the Trial, or the
specifications of the Protocol. Trial Subject Injury means a physical inju.y or drug-related psychiatric
event caused by administration or us€ of the Sponsor Drug required by the Protocol that the Trial
Subject would likely not have received if th€ Trial Subject had not participated in the Trial ('Trial
Subject Injury"). Sponsor further agr€es to reimburse Institution and/or Principal Investigator for the
actual cost of diagnostic proaedures and medical treatment necessary to treat a Trial Subject Injury
and where required under any Applicable Law, any neessary compensation to Trial Subject for Trial
Injury in accordance with Applicabtre Law and rules determining the quanturn of any such
compensation which is commensurate with the nature of tlre injury. Institution and Principal
lnvestigator agree to provide or arrange for prompt diagnosis and medic.al trealment of any Trial
Subject Injury. Institution and Principal Investigator further agree to promfitly notifu Sponsor of any
Trial Subject Injury.

19.1 Exclusions. Excluded from this Agreement to Indemnifr are anycilaims for damages resulting
from: (a) failure by an Indemnified Party to comply with the Protocol or written instructions from
Sponsor; (b) failure of an lndemnified Party to comply with Applicable Law; or (c) negligence or
willful misconduct by an Indemnified Party.
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19.2 Notice and Cooperation. Institution and Principal Investigator agree to provide Sponsor with
prompt notice of, and full cooperation in handling, any claim that is subject to indemnification. If
so requested by Sponsor, Institution and Principal Investigator agree to authorize Sponsor to carry
out the sole management of deferrse of an indemnified claim.

19.3 Settlement or Conrpromise. No settlement or compromise of a claim subject to this
indemnification provision will be binding on Sponsor without Sponsor's prior written consent.
Sponsor will not unreasonably withhold such consent of a settlement or compromise. Neither Party
will admit fault on behalf of the other Party without the written approval of that Party.

19.4 Limit of Liability of CRO. The Parties agree that CRO expressly disclaims any and all
liability whatsoever in connection with the Sponsor Drug or the Protocol and any claims or injuries
arising therefrom, except to the extent that such liability arises from CRO's negligent act, outission
or willful misconduct.

19.5 In no event will a Party's liability towards the other Party include any indirect damages
(indirect damages meaning: loss of profit, loss of revenue, loss of reputation, loss of contracts, or
anticipated savings and loss of business opportunities).

20. Termination.

20.1 Termination Conditions. This Agreement terminates upon the earlier of any of the following
events:

a. IECand/or RA Rejection. If, through no fault of Institution or Principal Investigator, the Trial
is never initiated because of IECand/or RA disapproval, this Agreement can be terminated by
any Party immediately

b. Trial Completion. For purposes of this Agreement, the Trial is considered complete after
conclusion ofall Protocol-required activities for all enrolled Trial Subjects; receipt by Sponsor
or CRO of all relevant Protocol-required data, Trial documents and Biological Samples; and
receipt of all payments due to either Party.

c. Early Termination of Trial. If the Trial is terminated early as described below, the Agreement
will terminate after receipt by Sponsor or CRO of all relevant Protocol-required data, Trial
documents and Biological Samples and receipt of all payments due to either Party.

(1) Termination of Trial upon Notice. Sponsor and/or CRO reserves the right to terminate
the Trial for any reason upon thirty (30) calendar days written notice to Institution and

Principal Investigator. Upon receipt of such notioe, Institution and Principal Investigator
agree to promptly terminate conduct of the Trial, to the extent medically permissible, for all
Trial Subjects.

(2) Immediate Termination of Trial by Sponsor and/or CRO. Sponsor and/or CRO further
reserves the right to terminate the Trial immediately upon written notification to Institution
and Principal Investigator for causes that include failure to enroll Trial Subjects at a rate
sufficient to achieve Trial per{ormance goals; material unautho.rized deviations from the
Protocol or reporting requirements; circumstances that in Sponsol's opinion pose risks to the
health or wellbeing of Trial Subjects; or regulatory agency actions relating to the Trial or ttrc
Sponsor Drug or Comparator Drug. i

(3) Immediate Termination of Trial by Institution and/or Principal Investieator. Institution
and/or Principal Investigator reserye the right to terminate the Trial immediately upon
notification to Sponsor and/or CRO if requested to do so by the responsible IECand,br R-A

or if such termination is required to protect the health of Trial Subjects.

PI:Dr. Sudhir Gajanan Kulkamil Institution: Mahatrna tiandhi Mission's Medical College And Hospital,
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20.2 Palzment upon Termination. If the Trial is terminated early in accordance with rhis
Agreement, Sponsor or CRO will provide a termination payment equal to the amount owed for
work already performed up to and including the effective date of termination, in accordance with
Attachment B.

20.3 Less Payments Alreadlz Made. The termination payment will include any non-cancelable
expenses, other than future personnel costs, so long as they were properly incurred and
prospectively approved by Sponsor, and, only to the extent such costs cannot reasonably be
mitigated. If the Trial was neyer initiated because of disapproval by the IECand/or RA, Sponsor or
CRO/its designee will reirnburse Payee for IEC fees and for any other expenses that were
prospectively approved, in writing, by Sponsor.

20.4 Return of Materials. Unless Sponsor and/or CRO ins{ructs otherwise in writing, Institution
and Principal Investigator will promptly return all materials supplied by Sponsor and/or CRO, at
Sponsor's expense, for Trial conduct, including CRFs and any Sponsor and/or CRo-supplied
Equipment (hereinafter defined). Institution will retum any unused Sponsor Drug or Comparator
Drug, as applicable, at Sponsor's expense.

21. Insurance.

21.1 Institution and Principal Investigator will secure and maintain in fulI force and effect
throughout the performance of the Trial (and following termination of the Trial to cover any
claims arising from the Trial) insurance coverage for medical professional liability with limits in
accordance with Applicable Law for all medical professionals conducting the Trial.

21.2 Sponsor will secure and maintain in full force and effect insuran@ coverage to fulfill its
indemnification obligations expressed in this Agreement herein in accordance with Applicable
Law.

22. Debarment, Exclusion. Licensure and Response. Institution and Principal Investigator represent
that to the best of their knowledge that neither they nor any Research Staff are restricted or prevented
under any healthcare or medicines law from taking part in clinical research activities and the
Institution and Principal Investigator will not knowingly use in any capacity the services of any
person who is so restricted or prevented under any such laws with respect to the service being
performed under this ,A.greement. During the term of this Agreement and for one (1) year thereafter,
the Institution and Principal Investigator will immediately notiSr the Sponsor and CRO if they
become aware of any such restriction or prevention being applied to the Principal Investigator or any
Research Staff. Institution and Prirrcipal Investigator represent that they and, to the best of their
knowledge, the Research Staff are not the subject of any past or pending govemmental or regulatory
investigation, inquiry, waming or enforcement action, including a govemnr€nt-mandated corporate
integrity agreement and that they have not violated any applicable anti-kickback or false claims laws
or regulations related to their conduct of research that has not been disclosed to the Sponsor and CRO.
Institution and Principal Investigator will promptly notify Sponsor and CRO if they become aware of
any such action regarding complianoe with ethical, scientific or regulatory standards for the conduct
ofresearch ifsuch action relates to events or activities that occurred prior to or during the period in
which the Trial was conducted.

I

23. Assignment and Delegation. The Parties agr€e that Sponsor may at any time and upon written
notice to Institution and Principal Investigator assume the obligations and rights of CRO or substitute
CRO with another independent contractor. None of the rights or obligation$ under this Agreement will
be assigned or subcontracted by Irstitution or Principal Investigator to another without the prior
written consent of Sponsor, and the express agreement of Institution, Principal Investigator, CRO, and
the requisite new assignee or subcontractor. Principal Investigator and/or Institution must notifu
Sponsor, and/or CRO in advance, prior to moving to another location. This Agreement will bind and

PI:Dr. Sudhir Gajanan Kulkamii Institution: Mahatma Gandhi Mission's Medical College And Hospital,
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inure to the benefit of the successors and permitted assigns of the Sponsor.

24. Equipment. Sponsor may provide, or arange for a vendor (*Vendor") to provide, certain
equipment for use by Institution and Principal Investigator during the conduct of the Trial
("Equipment"). Equipment use, ownership and disposition terms are further outlined in Attachment C
(Equipment IJse, Ownership & Disposition).

25. Anti-Bribery and Anti-Comrption Laws. Lrstitution and Principal Investigator acknowledge that
Sponsor and CRO are bound by antibribery and anti-comrption laws. As such, Sponsor and CRO
employees, agents, contractors and/or representativ€s are prohibited from making or offering payment

(or anything of value), directly or indirectly, to employees or ofltcials of any foreign govemment,
public international organization, political party, or candidates for political office in order to retain
any business or secure any improper advantage. Institution and Principal Investigator shall ensure that

neither they nor any of their officers, employees, collaborators, directors, consultants, agents,

representatives or sub-contractors take any action which could render Sponsor or CRO liable under

the anti-bribery and anti-comrption laws.

26. Sponsor as Third Party Beneficiary. The Parties to this Agreement recognize and agree that
Sponsor takes the benefit of this Agreement as a third party beneficiary and agree that Sponsor may
enforce such rights either directly itself or indirectly through CRO.

27. Survival of Oblieations. Obligations relating to Financial Arrangements, Reporting
Obligations, Personal Data Protection and Privacy, Confidential Information, Records, Inspections
and Audits, Inventions, Publications, Publicity, Debarment, Exclusion, Licensure and Response, and

Indemnification survive termination of this Agreement, as do any other provision in this Agreement or
its Attachments that by its nature and intent remains valid after the term of the Agreement.

28. Entire Agreement. This Agreement contains the complete understanding of the Parties and will, as

of the Effective Date, supersede all other agreements between the Parties concerning the specific
Trial. This Agreement may only be extended, renewed or otherwise amended in writing, by the

mutual consent of the Parties, except for certain mutually agreeable changes in the Trial budget as

identified in Attachment B. No waiver of any term, provision or condition of this Agreement, or
breach thereof, whether by conduct or otherwise, in any one or more instances will be deemed to be or
construed as a further or continuing waiver of any such term, provision or condition, or any prior,
contemporaneous or subsequent breach thereof, of any other term, provision or condition of this
Agreement whether of a same or different nature.

29. Conflict with Attachments. To the extent that terms or provisions of this Agreernent conflict with
the terrns and provisions of the Protocol, the terms and provisions of this Agreement will control as to
legal and business matters, and the terms and provisions of the Protocol will control as to technical
research and scientific matt€{s unless expressly agreed in writing between the Parties.

30. Severance.In case any one or more of the provisions of this Agreement should be invalid, illegal
or unenforceable in any respect, the validity, legality and enforceability of the remaining provisions
contained in this Agreement shall not in any way be affected or impaired.

31. Relationship of the Parties. The relationship of lnstitution and Principal Inv€stigator to CRO is
one of independent contractor and not one of partnership, agent and principal, employee and

cmployer, joint venture, or otherwise. 
\

32. Force Maieure. Neither Party will be liable for delay in perfomiing or failure to perform

obligations under this Agreement if such delay or failure results from circumstances outside its
reasonable control (including, without limitation, any act of God, govemmental action, accident,

strike, terrorism, bioterrorism, lock-out or other form of industrial action) and are promptly noti{ied to
the other Party ("Force Majeure"). Any incident of Force Majeure will not constitute a breach of tfus
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Agreement and the time for perfonnance will be extended accordingly; however, if it persists for more
than thirty (30) calendar days, then the Parties may enter into discussions with a view to alleviating its
effects and, if possible, agreeing on such alternative arrangements as may be reasonable in all of the

circumstances.

33. Governing Law. Subject to the terrns of the Trial conduct as outlined above, this Agreement shall

be governed by and construed in accordance with the laws of India, without giving effect to conflict
of law provisions.

34. Notices. All notices required under this Agreement will be in writing and be deemed to have been

given when hand delivered, sent by overnight courier or certified mail, as follows, provided that all
urgent matters, such as safety reports, will be promptly communicated via telephoner.a-nd confirmed
in writing:

Sponsor:
Otsuka Pharmaceutical Development & Commercialization, Inc.
2440 Research Boulevard
Rockville, Maryland 20850 USA

With a copy to:
George Clinical India Private Limited
Plot No.5, Prestige Khoday Towers, 12th Floor, Raj Bhavan Road,
Bangalore -550 001, Karnataka, India
Attention: CEO
Email: contracts@georgeclinical.com

Institution:
Mahatma Gandhi Missions Medical College and Hospital N-6 CIDCO

Aurangabad-43 1 003, Maharashtra, India.
Attention: Dr. Deepak Bhosle
Telephone: +91-0240-6501 100-Ext.l7 41329

Email: drdeepakmgm@ gmail.com

Principal Investigator:
Dr Sudhir Gajanan Kulkami
Department of Nephrology, MGM Medical 'College and Hospital Aurangabad-43i0O3,
Maharashtra, India.
Telephone: +9 4227 | 3 69 I
Email: sudhirkull 979@email.com

In case of any changes in the address, name, subordination, or other identiffing information, the

Party to the Agreement shall notiff the other Party on the fact in writing, no fuither amendments

to this Agreement are required

35. Financial Disclosure. The Institution and/or Prirrcipal Investigator shall complete and return to
CRO or the Sponsor in a timely manner, financial certilrcation or disclosure forms, as applicable,
provided to the Institution and/or Principal Investigator by CRO or the"Sponsbr..The Institution
ind/or Principal Investigator shall also complete and retum to CRO or fhe Sponsor, all disclosure

updates, as so instructed by CRO or the Sponsor, for ttre duration of the Trial, and flor one (1) year

thereafter. The Institution and/or Principal lnvestigator shall ensure that all sirb investigators,

performing a Trial-related function shall complete and return all hnanbial certification/disclosure
forms as described in this Section.

36. Countem_a4Sgqd Jtguaturcg. In the eventthat the Parties execute this Agreement by exchange of
electronically signed copies or facsimile signed copies, the Parties agree that, upon being sif,rgvtrurl\-drrJ JrBrtuu vuPtvJ ul lovDllrrrrw Dr5rrvu vvyrvD, Lrrv r srrrvo sSrvv rrrsr, uyvrr vvrrrE
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Parties, this Agreement will become effective from Effective Date and binding and that facsimile
copies and/or electronic signatures will constitute evidence of a binding agreement with the
expectation that original documents may later be exchanged in good faith. Where this Agreement is
executed by Institution and/or Principal Investigator through the use of an electronic or digital
signature, Institution and/or Prirrcipal Investigator agree that: (i) their electronic or digital signature
has same effect as a handwritten signature; (ii) signature by electronic or digital means is permitted
under Applicable Law for the execution of the Agreement; (iii) the electronic or digital signature
platform used to generate such signature meets the requirements under,Applicable Law for creating a
valid advanced electronic or digital signature; and (iv) Institution and/or Principal Investigator shall
provide to CRO and./or to Sponsor any further n€cessary certification or supporting documentation
around their electronically generated signatures in compliance with this Section.

ISTGNATURE PAGE FOLLOWSI
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Agreed to and accepted:

CRO - GEORGE CLINICAL INDIA
PRIVATE LIMITED

Printed Name

Country Head, India

Name and Designation of Authoized person
to sign the Agreement as witness of
Principal Investigator, Institution & Sponsor

\t **F\rA.l-

Signature

Dr. Deepak Bhosle
Printed Name

Professor & Head of Pharmacology
Department, Clinical Trial Center
Title

Date ,Lc) cry 2a't-t-

Professor & H.O.D.
Depa rtrnent of P ha rrnacology

ilJIGM's Medical College
Aurangabad.

INSTITUTION Mahatma Gandhi
Mission's Medical College & Hospital

w
Signature

Dr. Rajendra Bohra
Printed Name

Dean
Title Df.AN

MGilTS MEDICAL COLLEGE
AURANGABAD

Date 4q SeP >azL

PRINCIPAL INVESTIGATOR

Signature

DR. Sudhir Gajanan Kulkarni
Print€d Name

Principal Investigator (Associate professor
& Head of Nephrology Department)
Title

w
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ATTACHMENT A

PAYMENT TER]VIS

A-1. General Terms. Payee will be compensated as outlined on Attachment B f,or Trial Subjects
properly enrolled in the Trial. This amount constitutes the full compensation for the work to be
completed by the Institution and Prirrcipal Investigator, including all work and care specified in the
Protocol for the Trial, along with all overhead and administrative services. No compensation willbe
available for Trial Subjects enrolled in the Trial in violation of the Protocol.

A-2. Payment Terms. Payments for each Trial Subject will be made quarterly and based on CRF data
entered by Institution and/or Principal Investigator supporting enrolled Trial Subject visitation.
Payments will be made for completed visits and treatment related costs in accordance with
Attachment B unless otherwise noted in the Agreement. Invoioes will be paid by CRO via electronic
fund transfer or wire transfer as soon as practicable upon receipt of invoices but no later than forty
five (45) calendar days of receipt of an undisputed invoice. For Trial Subject visits that may be
payable under the terms of this Agreement, Payee will be paid the total amount earned, less ten
percent (lO%), for the Final Payment (hereinafter defined). Monitoring will occui approximately
every five to six weeks based on site enrollment and completion of data entry. All queries must be
resolved within five (5) business days of receipt by Institution and/or Principal Investigator any time
during the Trial. Payee must submit any final invoices within thirty (30) calendar days after the close-
out visit of the Trial at the Institution. Any invoices received thereafter may not be paid. Payee will
have sixty (60) calendar days after the date of the close-out visit of the Trial at the Institution to
dispute any payment discrepancies or missing payments

A-3. Pass-Throueh Payments from Sponsor. Pal,rnents due under this Agreement are passthrough
payments from Sponsor that will be sent after such payments are received by CRO from Sponsor.
CRO shali have no liability for any failure to make payments if required funding is not provided to
CRO in advance by Sponsor.

A-4. Additional Non-Procedural Costs or Trial Related Costs. Payee will be paid for additional
non-procedural costs or additional Trial related costs that are pre-approved by Sponsor, as set forth in
Attachment B. To request payment for such costs, Payee will remit an itemized invoice to Sponsor or
CRO with documentation and receipts substantiating agreed-upon pass-through expenses. Any
additional non-procedural costs or additional Trial related costs will be invoiced only in the amount
actually incurred with no mark-up, up to the maximum amounts shown in Attachment B.

A-5. Final Payment. At the conclusion of the Trial, all CRFs and Trial-related docurnents u,ill be
promptly made available for Sponsor review. The final payrnent ('?inal Payment") will be paid once:
all CRFs have been completed and received; data queries have been satisfied; all Sponsor Dnrg is
returned; and all close out issues are resolved and procedures completed, including final IECand/or
RA notification, if applicable.All outstanding queries that affect the Final Payment must be resolved
within five (5) business days of receipt by Institution and/or Principal Investigator. Sponsor or CRO
will perform final reconciliation of all payments made to date against total amount due and will
promptly pay Payee amounts remaining unpaid, if any. Payee will promp$y reirtburse Sponsor any
uneamed or overpaid amounts previously paid to Pa1ree within thirty (30) calendar days of
notification by Sponsor orCRO.

i

:\,4.-6. Taxes.

(1) Payrnents shown in Attachment B do not includeGood and S€rvices Tax ("GST"). If the Payee
is GST registered, and if GSTis required under the Applicable Law, GST should be added and
shown on the invoice by the Payee at the applicable GST rate, along with Payee's GSTregistr4l

PI:Dr. Sudhir Cajanan Kulkamil Institution: Mahatma Gandhi Mission's Medical College And Hospital,
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number.

(2) Payee acknowledges and agrees that it is solely responsible for the payment of any and all
contributions and taxes imposed by any applicable authority with respect to or measured by
compensation paid to Payee under this Agreement. CRO or Sponsor will not be responsible for the
withholding or payment of any such required contributions or taxes. Payee accepts full
responsibility for reporting all payments rrceived, under this Agreement, to the relevant taxation
authorities as required by Applicable Law.

A-7. Screen Failures. A Screen Failure is a consented Trial Subject who fails to meet the screening
visit criteria and is thus not eligible for enrollment into the Trial ('Screen Failure"). Screen Failures
will be reimbursed, if at all, as outlined in Attachment B.

A-8. Nec.essary Procedures. Payee will be reimbursed for valid necessary visits and procedures not
covered under Attachment B. Payment for any necessary procedure due to Trial Subject safety will be
reimbursed at the agreed upon unit cost in Attachment B if available, or if there is no such unit cost in
Attachment B, Payee will be compensated based on actual costs incurred by Institution and Principal
Investigator, and will require a separate invoice with documentation for the medical necessity of the
procedure. Where practicable, Sponsor's or CRO's prior written consent will be obtained, unless it
will compromise the integrity of the Trial or affect Trial Subject safety, in which case Sponsor will be
notified as soon as practicable after the fact.

A-9. Payoe. The payments will be made to the following Payee and address ("Payee"):

Payee Name: MGM Medical College, Aurangabad
Payee Address: MGM Medical College & Hospital
Payee Tax Identification Number: GST Not Applicable
Payee Contact Email address: mgmaccount@themgm group.com
Payee Contact Person: 7770087870 (Dr Deepak Bhosle)

Payee Bank Account Details:
Bank Name: IDBI Bank
Bank Address: Adalat Road Branch, Survey number 20292, Ratnaprabha Building, Kesarsingpura
Opp. LIC Bld Aurangabad, Maharashtra.
Bank Account Number: 03761 04000000 1 07
IBAN Number: N/A

SWIFT Code IBKLINBBABD

A-10. Invoices. All invoices must be issued to the following as instrused in English:

Otsuka Pharmaceutical Development & Comrnercialization, Inc.
C/O George Clinical India Private Limited
Plot No.5, Prestige Khoday Towers, 12th Floor, Raj Bhavan Road,
Bangalore -560 001, Karnataka, India . ';i i
Attn: Local CRA f
Ernail: an4firlob@georgeclinical.com

i

All invoices and payment related queries -must be sent to: Email: anzpfinvbice@georgeclinical.com

In case hard copy invoices need to be processed, they must be sent to George Clinical
in above Section.

PI:Dr. Sudhir Gajanan Kulkarnil Institution: Mahatma Candhi Mission's Medical College And Hospitat,
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Each invoice must contain: (1) Sponsor's name, (2) Protocol number, (3) Project Code, (4) Principal
Investigator's name, (5) site number, (6) Payee contact telephone number and email address, (7) a
summary of the reimbursement to be made in compliance with the Budget, and (8) if the Payee is
VAT registered, the Payee's VAT registration number.

Payee will not receive any payments for pass through expenses whereby Payee has failed to produce
actual copy invoices or other documentation clearly substantiating that the expenditures were actual,
reasonable, and verifiable in the amount submitted for compensation. For any costs not in scope of
Agreement, requests for payment or reimbursement or invoices must not be submitted by Payee until
a contract amendment or a budget modification letter has been executed.

A-11. Amendments: The following Trial budget changes may be documented by a modification letter
signed by CRO or its authorised agent: (1) increases in the total Trial budget, with or without
modification of the payment schedule, or (2) modification of the payment schedule with no change in
total Trial budget.

,l=
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ATTACTIMENT B

FINANCIAL ARRANGEMENTS WORKSHEET

PI:Dr. Sudhir Gajanan Kulkamil Institution: Mahatma Gandhi Mission's Medical College And Hospital,

I Otsuka Pharmaceutical Development & Commercialization, Inc.l 41 7-201-00007

FINANCE SLMMARY BOX
Invoice Currency:
Payment Base:

INR
Visit-based

CRO Contractins Entity: Clinical India Private Limited
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Additional Treatment Related Costs
(inclusive of the applicable overhead)
Screen Failure on Screenino Visit 1

INR 37,071

Screen Failure on Dl 1
tNR 19,314

Re-screening INR 37,071

Advertising (if applicable) 6
TBD

Sttrdy Subiect Stipend (per visit), includinq meals tNR 2,000

Study Subiect Stipend (per visit) 24h urine collection tNR 4,000

Travel epenses (ground transportation) 2
INR 897

Pregnancy Test (Urine or Serum) (if applicable) tNR 1,050

Re-consent tNR 1,871

Kidney biopsy (including anesthesia) (outside SOC) rNR 123,734

Surgical pathology (gross and microscopic examination, including report) (oubide SOC) tNR 9,285

12lead ECG (including interpretation and report) (repeated, per lnvestigator's discretion) tNR 2,800

Full physical e:<amination (including Vital signs and weight) (applicable for D1 visit, if has not
been performed within 1 week of the visit or for the Unscheduled visit, per lnvestigator's
discretion) tNR 4,618

Symptomdirected physical examination (including Vital signs and weight) (applicable fcr D1
Msit if a full physical examination has been performed within 1 week of tre visit)

INR 2,592

Blood sample for Future biospecimen research (optional) tNR 1,925

Blood sample for ADA (in tre event of immunogenicity related clinical condition) tNR 1,925

Blood sample for PK (in the evrent of immurogenicity related clinical cordition) INR 1,273

PI(ADA/FBR specimen sample handling/shipping to Central lab tNR 616

Blood sample collection for Hemoglobin 41c, Serology, Serum chemisfy and Hematology,
for Central lab (repeated, as applicable) INR 684
Lab handling and/or shippinq tNR 607
24-hour urine collection (creatinine, protein and albumin) for Central lab (applicable for re-
testing, due to non-viable sample) tNR 980

Photo of iniection site reaction INR 517

ACE/ARB TreatmentT TBD

Nurse Fee (per visit) a tNR 1,915

Travel expenses for site staff(applicable for homecare visit which is done by site) 5
TBD

Chart review (per chart, up to the max of 250 charts) tNR 1,560

Unscheduled Visits (if applicable) tNR 7,498

Confidentiai

Total Per studY I ,NR 578,182Subject: I '

Pl:Dr. Sudhir Gajanan Kulkarnil Institution: Mahatrna Gandhi Mission's Medical College And Hospital,
jOtsuka Pharmaceutical Development & Commercialization, Inc.l4l7-201-00007
Doc Natne: SYNH IND Universal Tripartite CTA (CRO) V l.30lAucl0l I t Doc Final: l7 AuS 20:f;,/

(- . u .., \ 
t) -\L,N\ ,\-y \D- Y

\

:i4,2"_)t,
\ct.\\,,

,E
Qr-'/

Fee/Site Set-Up Fee (one time fee INR 52.5 i 8
Set-Up Fee (one time fee INR 31.973

Archiving Total Cost (one time fee

IRB prep Fee (one time fee'

IRB Maintenance Fee

Site Administrative fee (arurual

Principal Investigator meeting attendance and Study Coordinator
forum (30 min monthly, for each INR 3.212
Technology/E-platform learning fee (one time f-ee for sites who utilize

INR 37.432

Additional Study Related Costs

rNR 51.087
'fNRso.zos

INR 23.817

rNR 29.296

n(



Confidential

' Screen Failures will Ue reimfuoeA at tre arnount setficrh abo\E for. m" n*iS (five)StudySubjects. There will be a
limit of reimbursement of one (1 ) Screen Failure for erery one {1 ) SfudySubject randomized after reimbursement for
te first 5 (five)Screen Failures. Additional ScreenFailures may be approred byCRO upon written approral.

' Higtter StuJ;irO1i..t rra*r n"iroro"r"nyaloirionat tino or transport, incluoing air tarel wtlt require
C ROIS_po nsor approva l.

s Ag1tlcalrg fol$-I: y:lb onlv, if oerfog_e! !y Hgme hgaltr rery?r, 
:ta'ti_r's I9I_y1 y:_1t

5 Will be reimbursed after receipt of inroice reflecting actual cosb. :

6 Additional funding may be approved and reimbursed based in CRO project management approral.

PI:Dr. Sudhir Gajanan Kulkamil Institution: Mahatma Gandhi Mission's Medical College And Hospital,
I Otsuka Pharmaceutical Development & Commercialization, lnc.l417-201-00007
Doc Name: SYNH IND Universal Tripartite CTA (CRO) Vl.302Aug2021 I Doc Final: l7 Aug2022\C- {,^-f-

' rry-l,qe!*U_q-pq-ns-j(9p._Q_qn q case Qy ca-qg- .!a-,s_i_q.
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Article 4 Affidavit

AFFIDAVIT

0
(Zero)

PAFIEXEL INTERNATIONAL CLINICAL RESEARCH PVT LTD

NA

PAREXEL INTERNATIONAL CLINICAL RESEARCH PVT LTD
100
(One Hundred only)

Piease write or type below this line

.i.

Clinical Site Agreement ..r

Tl{IS AGREEI'IEYf is made bv and betrveen

(1) Parexcl Internatioual Clinical ll.esearch Privrte Liniited, (loWlks. RMZ Eco\\ic;'ld. Cro.rnd iloor'" Bar
.\t'ca- ,'rdlaceilt io Buiiiling 6:\. Ou'Ler Ring Roar,1. Dc','arabeesanahaiil Viiiage . Bi:i:gerlole -5(r0 l03. inil ju.

(hereinafter CRO)

And o.
statut&)Qflifu:D5402c$0DL)l IND 3509 CSA" l,dgire Engiisir 2c220804 1 0

Hrqiq qqt

ffih

':cau^e't, I\ ol'^sSldrlc,c'tt,calesirouidL, .e'fr(car .vwry:rrc,Jtm\:coir -oi .,i.,rgc Slaro...-b..e.pDctSrour r .i,rqa-/.,r.Crrod,.L',Tll.eoerd',u'tn.\.,ttr.J;crn"rrrr",O.o^tIer(oStF 
MOD.,eApO.trn.e.S.t,trva.c

48



(2) Ntahatma Gandhi l\{ission's Ntedical College & Hospital. VICN4 ivlerlical College & Hospital N-6 CIDCO'

Aurangabad - 43 1003. lvlaharashtla- India.

(hereinalter Institution)

And

(3) Dr. prashant prabhakar Lidgire. Nlahatma Gandhi l\lission's Nledical ciollcge & llospital. N'l(iN'l N4edicril

ciollege & I lospital N-6 clDCO. Aurangabad - -ll 100i. Maharasl1n'a' India.

( hereinattcr In\ estigator)

together the ''Parties'" and cach a "Part1""

rcgarding

Protocol No : D(r'102C10000 I ( hcrei nafl er Protocol)

".,1 plruse 2b. Randontisecl, DorLble-Blind,.lctive Cotttrolled,,\htl/i Centre Stttdv to E,-aluate the Efficaq', Safery'and

Tolerabiliry rl'Orut ,12D9977 and Dapaglillozin Treatntent in Patient.t tt'ith Heu't Foilu'e and (-hronic Kidnet'

Disease. " (heleinafter Studl )

AZD9977 and Dapaglil'lozin (hereinafter Studl Drug)

of

2509r1 D6,102C00001 IND 3509 CSA iJdgire English 2022080'1 1 0

l'age 2 oi23

SPONSOR: AstraZeneca AB
at l5l 85 Siidertiilie' Srveden

hereinafter SPONSOR

WHERFI,AS. SPONSOI{ is the sponsor of the nrulti-center/multi-centre Studl'to clinicalll evaluate the studl Drug

and CRO (or its Afllliate) has been retaincd b1, SPONSOR (under a separate \\'ritlen agreement) to act as SPONSOR's

contractol'and designee in managing the Studl' tbr SPONSOR: and

\\THEREAS Institution anil lnr,estigator shall Fully Cooperate $,ith CRO and shall pennit CRO 1o perlorm anl and

all of the SpONSgIt's Stud1, obligations and to exerclse anl and all of SI)ONSOR's Studl rights that lie tvith

spoNSOR. on the basis of Applicd-ble La$.and GCP regulations as rhough such rights $'ere clRo's o\\n rights" as

has been delegated bi' SI'}ONSOR to CRO.

WLIEREAS. Investigator is an cmplol'ee of institution: and

WIllrREAS. Institution and lnYestigator each dcsi|es to participate in the Stucll' as described in this Agreement: and

WHEREAS. this Agreement explains the-ioint and ser,eral obligations and rights of Institution and Investigator and

the obligations and righls of CRO [,ith respect to the perfitrmance of the S1ud1 .

WIISREAS, under this Agreement CRO does no1 act. or purport to act. as SPONSOR's contractual agent' but rather

as SPONSOR's appointedbesignee lbr managing the Studi"

1. DEFTNITTONS

Dellnitions tirr terms used in this .Agreenrent are in Erhihit B'

at



)

2.L

1'

,1

CONDT]CT OF THE STTIDT'

Institution agrecs. aud comuits itself to ClRo. to allo\\ Inr-estigator and otlier Stud_r per.sonnel 10 conrjuct tlteStudl al Institution and narranls that InYestieakrl and other Stud].per.sonncl are cithcr.emplol.ed b1,Inslitution or contl'actors bound in uliring to eqrii, ulcnt obligution, lr'r,. .untoinecl in this Agree,rent.

ln\cstieatol'agrces. and commits itscll'to CIRO. to conducl the stud), at Institution. In!estieatur shallpelsonall' supen ise thc conrluct of the Stucil bl the \tudr i)crsorrnel ,o i].,r. tutt e\tenl contemptii"J n1 tne
Protocol and b1 Applicable l-ari.

Investieatol' aud Institution ackno['leclse that SPONSOR is rhc sponsor o1 thc Stud1.. rind as such is anintcndcd third-ptirtl beneticiarl of tiis Agreement. \\her.eas slroNSoR transf-ers anv of all ()f theSPONSoR's Studl related fu,ctions to CRo in compliarce *ith ICH-rjL:p- sec. j.i.r. ri,.i rr.ui..
acknowlcdgc that conl'erring third-partl' beneliciaq' status upon the Sp0NSOR antl its alltliates is a dir.ectand t.nalerial purpose o1- the Partics entering into this Agrec'mcnt. T'o the' ertcnl Applicahle I-ari. d,es no1aliolv r'estir.rg o1'anl righls direcrll in SPoiSoR undcr this Agr-ecment. such r.ishts ri,ill Vest in the CRo.
$ ho shall enfo|ce such rights upon SPONSoR's ri ritten instruction. In atldition to the lbre-eoing. Inr.estigar.r
and lnstitution agrec that clRo ma1' disclose anv and all Stuill Documentation and/or tr,titeri-als reiating tcrthis Agreenient. and/or.relating to Inrestigatoi's -J r,,-t,iir,irr:t"p.,*i.lp"i"n in the Stud) (including
lYithout limitation anv Repofi5 or other documents or materials plovide<J b1' Inr.estigabr or Institution tocRo hereunder). to SPONSoR. All refbrences to sPoNSoR heiein (u,hether in the iontext of rielircrr,.i.Stud! Docurnentation. subniission o1- applications. tlnancial terms. or anlthing else) tleriVe fi.orrSPONSOR's status as such. as set out b1' Applicable Lau, and GCI, re-gulations. 

"and 
lnvestigator ar.rdInstitution agree to all such instances. Inr.estigator anij lnstitution rvill iulll:cooperate [,ith CRo's requestsrelaline to SI,ON\OR.

In|estigator and Institution acknori'ledge that CRo is the recipient ol'Sen.ices described in this A*srcementand' tbr the avoidance of ar.rl doubt. that SPONSOR is noi the recipient of Serlices ilescribeil in thisAgreement.

Listitution and In'cstigator specificaill agree. anti commit thenrsel'es to CRo. to (ancr \\,arrant that Stud1,Personnel ri.ill) conduct the stud)' in a diligent. efllcient. and skilful manner. in strict compliance ri,ith thcterms and conditions olthis Agreement. the Protocol including subsequent amendments. an1, specific Stud'Instructions- Applicahle' Lan. all requirernents of the Institition o,i 1-aciliq,. and any other pr.of'essional
slandards appiicable to theil professional industr-ics ancl fields. Neither Institution nor Investi_eator nol.anvStudl'Pelsonnel shall nrake anl unauthorized \\'arrcntics to an\ person (inuluding Sub;ecls).Jn"..ninnirr.
product being tested in the Studr.

Inr"estigattlr shall obtain the $'ritten approYal of the appropriate Institutional ReVieu,Board (lRB) or Ethicscommittee (EC) prior to corrnlencemcnt of the Studl' and will furnish cRo or sPoNson ,"ir.,'d.,".'rngjrjc,,
letter of approval.

If required b1 Applicable t,art'. CRO shall n.rake the necessarl submissions or notifications to the regulaton,authorities' The Studl' mav not commence untjl the Invesiigator has been inlbrmed b1 CRo th-at suchauthot'ization has bcen granted.

InYestisator shall. prior t0 a Sub.iect's participation in the SturJl . obtain the Sub.lect,s u riften informed consentto.participate in the Studl'. Each Sub.iect's nritten inf-ornred consent shall be in a fbrm that is in accordanccwith the Protocol.

2.4

2.5

2.6

2.7

2.8

2.9 Inr.'estigatcir shall enroll rhe number of dul1, qualified (accor-ding to tl.re protoe'ol) Subjects fbr the Studi asset fbrth in Erhibit A and shall do so accortjing to the limetable ser tbrtli in Exhibit a. Not,, iirrli"r,il;;;, iirregoing. Invesli-eator agrees thal SPoNSoR or CRO may unilaterall..' revise the number ol-Sub.iecrs thatInYestigator sl.rall enroll. anclr'or the timel}ame lirr such enriillment. r,ia StuiJl' Instructions at an' time .

2'10 Institution and InVestigattlr shall (a) keep a iietailed anci ri'ritten inventory of all clinical supplies. equipmenr
and Studl Drug provided b1 SPONSOR or CIRO or its Alllliatcs and shall sror.e such Nlaterials according t.the Protocol or Studr'Instt'uctiot'ts ancl (b) retain all nccessaD,sub-ject records andior-documents ri.hetlrer

250951 D6102C00001 IND 3.i09 CS.A ( kkire Enghsh 20220804 1 0
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clectlonic. papcr. or in anv othcr lbrm relating to the Studl lbr llfieen ( l 5) ) ears alier.the cnd or the premature
terminatiitnoftheStudl and(c)r.rotdesttry anl Study DocumentatiounithoutthcplioLlrittenapproval ol-
thc SPONSOR. institution and lnvestisatol shall pror ide to CRO or its r\1filiates all studr data collected on
case repoft fblms as instructcd br CRO.

2.ll lnstitution and lnlestigalor cgree that th* al'e not prescntl\' under an1, agreelnent ot.ohligation rihich
conflicts ri'ith thc duties and ohlisations ori ed 1o SPONSOR or CRO under this r\greerlcnt. and turther a_sree

not Io undcrtake anv such obligation or agreernent durir-rg the course of the Studl . Investi_gator rran'ants that
no Studl Personnel are prcscntl] under anl agl'eemenl or obligation uhich conllicls with the duties and
obligntions ou'ed ttt SPONSOR or CRO undcr this Agreement and shall ensurc that no StLrdr Personnel n ill
undertakc an1 such obligation or agrecnlelrt during rhe coursc ofthe Studr.

2.12 Institution shall" throughout the tiuration of the Studl'. provide. kccp ar ailable to the Stud\ Pclsonnel and
maintain all necesslrn' Resoulces lirr the adequate pcrtbrmance o1 the Stud\'. In\,estigator shall. throushout
the cluration o1- the Study. enslrre that adequate StudY Pe|sonnel are ar,ailable to cornpiete the Stud],.
Institution and Investigator shall inlbrm C'RO promptlf in u,riting (includin,e bl erntril)about all chanses
impacting the Rcsources tindiol the Studl Personncl.

2.13 'I-he I']r'otocol. including anl amendrnents thereto. constitutes an integral part of-this Agreerrent b1'r'eltrence. In
case of anf inconsistencl'betueen this A-r:reement and the Protocol. thc Prolocol shall take precedence on matters
of rredicine" scicnce and conduct of the Studl'l otheni,ise. the tenxs of this Agrcement shall prcvail.

2.I4 lnstitution and Investigator agrec that il'an1 Studv Personnel is a goventment errplcllee. olficial and/or
perfbrming a go\icmlrental tunction^ such lelationship nral be disclosed kl the SPONSOR and an1'compensation
that such individual receives u,ith respect to the Stud)' ma1' be disclosed to the lnstitution and is herebl appror ed.

2.15 lnstitution and Investigator \\'arrant that neither ther'. nor anl, studl Personnel ale ollcials. agents. or
representatives of an1' govemment or political par[. or intelnational organizatiorl n.hcre thev ntal' bc in
positions of authoritl' to be able to improperll' help CRO or SPONSOR obtain a business advantage.
lnstitution and Investisator tufiher u,arrant that neither thc1. nor an), Studl'Personnel shall makc an\.pavment.
eithcr directll' or indirectll'. of anl' moner' or other consideration (hcreinalier Pa1'rnent). to go\,ernment or
political party' ofticials. ofllcials ofinternational organizations. candidates for public otl'rce. or rcprescnrati\ es
of other businesses or persons acting on behalf of an1' of the lbregoing (hereinafter collectiveil' Oltlcials)
rvhere such Palment nould conslitute violation of anv lau'. including the t.t.S. Foreign Con'upt Practices Act.
ln no event shall [nstitution. Investigator. or an] Stud1' Pelsonnel make an], Palment either directll, or
indirectll'to Officials i1'such Pa1'ment is 1br tlie purpose of inlluencing decisions or actions riith lespect to
the sub.iect matter of this Agreement or anv other aspcct o1 CRO's or SPONSOR's business. lnstitution and
lnvestigator shall report anr violation of this n'arranq promptll'to CRO and agree to respond to anl CRO
inquiries about anl potential violations and make appropriate records nvailable to CRO or SPONSOR upon
rcquest. At an1'time upon the request of CRO. Institution and Investigatol'agree to promptl)'certif, in nriting
thcil ongoing cotnpliance land the compliancc of all other Studl Pelsonnel) ri ith the rvarranties contained in
this Section 2. 15.

2.16 If CRO or SPONSC)R requesls Institution and/or Inr,estigator to source marketediconrparator drug" CRO ri'ill
reimbut'se Institution and Investigator accolding to Erhibit A. Institution and Invcstigatt)r \\,arrant that tlic-1, rr ilJ
onlv source drue products tl-rat complv u,ith the specifications ol'the Protocol.

2.17 lnvestigatol and.,bl Stud1, Persclnnel ma1, be invited to zrtlend and participate in mectings relaring to the Stud),.
The Panics asree that there ri ill be no additional compensation fbr attendance or participation at such nteetings
b1'tl.rc Investigator or anv Studv Personnel. If the Investigaarr and/or Studl Persr-mncl areYequired to pertbr.m anv
additional tasks. over and abor'e thosc required firr thc conduct of tl.re Stud]'" the tems and oblieations tbr the

. 
pror,ision ofsuch sen,ices shall be sub]ect to a scparate agreement.

3. REPORTS. NIONITORING AND COOPERATION

3.1 Institution and lnlestigator shall submit to CRO. and CI{O has a right ro claim under rhis Agreemcnt. all
complctcd eCli.l-s or CRI'rs resulting fiom the Studv s'ithin a reasonaltle time period and in accoldance lith
an1' Study' lnstructions. lnstitution and Inrcstigator \\'arrant that ail c(]RFs or CRFs subniitted to CRO are

2-50S5 I D6402C100001 IND 3509 CSA Ud{:ire llnclish 2022080.1 1 0
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3.2

true^ cornplete. correct and accuratel) reflect the results ofthe Stud1. Institution and lnvcstigator shaiI also

pror,ide CI{O u ith copies of all Reports. and anl updates that are required bi the ECilRB.

Institution and Invcstisalor shall Fulll Cooperate rr,ith CRO and ri'ill trtcct n'i1h represcntttives of ('RO. or

its Designee. ar mutualll cttnvcnicnt timcs accolding to a schedulc sct fbfth in Studl lr.rstructions lbr
rurplitorir.ig r,isi1s. consultations and to albl direct inspection of all Studl related records. inclLrding Sub.lcct

medical files" a^s requested b1'CRO and 1iu'an1'other purposcs lelating to the Stud) as decrred nccessarl irl

CRO. Investigator shall ensure that all Study Personnel I-ul11 Cooperates tlith CRO. includir.rg rreeting \\'ith

pcrsonnel o1'ClRO. or its Designee. as set lbrth in the plcceding sentence.

AUDITS AND REGT]LATORY INSPECTIONS

Institution and Inlestigator shall Fully Clooperatc \\'ith audits or inspections" applicablc to tlle Stud).
perlbnncd during ur alicr conrpletion of the Stud). b)' SPONSOR or CRO. Institution and Inlestigator shall

allot SPONSOR. CRO and -eovcrnrrental or regulatorl'authoritics. including but nttt liniitcd to the U.S.

Food ar.rd Dlug Administration. access to Resources used to pertbrm tasks related to the Stud)'. shall make

all rcquested docunrents availahle to them and shall provide them n'ith an1' further Study' Docurnentation as

mal l're lequested.

In the event the audit or rcgulatorf inspcction identif'ies a lack of compliance u'ith tliis Agreement on the parl

of Institution or Investigator (or failure b1 an1' Study' Personnel to act in accordance ri'itlr the terms and

conditions ol'this Agreement). CRO maS,terminate this Agreement in accot'dance nith Section 16.1 (a).

lnstitution and Investigatol shall imn.rediatell' notib' CRO b1' telephonc. email ol' tar if a govetnuental or

regulatorl'authorit1,. including but not limited to the Drugs Controller General of India (DCGI). requests to

carr)' out an inspection of Institution's iacilities. or does so. lnstitution and lnvestigator shall allorl
SPOI.\SOR and CRO to be present duling such inspection and shall provide to SPONSOR and CRO copies

o1- all Nlaterials. correspondence. statements. lbrms and records that L.rstitution and h.rvestigator rcceives.

obtains ol'generates pursuanl to or in connection rvith an1' sucl-r inspection.

FINANCIAL DISCLOSTIRE

During the conduct olthe Studl'and 1br one (l) 1'ear aIler its completion. Iniestigator shall, and Institution

shall cause the Sub-tnvestigator(s) if applicable. and Studl' Persclnnel to. e\ecute and update such tblrns.
disclosures and certitlcations no\v or subsequentll' required b1 SPONSOR or anl' applicable regulatorl'

bodies related to his/her flnancial interests in the SPONSOR andior the Studl' Drug. This ohligation shall

sun'ive the erpiration or termination of this Agreement.

CONFIDENTIAL INFORMATION

Institulion and Investigator agrce that thel'shall at all times keep contidential the Contidcntial Infbnnution
rhat the), receir,e tiom CRO. SPONSOR. or otherrvise in connection u.ith this Agreement. l'he Institution and

Investigator shall saf'eguard the Confrdential Infirrmation l,ith at least the samc level of care as it u ould af'ford

to its orvn confrdential infbrmation and shall not use the Conlldential Information 1br anl purpose other than

to pelfbrm its obligations under this Agreemenl. lnstitution and lnvestigator ma) disclose Confidential
lnlbrmation to Studl,Personnel. or other emplol'ees or stalTn,ho rcquile access theretcl lirr the purposes of
rhis Agrcement provided" hos,ever. that plior to rnaking anl' such disclosures Institution andior Investigator

bind such Studl Pelsonnel" employ,ees or stafibl obligations ofconlldentiality' at least as restrictive as those

contained in this Agrec'rnent.

'fhe obligations on thc lnstitution and Inlestigator sct out in Clause 6.1 aboveihall survive ibr ten (10) )'ears
altcr the erpirl, or tcrmination of this Agreenrent. bul shall ncx apply 1o anf infbrmation n'hich:
(t-2.1 rvas in the Institution's or Investigator's possession (rt,ith full right to disclose) prior to receiving it

trom the CRO and/or SPONSOR. as denionstrated b1' nlitten recot'ds:

6.2.2 is puhiic knoriledge othenr,ise than iis a rcsult of anv breach o1'this Clause or anv similar Clause in

anl' other relevant agreement: ol'

4.

4.1

4.2

4.3

5.

5.1

6.

6.1

6.2
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6.3

6.2.3 tl.re Institution altdi'or lnlestigator can demonstrate \\as deYc]oped indeper.rdentll'uithout t'etclence

to the Cor.rlldential Intblmation or'\\'as received liom a third pafi) \\'ho had the right to disclose such

inlbrmalion in a non-conlldcntial manner.

'l-he Institutiol or Inlcstigator rna\ disclosc (]onlldcntial lntbmration to the c\tent requircd b) a cor-rrt of

coltpetcnt jurisdiction. l.r: a golernmental. supen ising or regulatorl bodi'. ol othet'rl'ise in order to conipll'

uith Applicable La1,s (including lieedom of inlirrnration legislation). plolided aln'a1 s that (i) to the extcnt

it is legal11, pelmitted to do so. the disclosing partl giles the SPONSOII as nrtrch notice ol'srtch disclosure

", 
por.ibli, ond (ii) rhe disclosing partl complies sith the SPONSOR's reasonable directiclns 1br taking

Iegalll ar ailablc sleps tu lesist or narro\\' such recluirement (at the SPONSOR's reasonable c\pensc) and in

anl eient rcstricts the disclosLrrc to onll those parts olthe Clonlidential Inlbrmation lari'1ul[1'recluired to bc

disclosed.

RIGHTS TO INFORNIATION AND INVESTIGATIONAL PRODUCT

All Nlarter-ials and Stud1. Drug pror,ided to Institution or Investigator lor purposes of the Studl ale and nill
rernain SPONSOR's properll'. Institution. lnlesligator. land Studl Personnel) shall not accluit'e anl rights ol'

an1 kind utatsoever riith respect to the Stud) Drug or such Nlaterials as a result olpcrlbrtnance ulldel this

,,\greentent or othel'\\'ise.

lnstitution and Inr,cstigator shall deliver all N,{aterials. unused Studl' Drug and clinical specitrens to

SPONSOR. (lRO or their respectir,e Designee in a tinrell' manner throughout the perlbt'mance of the Studl'.

as proyidcd in thc Pr.otocgl or Stu<i1'lnstructions. and in no erent later than tcr.r (10) business dals alier'(i)

the date of termination of this Agreernent or (ii) the date on nhich SPONSOR or CRO othenvise requests

delivery o1'Materials. unused Studi' Drug and ciinical specimens.

l'he N{aterials and Studl' Documcntation (including publication) rnal' be used b1' SPONSOR in an1. nranner

it tieents appropriate to compll' u,ith its business interests. both dr-rring. and tbllorving tem.rination o1- this

Agreemenl.

PT]BI,ICITY

No pafl) to this Agreement shall use the name. s1'mbols. trademarks or imagine of an,v other pafl) hereto. or

SPONSOR's name. slmbols. tratiemarks or image. in connection n'ith an1' advertising or promotion of an)

pr.oduct or service tvitltout the prior n,ritten consent of such pafi) or SPONSOR, as appropriate.

PUBLICATION

The lnstitution and the Investigator shall be entitled to publish the results of. or make presentations related

16. the Stud)'. pror.idetl rhat any,publications orpresentations to be made rlithin trvo (2) 1'cars olcompletion

o1'the Studl' shall require the SPONSOR or CRO's prior ri'ritteu consent. All such publications or

presentation; shall (i) be consistent n ith academic standards and International Comrnittee of lvledical .lournal
-E,litorr 

gui<lelipes. (ii) not be t-alse or misleading. (iii) compll' n'ith all Applicable Larvs. (ir') not be made 1br

an1 comntct'cirl putp,rse.

The Institution andiol the Invesligator shall provide the SPONSOR n'ith copies of an1' N'{aterials relating to

the Studl', or the l)er,elopcd Technologies that eitlier intends to publish (or submit fbr publication) or makc'

an] presentationsrelatingto.atleastthift)'(30)daysinadlanceofpublication.subn.rissionorpresentation.

At rhe rcquesr of the SI,ONSOR o| CRO. the Institution andior the In\.estieator: 
i

9.3.1 slrall not include in or shall relro\,e tiom anl proposed publication an1 (lonfidential Intbnnation.

errors or inaccuracies: and
g.3.2 shall uithhold publication. submission lbr publication or presentaticln lbr a period o1'ninetl'(90)

tlal s fi.om the date on n,hich the SPONSOR receiles the material to allon' the SPONSOR to take

such measures as lhe SPONSOR considcrs necessar)'to preserve its proprietarl rights audr'or protcct

its Conlldential I nfbnnation.

7.1

7.2

7.3

8.

8.1

9.

9.t

o,

9.3
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9-1 l-he lnstitution atrd the Investigator shall include the lblloriing acknon,ledgcn.rent in all publications and
presentations lelating to the Stud\. the Studl Documentation or thc Developed fechnologies. as ri,ell as in
anl linanciai disclosurc inibrmation relating to the Stud) : '-AstraZeneca sponsorcd this clinical trial." r\ c6p1
ofanl publicationsattdprcscntationsrelatingtotheStud).theStud) Docunrcnlationand,iortheDeyelopctJ
'l c'chnologies shall be pt'ovided to the SI']ONSOR on publication or presentarion. and the SPONSOR shall be
enlitled to trake copics ofand distributc the publication or prcsenration as it considers necessar_\.

9.5 Sub.iect to CIause 8. no Parlr' shall mention or otheru ise use the name. trade malk. trade name or logo oianv
other Palt\' or thc SPONSOR in an1' publication. press lelease or promotional material n,ith respcct 1o thc
Studl l'ithout the priol lit'itten approval 01- such Partl or the SPONSOR: pror,ide<l. hoger,er. that thc,
SPONSoR shall har c the riglit to identifj' the Institution. thc lnvestigatol and thc responsible Stuilr. personnel
in an1 Studv recluitntent activities or othcr Studr,-related ntectinss_

9.6 .I'he 
SPONSOR has a long-standing commitrnent to transparencl'. an<1 the Institution and rhe Inr,estigaror

acknotr'ledgc that the SPONSOR shall post the Studl' on clinical trial registlies and publish the resulrs sn
clinical tria[ results databases in suoh fbrmat (includins n'n,n,.astrazenecaclinicaltrials.com). andior provide
such results to the governrnental and/or r.egulaktn authoritics.

9.7 11' the SI'}oNSOR invites the Investigator to be an author ot' a SITONSOR-manaced pubiication. the
lnvestigatol'shall direct. drati and/or revieu'the proposed publication. and appror,e the llnal rersion ofthe
publication to be published. No compensalion shall be plovided in lespect of an1, such authorship. An1
authotship. medical rvriting. editorial or logistical support provided to the Ini,estigator or.the Institutiol b1,
the SPONSOR in respect of publication shalt be subject to the SI,ONSOR's publications policl'. detaits of
rvh ich are avai I abl e at \\'\\i\\ . aslrazen eca. cL)m.

IO. INTELLECTUALPROPERTY

I0.1 Except as explesslv set out in this As1'eement. no Parn, nor the SPONSOR shall acquire anl right. title or
interest in or to the lntellectual Propeltl' of anl of the other Palties ol the SITONSOR's or their licensors.

10.2 I'he SPONSOR shall on'n all lights and title in an1' Intellectual Propertl' arising ti'om the Stud), or relatins tcl
the Stud)' Drug. anv Developed Technologl and the Studl' Documentation. e\cepl to the cxtent that the
Institution and Inr;estigator ale recluired to retain an1' Studl'Documentation in accordance n.ith the Applicahle
Lau's. 'l'he Institution and the Ini'estigator shall promptly, disclose anl such Inrellectual pr.operrl' to the
sPoNSoR and cRo in *r'iting or in such other fonxat as the pa(ies ma), agl.ee.

10.3 To the extent capable ofprospective assignment. the Institution an<j the Invcstisator herebr,assign to the
SPONSOR (or its Designce) all theil rights. title and intelest in and to all Intellectual Proper11, tatling p,ithin
Clause 10.2 above. To the extent that anv such Intellectual Propertt' cannot prospectivel), be assigned. the
Institution arrd the Investigator shall assign. and shall pl'ocure that the Studr Pcr.sonnel shall assign. such
Intellectual Propertv to the SPONSOR (or its Designee) on creation.

10.'t The Institution and the lnlestigator shall ensure that the Studl, Pcrsonnel take all steps as the SpONSOR
and/or CRO mo reasonabll' require liom tirne to time in order to cniol' the tull bencfit of the righrs assigned
under this Clause 10.

l0'5 The SPONSOR grants to the Institution a pcrpetual. ro1'alt1,-tice non-e-xclusive licence to use thc Intellectual
Propertv arising onll' from the Studl fbr internal rcsearch and educational purposes on11,. and 1i,ith no right
to grant sub-licences. 'l-he plovisions olsection 6 and 9 olthis Agreement sl.rall continue to appl1, in relation
to an1 such licence. .'

II. DATA PROTECTION & PRIVACY

l1.l Institution andior In."es1igator herebl represent and l'arrant that thel shall tibtain all necessar-r' conscnrs in
s liting tiom :

(a) all Subjects as per the intitrmcd conscnt lil.rn: and
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(h) the ke1 rnentbers o1'Studl l)ersonnel and lnrestigator parlicipating in the Stud] 1br ailministratilc / studl

managentent apd anl ,,ih., prr1r,',r. requircd h1 larr so tl.rat such Sub.iects'. Studl Personnel's and

I nr estigator's Pcrsonal Dala can be P|ocessed b) (including translcrred to) ('Ro. anl rlf i1s A1h liatcs- and

SPONSOR or anv gf its Afllliatcs and legulatory ar-rtholities in each case uithin or outside the countn

rr lrcre suclr Jatr ,,riginr1cs.

ll.Z l'hc partics agree. an{ CR0 cont-u'ms Sponsor agrecs. to aclherc to thc plinciples ot medical conlidentialitl'

i, r.elation to Subjecrs invohed in the Stur11'and to compll'at all times u'ith tl.reir respecti!e ohligations

un6er all data prolection Appticable Laxs in relation to this r\greel. ent and the protection of the Pelsonal

Data olsubiects and Stud) Ier.sonnel. u here CRO. Sponsor and thc Institulion shall act as Data Conlrollers

u.ith regaril to the processing and protcction ofthis Personal Data each ofthen.r undertakes.

ll.J Lloth the CRO ancl the tnstitution shall n.raintain. and C.RO contlrms Sponsor shall rnaintain- uppropriritt'

techr.rical and organisational sccuritl measules to protcct the Subiects' and the Studl' Personnel's Personal

Data thcy process in lelation to this Agreetnent.

1 1.,{ The Institution shall appoint a person that shall act as a p|imarl point ol contact and shall rcspond to all

Data Sub.iects, r.ights eiercisetl^bl thc Subjects ancl/or the Studl Personnel in lespect ttl the processing o1

their personal Data in relation to this Agreemenr ('Data Sub.]ect's Request'). The {nstitution shall infbrm

Sponsor anil CRO and request their assistance in responding to a Data Sub.iecr's Requcst onll to the extent

the Institution is unablc ti manlge ancl respond to the Data Sub.iect's Request s'ithout intbnnation u'hicl.r

could o111. be pror,ided b1,the Sponsor andiol CRO. To the cxtent. the Sponsor and/or CRO needs to provide

inlbrmation ro the lnstitulion. ihe Institutjon shall intbrm the Sponsor and/or CI{0 ri'ithin three (3) dal's

upon receiying the Data Subject's Request. Llnder such circumstances. the Sponsor and/or CRO shall

cooper.ate ri,ith the Institution antl shall provide the institution rvith. subject to Applicable l.arr. the

requestecl inlbrmation and underlake an1' reasonable actions to enable the lnstitution to respond to the Data

Subject"s Request. The Institution shall" upon the reasonable request bl Sponsor andbr CRO. provide

Spqnsor ancl/or CRO rvith anl, infilrmation. undertakc an)' actions ot' provide assistance to the Sponsor

and/or CRO as may,be lequired b1'the Sponsor andlor CRO to respond to a Data Sub.iect's Request'

I 1.5 11.a personal Data Breach occurs in relation to an1 Sub.jects' or StudY Personnel's Personal Dala processed

in relation to this Agreernent arld it is likell, that such breach poses a lisk to an individual's rights and

l.eedoms 1a "Reporfable Breach"). the lnstiturion must notili' the relevant supen,ison' authorit-v $'ithout

undue <iela1, and at the latest nithin 72 houls atiel having become atvare of such breach. If such Reportable

Breach por", o high risk to the alfected inciiliduals. thcn the lnstitution shall also inlbrm them. unless the

Institutiin has puiin place etfective technical and organisational protection measures that ensure that the

risk is no longcr likell:t6 materialise. 'fhe Institution shall notifi'the Sponsor andior CRO o1'an1' Repoltable

Breach no later than 24 l'rours after har,ing bccome a\\'are o1'such Reportable Breach.

ll.6 The parties shall. and CRO conllrm Sponsor shall. indernnifi. defend. and hold cach other harmless liom

and against an1, and all liabilities" ciaims. losses. suits. judgments. and reasonable legal l'ees arising liom an1'

breach. negligent act. error or omission of relevant <lata protection obligations under this Agreement bl the

other Partl'. its stalf o| Subcontractors.

12. INDENINIFICATION

LZ.l Anl,indemnilication of the lnstitution and Investigator bi'SPONSOR shall be through a separate \\r'itt!'n

agreemcnt (or letter) betueen Institution. Investigator and SPONSOR dircctll . CRO shall :ict as the

interrnediarl,to coo;dinate the provision oi'an1'such agreement or letter o{indernn'it1'b1'SPONSOR and

shall haye no other obligaticln in connection thereriitli. Requests for such lciters should be rnade in ririting

to thc address helotr':

i509 LISA l-rdgire English 20220804 1.0
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lnvestigatol Clontracls

S1ud1 #25095 I

Parexel International Clinical Research Private Limited
Clo\\/r'ks. RN,IZ Eco World.
Glound lloor. I3a1 Area- ,\d.iacent to Building (rA.

Outer Ring lload. l)elarabecsanahalli \'illage.
Bangirlole -5(r0 103. India.

Such requests musl includc thc firll legai names and addresses ol all parties riho are requested to be

indemnilled bI SPONSOR.

12.2 CRO shall be liabie under this Aglecment tbl damages resulting ll'om its negligence or niliul miscondr,rct in
the erecution olits obligations hereunder.

I3. INST]RANCE

l3.l The Parties acknou'ledge that SPONSOR uill ensure adequate provision is made b1' u'a1' of insulancc or'

indernnitl arrangemenls sulficient to meet its obligations and liabilities under Applicable Lau's as the sponsur
o1'the Studl'. in palticular touards Studl suhjects 1or personal iniurl' arising as a result ofparticipation in the

Studl .

14. DEBARNIENT

l4.l Institution and Investigator herehl.certil) that neither Institution. Investisator nor rn-\ person emplol'ed b1'

institution or Investigator to work on the Studr' (including any' subcontractor permitted pursuant to Section
I 7.2) has been:

(a) debarred b1 an1'r'elerant authorities. pursuant to ani'Applicable Lau', including but not limited to
Section 306(a) and (b) of the [,]S Federal Irood. Drug and Cosmetic Act. ol disqualifled as a clinical
ilrvestigator undcr Applicable [,au :

(b) thleatened to be deban'ed or indicted for a crime or other\\'ise engaged in conduct tbr rvhich a person

can be debarred under r\pplicable Lari:

(c) disciplined bl and/or banned by a relei'ant authoritl' 1i'om can'f ir.rg out clinical trials.

For purposes of this Section. an1' o1'1he lbregoing shall be deemed to constitute being ''debarred''.

In addition. lnstitution and Investigator agree that no dcbarrcd person u,ill in the futule be emplol'ed or
otherri,ise engaged (including on a contract basis) b)' Institution or Investigator to n'ork on the Studl'. Ifduring
the course ofthe Study'. Institution or lnvestigator becomes debarred or leams that an)'person connected n,ith
the Stud) is debarred. or thal there is a threal of deharment of an1' such person. then [nstitution and
lnr,estigator must inrmcdiatcll'notili SPONSOR and CRO. CRO m.ry' irnnrediatcll'terrninate this Agreenrent
in the event an1,o1'the fblegoing occurs.

I5. PAI']\IENT TERMS AND CONDITIONS

I5.I Infull consideratior.rfbrtheSen,iceso1-Institulion. InvestigatorandStudl Personnel renderedincomplianceri'ith
the Protocol. CRO agrees to pav the f'ecs and cxpenses set fbrth in Erhibit A. Such f'ees and expenses n'ill be paid
solel1'to the institution. except as otheru,ise erplessll' set 1irfth in Lxhibit A. 'l'he parlics qgrcc. that E\hibit A *
Pa1'mcnt Schedule is part ol this Agreenrent clarifl ing the scl'redule o1' pa1'ments associaled ri'ith this
Asreement and that the f-ces and expenscs set tbrth in Erhibit A represent thc tair market value ibr the

, Sen'ices providecl by, Institution and Inlestieator. Pa1'ments shall be rnade in accordance n,ith the pror,isions
set lorth in llxhibit A. u,ith the last pa) ment being made alier Institution and Inr.estisator complcte all of their
obligations undel rhis Agleerrient and anf i:rhibits thereto. Institution end Investigator shall not scck
reimbulsenrent firr anl mcdical scn,iccs or Studl' Drug liom anl third-par11' pavers i1'such costs are alreadl
covcred b1' pal rncnts madc undcr this Agrecmcnt.
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15.2 [nstitution and Inrestigalor shall compll riith all obligations uilli respect io taxes and social secut'itr

contributions. it'applicaSle. ri'hich lelate to the subject mattcr ol'this Agreerrent including. u'ithout limitatitln.

those thatrclatet,.,any pa]mentsmadehercr-rndcltolnstitution.invesligator.StudvPersonnel or-asthecasemal

be. rhose that rclate tri a1ll pal,mcnts made br Institution or Itrvestigator to Stud) Pe rsonllel All l'ees and c\pellscs

pqable t9 the l.rstitution and lnr,estigatur arc erclusivc olall tarcs and social securitl contributions applicablc'

other than GST.

15.3 Institution and tnr,cstigator acknorilerlge and agree thal its. his or her.ludgrnent uith l'espect kl its. his or her

ad'ice to an,l care of:each Subiect is not and shall not be al-lected by the compcnsation lnstitution andror

Investigator Lcceivc in accordance ri ith the Stucll'.

15.,1 Institution and lnYesrigator agree that SPONSOR ancl CIRO rnai disclose the ttes aud erpenses pal ablc or

paid under this Agreenrent to an)' govemrnental authorities according to Applicable Lati'.

I6. TERNIINATION

16.1 'l-his i\grecu.rent ii.ill bccome etl'ectir,e upon thc date it is tulll executed b1'all parties and shall continue in

eltect lor.the lull duration of the Stud1, according to the Protocctl unless soonet'terminated in accordauce $ ith

the pr-or.isions of this Section. CRo mal,terminate this Agreement irnmediatell'at an)'time upon ut'itten

notiie to llstitution and lnr.estisatgr 1or anl reasons. including u'ithout lirnitation upon an)'of the tbllon'ing

occurlences:

(a) Institutiol or lnr,estigatclr has lailed to cure a breach to this Agrcement ri'ithin thirt) (30) dals of
leceipt ofrvritten notice specif ing such breach: or

(b) lnyestigator hecomes pclsonally' unavailable to conduct thc Studi' and a SPONSOR or CRO-

approved rcplacement has not been identilred b1 [nstitution and Investigatrlt': or

(c) tg,o months alter shipment of the Studl Drug. Investigator has tailed to meet the enrolment target

tbr Subjects set fbrth in Exhibit A. or has recruited such a lou' number ol Subjects that it can be

1..u.nnolll'assumed b1,CRO that the agreed nurnber o1-subjects u,ill not be reached in accordance

n'ith the schedule set fbrth in Exhibit A; or

(d) the authorization/autho;isation and apploral to pertbrm the Stud)'is rvithdrarvn b1' the regulatory'

authorill' soverning Institution: or

(e) rl.re audit or regulatoq, inspection identifies a serious brcach or lack of compliance rvith this

Agreement: oL

(0 if an1, of the circurnstances permitting lermination pursuant to Section 14. 1 occur.

16.2 This Agreement ma1,be terminated b1. Institution or InYestigator. upon sixtl'(60) da1's' prior $'ritten ncltice'

forbreacl.rol'contractbl'CROi1'tl.rebreachisnotcurcdn'ithinthir[ (30)dal'sofnotitrcation.

16.3 If this,\greement is terminatccl prernaturell, in accordance rvith section l6.l or 16.2 or l(r.3. Institution and

Investigator shall/must use its. his or her reasonable ellbrts to:

(a) minimize lurther costs u,hiie maintaining good medical care olthe Sub.iecls: and:

(b) ensure that all Subjects shall complete the Studl' according to the Pr'gtocol ufrless dictated other\\'ise

hy' Stud;' Instt'uctions.

ie.+ Should lnyestigator conclu<ie thal ct'rntinuation o1'the Stuclf is no longer rnedicalll' .]ustiflable- due to (i)

unerpected results. (ii) the ser eritl,or plevalence ofserious advcrse erents or;(iii) the etficacl- o1'the treatment

l,ith .Studl,Drug 2ppears to be insullliienl: then heishe riill promptll noti|'CRO and the EC/IRB in uriting'

ancl rnav suspenrl trcatnrenr olsub.lects until such time as CRO (based on consultations uith SPONSOR) and

Ittr cstir:utor Iele lt lettcmcnt a: to tht lrc:l \(!Lllsc ol'1g1i1r1.1'
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l6.5 'l'erminatirtlofthis,\grecntenrbvan) parq shatl rrotallectthe rightsandobligationsol'the piirtiesaccluedprior

to the etlccrive date ol- remination o1'this Agleement. .An)' pror ision of this Agreenlent thirl should sun ive

erpiration 6r terminalion ol'tliis Agreerncnt in order1rr gir.e propel etl'ecl ttl ils intent. shall surlive e\piriiti(rn or

tclnipationo1'this;\greentcnt.-fhcfbllouingprovisionsshall sun'ivctl-ieterminatitlt-torcrpirl oi'theC-'S.{kl

the e\telt necessan to prcser\c the ri-ehts and obligations under them: (Nlonitoring and Audit b1

SpONSOR,'CRO): (lntellectual l)ropertl ): ((]onlldential lntbrmation); (Rights to Publication): lAnl Conrpiiance

pror,isions relating to: 1-r'ansparencl . Anti-briber\'" .\n1i-coi't'ttption and Clonf1icts oi'lnterest): 1'Ihild Par-t)' Rights

for SI'}ONSORi.

11. INDEPENDENTCONTRAC]TOR

17.l l-he r.clationship ol'lnstitution and tnvcstigator to CIRO is that of independent contractor. Institution and

Ipyestigator comrrit themsclr,es to pcrtitrm the Sen,ices onll as indcpendent conlractor and nothing

conraineci her.ein shall be construed to be inconsistent ri ith that relationsirip or status. lr.rstitulion. Investigalor.

ald Sruc]1,Personnel shall not be considered ernplol'ees or agents of CRO or SPONSOR ancl. trs such. shall

not be entitled to anr beneflts alailable to etnplol'ecs o1'CIRO or SI'ONSOR.

11.2 tr.rstitution ar.rd lnvestigatol shall not retain anl subcontractor to pertbrm an1 ol its obligations under this

Agr-eenrent riithout rhe prioi n'ritten consent olCIRO. Any such consent shall not relieve Institution and

lni cstigator of its obligations hereunder. and histitution and Investigator sliall remain lull)' liable tilr all acts

and gmissions o1' an1, sucl.r subcontractor. CRO shall be pemritted to assign thc discharge of sen'ice

obligations it assumed under this Agreement 1o an1' ol its Atflliates (or adequatell' qualilied third paltl'

subcontractors). u'ithout leleasing CRO fi'om its responsibilitl' tbl the appropriate performance of such

assignc'd sen'ice obligations tou'ards Institution and Investigator'

17.3 This Agreement shall not constitute. create or in an1'u'al be interpleted as. a joint venture. parlnership. or

business organization of an1' kind.

18. CONTRACTUAL

18.1 Titles to the Scctions o1'this Agreement arc solel),tbr conr,enience and do not constitute a suhstantiVe part

of this Agreement.

18.2 Ilanl provision of this Agreement is held illegal. invalid or uncnfbrceable b1' a courl of lalr'. the remainder

of this Agreement shall not be aflected therebl'.

18.3 Failure to insisl upon compliance riith an],of the terms and conditions of this Agreemcnt shall not e onstitute

a general u,aiver or relinquishment olanl, such terms o[ conditions. and the same shall relxain at all times in

lull tbrce and etTect.

18.4 l'he Institution and Principal lnvestigator acknou,ledge that the SPONSOR is the sponsor of the Studl' and in

order 1o satisfi' pre-existing contractual obligations on'ed b1' the CRO to SPONSOR. the Palties asree that

rhe SPONSOR and its aftrliates are rhe intended thild-par1i benet'iciaries of the rights under this CSA (in

particular the IP rights under Scction l0). The Parlies ackno*ledge that conlerring third-part1'beneliciarl
itutr. up.,n the SPONSOR an<j its atllliates is a direct and rnaterial purpose of the Parties enlering into thc

CSA. To the extent .,\pplicable Lau does not allos, r'esting of anl rights directlf in SPONSOR under this

CSA. such rights ri,ill lest ir.t the CRO. Rights under this Section 18..1 cannot be trodified x'ithout

SPONSOR's consent. Except tbr the third-part1' beneliciary r'ights granted to the SPONSOR and its afllliates

inthisCSA.an) personri,hoisr.rotapart) tothisCSAshall nothar,can) rightsunderitand,shall notbeable

1 8.5 1-he r.especlir,e signalories oi'the parties to this Agreement represent and ri arrant that thel' have the authorit)

and abiiitl to enter intu the tenns. prclr,isions anil condirions of this r\grcement on behalf o1'their respective

parties.

18.6 Neirher par-tl shall bc responsible fbr anl,delault under this Agreement bv reascln o1'strikes. riots. hostilities"

l,ars. llre- acts of tcrr6rism. acts of God. death of lnrestigatof. or an) othet' cause be1'ond its reasonable

control.
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18.7 'l'his Agreernent ma) not be assigned b1, Institution or Inr,estigatol n'ithout the prior u'ritten consenl of CRO.

I8.8 Cll{O mal assien this Aglccmeul to an1' o1 its subsidiaries. Atllliates or to anv thild part1 .

18.9 -l-his Agleentent consritutes the enlire agrcement and linal undcrstanding of the parties ri'ith respect to thc

subject matler hereofand supersedes and temrinates all prior and,ior contcurporancous understandings and/or

discussions bettveen the parties. n'irether nritlen or verbal. express or implied. relating in anr la1'to the

sub.jcct malter hereol-. Tliis Agreemenl n1a) not be altered. amended" modifled or otltenlise chan.-r:cd in anl
\\'a)' except b1' a $r'ittcn agrccment. signed b) all parties.

18.10 All noticesneccssar) orappropriatetobcgirenpursuanltothisAgreementshall heelitctiverrhen
delilcred to the appropriate pat'tv at thc address belon':

To CRO:
Parexel International Clinical Research Private Limited
Co\\/rks. I1NIZ EcoWorld.
Ground f1oor. Ba1' Area- Ad.iacerrt to Building 6A,
Outer Ring Road. Der,arabeesanahalli Vitlage,
Rrnurlore -5('o I 0i. InJit.
ni)1.i ccs' ii.lr,ii"c\cl. crlnl

To lnvestigator:
Mahatma Gandhi lVlission's Medical College & Hospital.
MGM N4edical College & Ilospital N-6 CIDCO.
Aurangabad - 43 1003. Mahalashtra" India.
Attn: Dr. Prashant Prabhakar tldgire
Phone: +91-9503181111
Em ail : n r*sir i: n t Lici g i lc' ir,tei!4lllqd! o n1

To Institution:
Mahatma Gandhi Mission's N'ledical College & llospital.
MGNI Medical Collcge &Hospital N-6 CIDCo.
Aurangabad - 43 1003, Mahara^shtra. lndia
Attn: Dr. Rajendra Brijmophan Bohra. Dean and HOD of EN'f Deparhrient &
Dr. Deepak Bhosle. HOD- Clinical Research Centre. Pharmacologl'Department

I8.II An1'part1.ma1'change its address or number tbr notice b1 giving notice in accordance rlith Section 18.I0
and 18.12.

18.12 An1, delir,er_r that is called fbr under this Agreement shall be complete n,hen made bv personal delii,er]'. lar,
email. registered post. cerlified post or courier. in each casc uith confirmation oldeliveryrteceipt

I8. t 3 The partics agrce that this Agreement shall be governed bl the lan,s of lndia. u'ithout regard to the conflicts
ol lau, pror,isions thereof-. In case a dispute is brought belbre a court of lau,. the courts of Bangalote *'ili have

sole.jurisdiction ovcr the litigation.
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IN \\'ITNESS WHEREOF, the par-tics heleto have sel their hands in triplicate ri ith the intenrion rhar this is a hindine
illtrdcnrCnt ls Ir'ilr iJeJ hcrcirt.

Parexel International Clinical Research Private Limitetl:(l)

Sanial V1,as. EVP. India Counrry llead and
N,ID l+ Auh 9suu-
(Name o1'Authorized Ofllcial ) Date

(2)

(3)

Mahatma Gandhi Mission's Medical College & Hospital:

\ a)v
\t, 7

(Signature of Authorized Ofllcial)

Dr. Ralendra Briirnophan Bohra. Dean and
IIOD of ENT Derrartrnent 9*cJ AuGl 9o2z
(Name of Authorized Official) Date

Mahatma Gandhi Mission's Medical College & Hospital:

k^AA/$'t,zV]
tSignature of Authoiized Ol ficial.y

Dr. Deepak Bhosle. IIOD- Clinical Research
Centre. Pharrnacologl Departm ent
(Name of Authorized Otficial)

Investigator:

oaz<\) Auq 2c:.1
Date

(4)

2-g A'uf4 9o z z
(Namc of Investigator)
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Page l3 ol-23

Date

t Signutule ol'Inr cstieatrrr';

Dr. Prashant l)rabhakar [tdsire

.4f



Exhibit A-Pa1'ment Schedule and Budget

l)rotocoi No: D6,102C01i00 1

I)r'otocol 
.l 

itle: "APhase2b.Randomised.Doubie-Blind.:\ctireC'ontrollcd. lululti CcntlcStudy to[]raluatethe
E11icac1 .Saletl ar.rd lolcrability ofOral A7.D9977 andDapaglillozin'fleatmentinPatientsrvithIIcart}railuleand

Clhronic Kidnev Disease"

I. Pavee Details

Protocol Number IXr402(--00001

Site Number 3 509

I)avee Name MGM Medical Colleee
Par-ee Address N-6
Address Line 2 CIDCO
Address I-ine 3 N/A
Provi ncciStateiCountrr' Maharashtra
Citr. Aurangabad
Postal Clode 43 1003

Countrv India
Palee Contact Dr. Prashant Prabhakar Udgire

Pavee Contact Phone Number +91-9503181111

Remiltance E-mail Address Drashant udeirefArediffmail.com
General Finance contract e-mail address i1'dill-erent
litrrn ahor c

drdeepakmgm@gmail.com

NPI N/A
l'ar ID (VA'f/GS'f Rcgistration/TlN/SSN) Pan: AAATII{4256E

GS'[ not applicable.
Bank Account Holder Name MGM Medical Collese
Bank Account Number 03761 040000001 07

IBAN (International Bank Account Number) N/A
Bank Name IDBI Bank
Bank Number New Osmanpura. Auransabad
Bank Branch Number N/A
Rank ldentif ication Clode IFSC code: IBKL0000376
Bank Tvpe N/A

To ensure proper payment please ensure that all fields above are completed.

ln the event that pa)'ee delails are rnodilled during the course o['the stud1 . the parries agree that no amendments to
tliis Agreement shall be required. provided that Inlestigator pro\ ides n'ritten notillcation to CRO rvith revised pavee

details to the lbllorr,ing e-mail address lirlestigiltor]]a]'nrcnlSul-rilri-t[)cski' . CRO accepts no liabiliq'
lbr incorrect pa1'ee details plor"ided bl the Investigator or its leprcsentiti\ e.

2. Enrolment

I'his stuijl is ciesigned to e\iahlate sub.jects in accordance u,ith the Protocol. The Inr,estigator rr iLt use best el'1orts tcr

enrol subiects as contemplated under this Asrccmcnt. When enrohnent is conrplete filr the studl . the Inr estigator nill
bc notitied in ri,riting and ri ill dis-continue enrolling sub.iects.

9 CSA [-rdgirc Englisli 20220801 1.02509.5 r D6402Cr0000 t
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3. Fees per Completed Subiect:

'l'he amount to be paid to the [n\ estigatol pel completed sub.]ect is outlined in the altached Budgel. CRO ri'ill u ithhold
ten(10%)o1'lheFeespelCompletedSubject.All palmentsnill bemadeonaqualterlr basisriaelectronicu'ireand
riill bc bascd on con.rpleted visits reriflc:d and entered in the subject LDC'(electronic data captui'e s)stcni).

4. Site Fees and Equipment:

Pa1 urent lbl other f-ees or erpenses that are not included ir.r the Fecs pel Conrplertcd Sub.iect (as dellned in Section i)
will be made according to the fbllon irlg ratcs:

SCREE-AZ\'G FAILURE: Screeninglailuresuill bepaiduptothearnountoi50%o1'theoverall nunrberof screened

Sub.]ects. A screening lailure is consideled a Subjcct rr'ho signs the inlbrmed consent lbur and completes screening hllt
lails under inclusion,,'erclusion criteria and rri1l not be randomized to the maintenance phase. -['he single scleening lailulr
riill bc renrunerated on per procedule ba-sis accor'ding to the lees stipulated in the Attachment I to the Agreement -
DetailedBudget-FeesperCompletedSubject.Folthesakeofclariry.thel)aniesconllnnthalCROU'iltpal lbreacl.r
procedurer'isit per'lormed b1'a Sub-lect till the risit on *'hich a Subject is considered Screen Failure. I)avments tbr'

screening failures over 50 96 u ill be at SPONSOR's discretion. Pal'n.rent n'ill be made upon receipt olthe corresponding
invoice.

START UP FEES: A nrln-rcfundablc pa1'ment as outlined in thc attachcd Detailed Budget* Site Costs tbr starrup
related activities (e.g. initial pharniacl f'ees. preparation tll'regulatory docurnents" preparation. administration and
submission of protocol and lelated documenls to the IRB/E,C. etc.) n,ill be made upon execution of the Agreement.
lRIl/[C approval. and site initiation. This pa1'ment is considcred tull and final compensation fol all activitics
associated uith Studf initiation. Pa1'ment to Institution lill he made upon receipt of the corresponding inr,oice.

SUBJECT TRAVEL REIMBURSEMENT.' A ma,rimum amount a-s outlined in the attached Detailed Budget -
Conditional Fees per risit nill be paid 1br Subject travel reimbursement u'hen thc Sub.ject tra\,els to the L.rstitution lbr
Studl'r,isits. This amount needs to bc reflected in the infomed consent fonn as it n'ill be provided to the Sub.lect. [n case
thc Sub.ject travel reimbursement amount exceeds the amount outlined in tlie Detailed Budget. Institution shall scek plior
CRO'siSponsor's rvritten approl'al. Such increase riill not require the amendment o1'this Agreement. The rcimbursement
ri'ill be paid againsl the receipt of the invoice and comesponding support documcnution.

ARCI{lI/ING FEES: One-time nr\ rnL-nt rt a liite outlined in the attached Detailed Budget - Site Fees uill be paid
at the cnd or at the premature termination of the Stud1,' after the close-out visit to cover the costs associatcd uith
archiving of the Studl' records fbr l5 1'ears after the end or the premature termination o1'the Studl'. 'l'he reimbursement
n'ill bc paid against the receipt of the inr,oice and coffesponding supporl documcntation.

UNSCHEDULED VISIT: Unscheduled visit pcrfbrmed as part of the Studl' that is outside of the normal standard of
patient care and risit schedule s,ill be paid per procedure done. accurding to the rates outlined in the attached Detailed
Budget - Conditional Fees. Processing of pa)ment u'ill begin upon receipt ol invoice rvith adequate supporting
documentatior.r in accordance and approval of CRO.

Investigator shall subniit invoices fbl Sen ices perfomed and expenses incurred under Section 4. all pal'rnents n,ill
be rrade n'ithin fbrtl'-fn,c (45) dals olreceipt liom the date olleceipto1'ralid invoice in accordancc n,ith this
Agreement. All pal nrents riill be niade b1' electronic ri'ire to the bank accclunt stated above.

EQL|IPNTENT: All equipment needed lbr the developrnent olthe Studl (and sub-stud)' if applicable) n'ill bc supplicd
to thc Institution b1, CRO or its Afilliates lirl its strict and sole use in pcrfbrrning the Stud),. guch equipment must be

returned to CRO or its Atllliates tbllon'ing the closule of the site at the Insritulirrn:and ('RO ot irs Afllliates shall
coorclinate i1s return u,ith the Institution. to ensure that all equipmcnt is returncd rvithin 30 calendar da1.s alier site
closure at the Institution.

&w-'
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l-hc list o1' equiptncnt:

{tem Description LInit Plice
ECG N4achine [GE \{AC]20001 ro{r8 EURO (88.5rJ3 tNR)

Sonl' I{DIIC--X:105 9.2NlP IID lJandl'cam
C'anrcordcr tbl audio-r'isual 1i\\i1 r'ecording and

intiastlucture to storc the recoldines

458.2 LtSD (36..175.00 tNR )

5. Pro-Rata Payments:

5.1 Parment tbr Sub.jects uho do not complc-te the Stud) rnal be made to Investigator ()n a pro rata basis.

Pal,ment n'ill include onll those Sub.lects u'ho n'ere enrolled bcfbre the prematurc terurination of the Studl'

or the datc tl-rat notice is reccivcd olsuch prcnrature tcrrnination. ri,hichever is latcr.

5.2 Should CRO or SI,ONSOR terminate the Stud)'priol to completion" pro-rated expenses and fees shall be

paid as set lbrth in Section 3 lbr each Subject visit perlbrmed betbrc the premalure termination ot the Studi'

or the date notice is received of such premature termination. n'hichcvcl is later.

5.3 If other non-cancelable costs are incurred by invcstigator in accordance u'ith Section 16."1. of the

Agreement. u,'ritten.justification rrusl be provided to CRO for revieri'and approval. and pal'ment olsuch

costs is subjcct to CRO ol SPONSOR's approlal.

5.4 In anv instance rvhere the Inr,estigator has been rcceived unearned funds. such lunds shall be retumed 1tr

CRO riithin fbfi1'-tii,e (-15) dal's of notitlcation.

6. Protocol Violators

Pa1'ments for Studl,Sub.iects u,ho are dcemed to have becn in violation of the Protocol ma1'be paid up to the point
that the liolation occun ed at the discletion ol SPONSOR andior CRO.

7. Invoices

Please send original. con'ect and itemized invoices to tl.re tbllorving address:

Prefemed
lnvoices mal be e-mailed to: i1;i1jpiu'c'xc'Lrrirt

Parexel International Clinical Research Private Limited,
( uWrks. RMZ Lco\\ orld.
Ground floor. Ba1' Area- Ad-lacent to l3uilding 6A.
outerI{ingRoad.Der,arabeesanahal1i\rillage.
Bangalore-560 1 03. India.

A'll invoices must contain the fbllon'ing intbrmation:

(a) Pt'otocol Number
(b) lnvoice Nurnber
(c) [nloice Dale
(d) Place. Date & De scription ol Scrvices I'rovidcd
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-

(e)
(1)

(g)
(h)
(i)
(i)
(k)
(1)

(m)

(lRO Pro.j ect lr." um ber'

Total anrounl pal ablc
Exchangc rate used (nhere applicable)
Investigator Name
Site Number
lnr estigatol National Provider Identillcation (NPI) Numbcr
Pavee Narne and Address (pcl this ;\greement)
CRO Addrcss listed abor e

Date of Suppll'

Inr,oices and associirted documentation should be de-identilled of paticnt pcrsonal infbrmation (e.g.

birth. initials. etc.) prior to being submitted to CRO.

8. Final Pavment

Nonr,ithstanding the fbregoing. the linal palment includir.rg thc uithholding outlined abtx.e shall be

c()rnllrtiirn t,l'the lirll,rrr ing actir ities:

name. date ol

paid upon the

(n) all required Suh.icct visits have been cornpleted
(o) SPONSOR has recciled all Subject data in a lblm suitable for ar.rall'sis

(p) all data claritlcation queries lrave been resoh,ed to SPONSOR's satislactior-r
(q) SPONSOR has verilled that all required regulatorl' documentation is cornplete
(r) Institution has returned all required equipment. drugs and othel material
(s) the Studl close-out visit has been completcd

Investigator sliall have sixt1, (60) da,r's trom thc leceipt of the flnal pa)'ment under this Agreement to identifi'
discrepancies and resolr,e an)' pavment disputes ri'itli CRO.

All invoices fbr Studl'pa)'ments. as outlined hercin. must be submitled to the CRO u'ithin sirtl'(60) da1's of the
Institution's Studl close-oLrt visit. Invoices rcceived after this time rvill not be reirnbursed.

9. TAX
All fecsanderpensesinthisScheduleareexclusiveofGS'l'oran1'applicabletar. All pa1'mentsaresub.]ectto
rvithholding tar as applicable.

Where the pa1'ee is GST registered tlien pa1'ment rr ill not be nrade bi CRO ri ithout receipt of a valid GST invoice. ln
addition to the above invoice requiremcnts. G51- registered pa1'ees must also include the lbllou'ing intbrmation:

(t) GST registration number of the sr-rpplier (pa1'ee). pletixed n'ith their countr)'code (if applicable):
und

(u) Name. address and GSl.registration number of the customcr (CRO):and

G') CiST. Net & Gross Amount (if applicable); and
(n') GS'l' Rate (ilapplicable)
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Detailed Budget - Conditional Fees

Conditbnal Procedure
Budget (IIs.)
(iOH Exclusive)

Informed consent

Local laboratory urine sample for albumin and

creatinine
Optional postdose samples for AZD9977 and

dapagliflozin

Optional RNA expression (blood) sample

Genomics Initiative optional, exploratory genetic

sample

Genetic consent

Physician: Cardiology-Wearable device for assessment

of activity, sleep and heart rate varaibles hand-out
(optional)
Patient Reimbursement, Expenses, Patient Travel -

Per Visit

Echoca rd iog ra phy

Interpretation and Report: Echocardiogra phy

Local LH

Local FSH

Optional serum/ plasma for exploratory assessment

of biomarkers
Optional urine samples for exploratory assessment of
biomarkers

SAEs

Local RT-PCR test for SARS CoV-2

1,525.38

40t.42

1,043.68

321.13

321.13

1,043.68

4,094.45

1,204.25

26,t72.39

L0,276.28

2,569.07

3,211.34

321.t3

722.55

4,576.t5

3,6L2.75

w--
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Detailed Budget - Site Costs

Site Costs
Budget (IIR)
(iOH Exclusive)

Study Start-Up Fee/Site Set-Up Fee- Please refer to

Efiibit A, point 4 for furtrer details.

Document Storage, Archiving Tohl Cost- One time

Fee, Upon Invoice for 15 years. Please refer to bfiibit
A Point 4 for details

56,037.82

160,000.00
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Exhibit B - Definitions

..Affiliate" rneans in relation to either pafi!' to this Agreement. any compan),, parlnership or other entit)- which directll or

i.directly.controls. is controlled b1," or is rnd.r.o,r,l-n control rvith such party'. For ptllposes of this definition"'control"

nreans the beneficial orvnership oi ,ro.. than fift1, (50) per cent of the issued voting shares or the legal power to direct or

cause the directiop of the general rnanagement of ihe cornpan-v, partnership or other entity in questiotr. and "controlled'' shatl

be conslrucd accordinglr .

..Applicable Larv" rneans any international. national. t'ederal, state. provincial. commonrvealth. or local governrnerrt larv-

statute. rule. requirernent. code. regulation" or orclinance that applies to an)' party or to a Study. the SeIn'ices' or this

Agreer,,rent" as well as the currentgood clinical practices guidelines of the lntemational Confbrence on Hartnonization o1'

Teclnical Recluirements for Registrition of Pharmaceuticals for Human Use Topic E6: Guidelines on Good Clirlical Practice'

and applicable version(s) of thJworld \4edical Association Declaration of Helsinki. and. r.vhere applicable. rules governine

good'llanufacturing practice and good laboratorl,practice. and rules goveniing the collection and processing ofPersonal

bata and the collection a1d storage of hunian tissue samples and the perforlnance of DNA testing.

',Completed Subject,,means an),Subject r.vho has completed the prescribed course of treatmetlt for a subject in the Studl

in accordance r.vith the Protocol.

,,Confidential lnformation'. means (i) the terms of tliis Agreerrent: and (ii) any business. elnployee. patient or custolller

inforrnation or data in any fogn which is disclosed or otherwise comes into possession of the Institution andr'or Investigator'

directly or indirectll,. as a result of this Agreement and rvhich is of a confidential or proprietar) nature to the SPONSOR and

CRO and/or their respective Affiliates (including, without lirnitation, the Study Documentation. any infonnation relating to

business affairs. operations. products. processes. methodologies. formulae. plans, intentions. projections. knorv-horv"

Intellectual properlv, trade secrets.,r.,oik.t opportunities. suppliers. customers, marketing activities. sales, soltrvare.

computer and teiecomrnunications systems. costs and prices. rvage rates. records, finances and personnel).

.'Controller,' means rhe natural or legal person, public authority. agency or other body rvhich. alone or jointly rvith others'

determines the purposes and means ofthe processing ofpersonal data "

..Data Security Breach" means: (a) tlie loss or misuse (by anl means) of Personal Data; (b) the inadvertent" unauthorized.

andior unlarvful processing, disclosure. access. alteration. con'uption. transfer. or sale or rental. destruction, or use of
personal Data; or (c) an,v ofier act or omission that compromises the security, confidentialiq', or integrity of Personal Data.

,,Designee,,means an.v person designated by the SPONSOR in writing who undertakes activities on behalf of the SPONSOR

ir.r relation to the Stud)', rvhich may' include an Affiliate or the CRO'

.'Developed Technology" means any inventions, discoveries. itrprovements or developments made by the Institution or any

Study personnel (whether solely or jtintly with others) in the course of or as a result of the Study' and that are directly related

to the Study Drug. or the use thereof.

..eCRFs/CRFs" (Electronic Case Repoft Forms or Case Report Forrns) are paper or electronic questionnaires specificall.v

used by Institution and Investigator pursuant to t[.re Protocol for Subject data reporling.

,.Full_v Cooperate" means to assist in completing a specified end or purpose.

',lntellectual property ,' means an.v and all rights in and to icleas. formulae. inventions, discoveries. knorv-l.row- data-

databases. documentation. reports, Materials. writings. designs. computer softr'vare, processes, principles, rnethods.

techniques and other infonnaiion. including patents. tradernarks. service marks, trade ,^uT":, registered designs' design

rights. cop.vrights and any rights or properq: sirrilar to any of the foregoing in an1'' parJ of the'horld" rvhether registered or

not. together rvith the right to apply for the registration of any such rights.

,,lnvestigator" is the indiyidual named in preanrble (4) of this Agreement. and is theperson responsible for the conduct of

the Stud.v at Institution. If a Stud1, is conducted by a tearn of inclividuals at an Institution. Investigator is tlie responsible

leader of the team and ma1' be called the principal investigator'

',hvestigator Request Form" (IRF) shall mean the fonn containing the information that PAREXEL Finance Department

requires tiom the pa.vee prior to being able to process pa!ments for said pa1"ee.
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''N{aterials'' means any equiprnent. rnaterials (excluding SturJl'Drug). docurnents. data^ softi.vare and infbnnation supplied
b1- or on behalf of. or purchased at the expense of. tlre SPONSOR. in-.onn..tion rvitli the Study. as described and set out inthe Protocol and this Agreement.

"Personal Data^'rneatts anv inforrnation relating to an identified or identifiable natural person (.Data Subject.): anidentifiable person is one rvho can be identiflecl. directly"or indirectlr,. in particular by ref'erence to an ide,tifier such as anarlle' an identification number location data. an online identifier or to one or more factors specific to his phl,sical.
ph1'siological. tnental. economic. cultural or social i<lentity of that natural person.

"Personal Data Breach" tneatls a breach of securitl' leadine to the accidental or unlarvful destruction. loss, alteration.
unauthorised disclosure of. or access to. personal data transrnitted, stored or otherrvise processed.',', .,process'. rreans an\,
operation or set of operations rvhich is performed upon Personal Data. rvhether or not bl,autornatic ,rr."nr.'ru.f-r o, ;;i;;;.
recording. organization. storage, aclaptation or alteration. retrieval. consultation, use. disclos*re bl,transmission"
dissemination ot'othenvise rnaking available. alignnient or combination. blocking, erasure or clestruction.

"Protocol'' treans the clinical study'protocol narned in the tiont of this Agreernent that has been approvetl bl.the rele'ant
Ethics Clonlrllittee/lRB. r'vhich describes the Stud,v. inclucling all arnendrnenis thereto as the pafties and SpONSOR ma_v frorntirne to tirne agree in rvriting

"Reports" means an)' reports that are required by the applicable regulatorl, committee to close out the Studv.

"Resources" refers to any facilities and equiprnent that are utilized for the conduct ofthe Study.

"Sen-ices" means the services to be provided bi, the Institution. the Investigator and/or the Stud1, personnel under the te,nsof this Agreement.

"Study" means the scientific research as defined in the protocol.

"Study Drug" means the SPoNSoR's investigational medicinal product(s)" any placebo and any cor.nparator drug(s) beingstudied or tested in the Studl,as set out in the protocol.

"Study'Documentation" means all records, accounts. notes. reports. data and ethics communications (subrnission, approval
and progress reports)" collected, generated or used in conneciion with the Study and/or Study Drug. whether in rvritten.
electronic. optical or other form. including all recorded original observations and notations of clinical activities such as(e)CRF-s and all other repolts and records necessary for the evaluation and reconstruction ofthe Studv.

"Study lnstructions" means an]'rvritten document, otherthan the Protocol. issued by spoNSoR or cRo that specifically
relates to and references the Study and which provides additionat information and/or instructions on how the Institution andInvestigator shall conduct the study. studv Instructions may be transmitted from SpoNSoR or CRO to Institution andiorLivestisator by personal delivery. fax. .-,lail. registered posi. certified post or courier.

"Study Personnel" means any employees of Institution or Investigator, and/or contractors engaged by Institution orInvestigator, u'ho are involved in performing the Stud)', including Sub-Investigator(s)" Study coordinator(s), and any othercontractors. agents and employees oflnstitution or Investigator rvho assist Institution and Investigator rvith the Study,.

"sub-lnvestigator" is any individual mernber ofthe Study team <Jesignated and supervised by the Investigator at Institutionto perfom critical trial-related procedures and/or to mike importint trial-related decisions (e.g., associates. residents.research felloivs).

"Subject" is a person participating in the Study and identified in the signed inforrned consent forir.

\C.
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ATTACIIMENT C

EQTIIPMENT LISE, OWNERSHIP & DISPOSITION

C-1. Use. During the term of this Agreement, Institution and Principal Investigator may use
Equipment only forpurposes ofthis Trial.

C-2. Ownership. Until the termination of this Agreement, this Equipment remains the property of the
respective Vendors that have provided the Equipment to Sponsor and must be returned either within a
reasonable period of time upon request by Sponsor, not to exceed five (5) business days, or
immediately upon termination of this Agreement. Institution and./or Principal Investigator agree to
return the Equipment in the manner directed by Sponsor or Vendor in substantially the same condition
as when received by Institution and/or Principal Investigator. Institution agrees to be financially
responsible to cover any loss or destruction to Equipment while in Institution's and Principal
Investigator's care, which exceeds ordinary wear and tear and/or lacks a reasonable causal
relationship to proper performarrce of the Trial. Institution and Principal Investigator further agree that
unless otherwise authorized in writing by the Sponsor of this Trial, Institution and Principal
Investigator will not alter the Equipment in any way. Institution must not install any components or
software, if applicable, without express approval of the Sponsor. Any software provided to Institution
and./or Principal Investigator may not be duplicated. Institution and Principal Investigator are not
permitted to use the Equiprnent for any other purpose than for the performance of this Trial in
accordance with the Protocol. Neither Sponsor nor CRO has any liability for damages of any sort,
including personal injury or property damage, resulting from the use of Equipment except to the
extent that such damages were caused by the negligence or willful misconduct of Sponsor or CRO, as
applicable, and except to the extent that a personal injury constitutes a compensable Trial Subject
Injury to be paid by Sponsor as described in this Agreement.

C-3. Disposition. After completion of Trial conduct or at an earlier time specified by Sponsor,
Institution will arrange for return of Equipment and Sponsor materials, at Sponsor's expense, to
Sponsor, Vendor or a location designated by Sponsor. Alternatively the Institution and Prirrcipal
Investigator may retain the Equipment at a mutually agreed amount equal to the depreciated value of
tlre Equipment at the end of the Trial upon prior written Sponsor approval.

PI:Dr. Sudhir Gajanan Kulkamil Institution: Mahatma Gandhi Mission's Medical College And Hospilal,
I Otsuka Pharmaceutical Development & Commercialization,lrrc.l 417-201-00007
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CLINICAL TRIAL SERVICE AGREEMENT

This Clinical Trial Service Agreement ("Agreement") is made on this l-2th day of Apr 2022

Between

Glenmark Pharmaceuticals Limited, a company incorporated under the Companies Act, 1956 and having
its registered office at B/2Mahalaxmi Chambers,22, Bhulabhai Desai Road, Mumbai - 400 026, India and
its corporate office at Glenmark House, B. D. Sawant Marg, Chakala, Andheri (El, Mumbai - 400099,

fhereinafter referred to as "Glenmark", which expression shall unless repugnant to the context or meaning
thereof be deemed to mean and include its successors and permitted assigns) of the First ParU

And

Mahatma Gandhi Mission (MGM) Medical College & Hospital, an institution incorporated under the
laws of India having its registered office at N-6, CIDC0, Aurangabad-431003, Maharashtra, India
(hereinafter referred to as the "Institution" which expression shall unless repugnant to the context or
meaning thereof shall be deemed to mean and include its successors and permitted assigns] of the
SECOND PART;

And

Dr. Mohammad Hafiz Raimohammad Deshmuliilt, aged around 43 years, Indiary residing at MGM Medical
College & Hospital, N-6, CIDCO, Aurangabad-431003, Maharashha, India (hereinafter referred to as the
"Investigator" which expression shall unless repugnant to the context or meaning thereof shall be
de'emed to mean and include his heirs and legal representatives) of the THIRD PART.

And

Grapecity Research Solutions LLP, a Site management organization having address at Shree Prasad 4 Block No
D-2, Prakash Housing Society, Ifulewadi Phata, Thergaon Pune 417033, Maharashff4 India fhereinafter referred
to as the "SMO ' which expression shall unless repugnant to the context or meaning thereof shall be deemed
to mean and include his heirs and legal representativesJ of the FOURTH PART.

"Glenmark', "lnstitution", "SMO" and lnvestigator" are hereinafter collectively referred to as the "Parties"
and severally as a "Party".

WHEREAS:

Glenmark is interalio engaged in the business of discovery, developmen! distribution and sales of
pharmaceutical products;

Tlre Institution is a private hospital andis interalra engaged in in carrying out clinical

ffials;The Investigator is engaged in carrying out clinical research/studies/trials;

The SMO is a site management organization engaged in carrying out various activities during a clinical trial;

Glenmark has approached the Institution and the Investigator to provide the Services in accordance with
the provisions herein below which the Institution and the Investigator are willing to provide on the terms
and subject to the conditions of this Agreement;

GLK-2101
CTA_Dr. Mohammad Hafiz Rajmohammad Deshmukh
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Pursuant to the aforesaid, the Parties are desirous to spell out the terms and conditions in writing to give
effect to the aforesaid understanding.

IN CONSIDERATION OF THE PAYMENTS AND MUTUAL PROMISES AND COVENANTS CONTAINED
HEREIN AND WITH THE INTENT TO BE LEGALLY BOUND HEREBY, THE PARTIES HEREBYAGREE AS

FOLLOWS:

1. GENERALDEFINITIONS&INTERPRETATION

In this Agreement the following capitalised terms shall, unless the context requires otherwise, have the
following meanings:

1.1. "Adverse Event" means any untoward medical occurrence in a patient or clinical investigation
Subject administered a pharmaceutical product and which does not necessarily have a causal
relationship with this treatment. An Adverse Event (AE) can therefore be any unfavourable and
unintended sign (including an abnormal laboratory findingJ, symptom or disease temporarily
associated with the use of a medicinal finvestigational) produc! whether or not related to the
medicinal (investigational) Produc!

L.2. "Commencement Date" means the date on which the Investigator commences its activities in
accordance with this Agreement;

1.3 "Confidential Information" means the proprietary and/or confidential information of any Party,
howsoever disclosed, which relates to the subject matter of this Agreement including without
limitation technical information, business information, information relating to the conduct of the
Trial, the Subjecs of the Trial, Trial Material, Know-How, methodology, trade secrets, results,
processes, sequences, structure and organization of the Trial, the Protocol, the Trial Materials and
information relating to the Investigational Products etc. and information included within this
definition byvirtue ofSections 10 and L3;

t.4. "Consent Form" means the patient information sheet & consent form required to be voluntarily
completed by every Subject/Patient participating in the Trial (and/or a relative or legal guardian of' 
the Subject or any other person or authority required by law at each SiteJ after having been informed
of all aspects of the Trial. The Consent Form shall be approved by Glenmark and Ethics Committee
prior to use at the Site;

1.5. "Co-investigator" means one or more resident doctors / consultants with the Institution appointed
by the Investigator at each Site as per the provisions of law and approved by Glenmark; who will
lead, co-ordinate and run the Trial at the Site;

1.6. "CRF" rneans a printed, optical, or electronic document designed to record all of the protocol
required information to be reported to Glenmark on each Trial Subject/Patient;

1"7. "Eligible Subiect" means a person who meets all the eligibility criteria as set out in the protocol for
enrolment of a subject/patient into the Trial at the time of selection;

1.8. "Ethics Committee" means the ethics committee/independent review board constituted according
to GCP and local laws and regulations and having authority over the conduct ofany clinical Trial at
the Site and that is ultimately responsible for approving the conduct of the Trial and associated
Protocol;

1.9. "GCP" means a standard for the design, conduc! performance, monitoring, auditing, recording,
analyses, and reporting ofclinical trials that provides assurance that the data and reported results
are crddible and accurate, and that the rights, integrity, and confidentiality of triai subjects are
protected;

GLK-2101
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1.10. 'ICH' means the International Conference on Harmonisation, The Harmonised Tripartite Guideline
for Good Clinical Practice ICPMP/ICH/135/95) specifies the unified standards to facilitate the
mutual acceptance of clinical data by the regulatory authorities of Europe, fapan and North America
together with such other good clinical practice requirements as are specified in Directive
2001,/20/EC and Directive 2005/28/EC or the Code of Federal Regulations relating to medicinal
products for human use and as may otherwise be applicable in the territory where the Site is located;

1.11. "Ineligible Subiect" means a person who does not meet the eligibility criteria as set out in the
Protocol for enrolment ofa subject into the Trial;

1'12. "Inspection(s)" means the act by a Regulatory Authority of conducting an official review of
documents, facilities, records, and any other resources that are deemed by the authority(iesJ to be
related to the clinical Trial and that may be located at the Site of the Trial, at Glenmark's facilities, or
at other establishments deemed appropriate by the Regulatory Authority(iesJ;

1'13. "Investigational Product" means a pharmaceutical form of an active ingredient or placebo being
tested or used as a reference in a clinical trial, including a product with a marketing authorisation
when used or assembled (formulated or packaged) in a way different from the approved form, or
when used for an unapproved indication, or when used to gain further information about an
approved use;

1'14' "Investigator" shall have the same meaning as assigned herein above and who shall be responsible
for the conduct of the clinical Trial at a trial Site;

1.15. "Intellectual Property Rights" means all intellectual property rights throughout the world [both
present and futureJ including without limitation copyrights, trademarks, designs, patents, database
rights, Know-How and all other rights or forms of protection of a similar nature or having equivalent
or the similar effect to any of them which may subsist anywhere in the world, whether or not any of
them are registered and including applications for registration ofany ofthem for their entire term
and any applicable extensions;

l"'16. "Know-How" means all technical and other information which is not in the public domain including
but not limited to information comprising or relating to concepts, discoveries, data, designs,
formulae, ideas, inventions, methods, models, procedures, designs for experiments and tests and
results ofexperimentation and testing, processes, specifications and techniques, laboratory records,
clinical data, manufacturing data and information contained in submissions to Regulatory
Authorities;

1'17' "Protocol" means the document that describes the objective(s), design, methodology, statistical
considerations, and organization of the Trial as more specifically laid down in Annex-ure I hereto
and shall include amendments (written description of a changei(s) to oru for*ul .l*ification of a
ProtocolJ made by Glenmark at its sole discretion from time to time;

1'18' "Regulatory Authority" means any governmental or regulatory authority responsible for granting
health approval, clinical trial authorisations and licences, importand/or exportiicences or any other
relevant approval, permission or licence necessary for the conduct of a triil and those that conduct
Inspections ofsponsors, contractresearch organisations, Sites/lnstitutions/lnvestigators etc.;

1'19' "SAE" means any untoward medical occurrence that at any dose that: results in death, is life
threatening (actual or hypothetical), requires inpatient hospitalisation or prolongation of existing
hospitalisation, results in persistent or significant disability/incapiciry is a congenital
anomaly/birth defect, is a medically significant even!

1'20. "Servicls" *"rrs and includes the services to be performed according to the terms of this
Agreement and the Protocol by the Investigator directly or through the Institution, Co-investigator
etc' and conduct and performance of the Trial pr.suant to ICH Gtp and as more fullyoutlined in' Annexure 2 hereto;
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1'21' "site" means the location[s) where Triar related activities are actually conducted;
1'22' "site File" means the file maintained by Investigator at each site and the file maintained in-house byGlenmark containing ilre aocumentaiin ,p.iri"a in section g-of ICfl GCp or as may otherwise be

required by any other locar rur"r, rr*r, ."gurations, directives or guidance;
1'23' "subiec[l}'rt 

:ff;:on 
who is enrolled in the Trial as an Erigibre subje* and a recipient of ,re

1"24' "Termination Date" means the date whe, the parties have performed their respective obligations
fi."'ffH,lffffff#"Ti[tHI"i"a ",.riu,l,;.;;;#;'*ith th;;,.,, ,,r",ii]0,,,,ns orthis

' 
,5 T:'#/,:","J.tiil):1ilil:nXr"lfJ.:xfip:?iJ["",,x,;l::g to discoverorverirythe crinica,,

identirv anv adverse reactio,i'io 
t^ :*.i*;;;;, ;Jffi ":ilffi , 

r"."r1ffi.);*:xffi::distribution, metaborism, ,;;-";.;;"n of an iruertigutiorar productfs; .,,iii;r. object ofascerraining its safery and/or efrcacy. The ,".,,;i;; ,;;"ffiy are synonymousj
1'26' "Trial Materials".Teans the Investigationar product, the protocol,.case report forms, consentIilTt 

placebos, trial aids, ,;; ;;;;;t"r materiar tt ut i, ,r"i ir, or arises out of, the conduct of the

"t ,T::$lnffi:1ffiIr"J.T,"rXr: '' this Agreement are ror convenience onry and do not arrect the

1.28. In this Agreement unless the context requires otherwise:

',::: ,:lTi":r1',,";iilt"::: singular include the plural and vice versa and rererence to one gender
1.28,2, reference tn ,n, t.r,,,,r,,^, ^.. --

associatior 
any individurl o. 1::y ilclu{es. a corporation, partnership, joint venture,

1 28 3 ara' pi;;;:',llii*i1i;Tift:ffri^of;!'.xxlai:tffii, 
,,inc,uding,, 

and ,,in particurar,, or
any similar expression shitl be construed as iilurt.utir" rnd shail ,ot li*it inJserr" or tn"words prececling these t.r* unt"-r, preceded Uy tfr. i".* ,,explicitly,,.

1'29' Recitars and Annexures hereto constitute an integral part of this Agreement,
2, TERM

'- ;Hfl-J.i:ffi:[n'" come into force on the commencemenr Date and sharr remain varid untir the

3' GENERAL OBLIGATIONS OF THE INSTITUTION & INVESTIGATOR
3.1. The Institution ,,11 tru. Investigator hereby represents and wrac,*ies and arr app-ropriate ."d;;;;, ri.*r"'r, ;ffi* J.ffiililli:x., x.:l:iff,:T.."T[:ff ',",il'.Tnf,ru:xrllT[ jt#j",fi 

;;ii",T#.,}ii"onln.,i"i;;;;;;,',"#]stanaa.a,3'2' Throughout the Term the Institution and the Investigator shar:

'''''' lt;:lff"t1e 
services as per the terms of this Agreemenr and as more fuily outrined in Annexure

GLK-?101.
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3.2'2. appoint appropriate and professionally trained, experienced and qualified personnel at their
sole responsibility, risk and cost to perform the Services under this Agreemenq

3.2.3. use all reasonable endeavours to ensure the smooth running of the Services atall times as per
the Standards mentioned in Annexure 3 and Timelines mentioned in Annexure 4:

3.2.4. will ensure that all employees/study team perform the Services in accordance with the terms of
this Agreement and the Standards mentioned in Annexure 3 and Timelines mentioned in
Annexure 4:

3.2'5. provide the data required by Glenmark pursuantto and in furtherance ofthe Services;

3'3. The Institution and the Investigator will at all times permit Glenmark and/or its nominees to conduct
monitoring/audit at such intervals as required by Glenmark of all Services provided by the Institution
and the Investigator under this Agreement including all records and documents relating to the
Services, and any equipment or materials supplied and/or maintained by the Institution and the
Itlvestigator in connection therewith and the Institution and the Investigator will provide such
assistance as reasonably requested by Glenmark in connection therewith.

3'4. The Institution and the Investigator will immediately notiff Glenmark of any notified Inspections
affecting or potentially affecting the Services provided to Glenmark.

GLK-2101
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4. GENERAL RESPONSIBILITIES

4.1. Glenmark shall assist and support the Institution and the Investigator in its performance of the
Services as more particularly laid down in Annexure 2 hereto.

4.?. The Parties understand and agree that the Investigator may from time to time appoint the SMg to
assist him in carrying out the Services (or any part thereofJ.

5. , GENERAL OBLIGATIONS OF THE PARTIES

5.1' Parties understand, acknowledge and agree that they will work together and co-operate with the otherin order to comply, as closely as possible, with the estimated Trial timeline annexed hereto as
Annexure 4.

5'2' Parties further understand, acknowledge and agree that prior to or at any time during the course of the
Trial, Glenmark may amend or vary the Services and/or ihe protocol, In such ,n 

"u"-nt,
5'2.1.The Investigator will co-operate with_Glenmark to promptly incorporate and act upon such

amendments in its performance of the Services going forwaid including undertakinj further Site
monitoring and_audits, training of personnel at each Site, seeking appivals to the fmendments
as appropriate from the Ethics Committees;

5'2'2' Parties will negotiate in good faith any amendments do modifications in price and payment inAnnexure 5. ifapplicable and required having regard to the impact ofthe ihanges in light oftheprevious scope of Services and the protocol.

5'3' Should there be any inconsistency between the Protocol and the other terms of this Agreemen! theterms ofthe Protocol shall prevail to the extent ofsuch inconsistency

6, PAYMENT

6'1" In consideration of the performance.of the Services by the Institution and the Investigatorpursuant to this Agreemen! Institution and the Investigator shall submit to Glenmark forpayment, pursuant to the following terms, an invoice for those sums identified in Annexure 5when the relevant event or time period ser out L Lnor*io-a occurs

5



6.2. Glenmark will pay the Institution and the Investigator for all sums properly invoiced in
accordance with Section 6,1, and Annexure 5 within 30 days of receipt of such invoice.

6.3. Glenmark may suspend payment of an invoice if it raises a bona fide dispute as to the accuracy of
any invoice submitted by the Institution and the Investigator. If the dispute cannot be resolved
between the Parties, it will be referred to arbitration in accordance with Sectio n 17.2.

7, INDEMNIFICATION

7.1. The Institution and the Investigator hereby jointly and severally undertakes to indemnify, defend and
hold Glenmark, its successors alrd assigns, its officers, directors,employees harmless ,g"ntr against all
losses, damages, costs, expenses and other liabilities, including reisonable attorney's"fees and court
costs, incurred by it on its own account or any third party claim, action or proceeding to which
Glenmark may be subject which arises out of or results from or may be payable by virtue of:

7.7.1" any failure ofthe Institution, Investigator, its affiliates, contractors or agents, Co-lnvestigator, to
perform the Trial in accordance with the Protocol, ICH-GCP, Iocal rigulatory requirements;
andfor

7'L.2. improper or negligent administration or use of the Investigational product during the course of
the Trial; and/or

7.1.3. anybreach ofSection L0 and/or L3 or otherterms ofthis agreement; and/or

7.1,.4. any negligence, misconduc! malpractice, material deviation, breach or non-compliance of any
provisions ofthis Agreement by the Institution and/or the Investigator, its affiliates, contractors
or agents, Co-lnvestigator, the project manager and the SMO; and/or

7 '1.5. due to infringement of the Intellectual Property Rights of Glenmark or a breach of any warranty,
representation, covenant or obligation.

7'2' Notwithstanding the above, Glenmark shall assume no liability for any case in which written informed
consent and an authorization regarding personal data in u.coidrn.e witJr applicable law was not given
bythe patient involved Protocol amendments (if any) were not approvea byihe RegulatoryAuthority.

7'3' Glenmark hereby undertakes to indemnify Institution, Investigator, its affiliates, contractors, agents orthe co-lnvestigator against all losses, damages, costs, expenses and other liabilities, including
reasonable attorney's fees and court costs, arising out of, or in connection with, any injury to a person
(including death) arising solely from the Investigational Product due to negligence of Glenmark, exceptto the extent the same is caused by the negligence, misconduc! malprictice or breach or non-compliance by the Institution and/or the Inveitigator, Co-lnvestigator or its officers, directors,
employees or agents of the terms of the Protocol, the terms of this Agieement omny ujpii.r6e laws,regulations, guidelines and generally accepted standards.

7'4' Any Party hereto seeking indemnification for itself or on behalf of those other parties specifiedhereunder ["Indemnified Party") shall notiff the other Party ("Indemnifying pi.ty I in writingreasonably promptly after the assertion against the Indemnified parly or ,"ry claim under theindemnity or allegation by a third party in respect of which the Indemniiied party intenas to base a' claim for indemnification hereunder ("claim"1, uut ttre failure or delay so to noti$r the Indemnifying
Party shall not relieve the Indernnifying Party of any obligation or liability that it *ay t uue to ttreIndemnifibd Party except to the extent-tna-t tire-tnaemnlfying parry demonstrates thai its ability todefend or resolve such Claim is adversely affected by such ,n.Irroribl" delay or failure.

7'5' The IndemniSzing Party shall have the right, upon written notice given to the Indemnified parEy withinthirty (30) days after receipt of the notice from the Indemnifiei party of any claim to assunle the



defence or handling of such Claim, at the Indemnifying Parry's sole expense, in which case the
provisions ofSection 7.6 belowshall govern.

7.6. The Indemnifying Party shall select external legal counsel reasonably proflcient and experienced
within the field of the dispute giving rise to the Claim in connection with conducting the defence or
handling of such Claim, and the Indemnifying Party shall keep the Indemnified Party reasonably
apprised of the status of such Claim. The Indemniffing Party shall not without the prior written
consent of the Indemnified Party, agree to a settlement of any Claim which leads to liability or creates
any financial or other obligation on the part of the Indemnified Party for which the Indemnified Parry
is not entitled to full indemnification hereunder. The Indemnified Party shall fully cooperate with the
Indemnifying Party and shall be entitled to appoint its own counsel to observe and report on but not
participate in the Claim at its own expense. Notwithstanding the foregoing, in the event the
Indemnifying Party fails to conduct the defence or handling of any Claim in good faith after having
assumed such defence or handling, then the provisions ofSection 7.8 below shall govern,

7.7.lf the Indernnifying Party does not give written notice to the Indemnified Party, within thirty [30) days
after receipt of the notice from the Indemnified Party of any Claim, of the Indemnifying Party's election
to assume the defence or handling of such Claim, the provisions of Section 7.8 below shall govern.

7.8. Subject to Sections 7 .5, 7 .6 and 7 .7 , the Indemnified Party may, at the Indemnifying Party's expense,
. select external legal counsel reasonably proficient and experienced within the field of the dispute

giving rise to the Claim in connection with conducting the defence or handling of such Claim and defend
or handle such Claim in such manner as it may deem appropriate, provided, however, that the
Indemnified Party shall keep the Indemnifying Party timely apprised of the status of such Claim and
shall not settle such Claim without the prior written consent of the Indemnifying Party, which consent
shall not be unreasonably withheld or delayed. If the Indemnified Party defends or handles such Claim,
the Indemnifying Party shall fully cooperate with the Indemnified Party and shall be entitled to
pafticipate in the defence or handling of such Claim with its own counsel and at its own expense.

7.9' The Indemnified Party will only be entitled to claim under the indemnity for a Claim provided that it
has not made any admission of liability or culpability without having first obtained the prior written
consent of the Indemnifying Party.

B. LIMITATION OF LIABILITY

8.1. Save for the provisions of Section 8.2 below notwithstanding any other provision in this Agreemen!
in no event shall either Party be liable, whether in contract, tort, under an indemnity,
misrepresentation, negligence or otherwise, for any remote, indirec! incidental or consequential
damages arising out of or in conuection with this Agreemen! or any performance, non-performance or

. breach of any provision hereof. However, it is understood and agreed that claims, actions, lawsuits or' other proceedings made by third parties being the subject of the indemnification obligation under
Section 7 shall not be considered as indirec! consequential, special or incidental damagesl

8'2, Nothing in this Agreement will act as or seek to restrict, limit or exclude any liability for [iJ death or
personal injury caused by negligence; (ii) liability for fraud or frauduleni misrepiesentation; (iiiJ
negligence or misconduct; or (iv)any liability for breach of implied undertakings oi conditions which
cannot be excluded or limited by contract.

9. INSURANCE

9.L' Institution and the Investigator shall secure and maintain in full force and effect throughout the
performance of the Trial insurance or self-insurance coverage for medical malpractice and general

l1rb,l,Y 
in amounts appropriate to the conduct of his/her business. Institution ind the Investigator

shall also require any subcontractor to secure and maintain such coverage for his/her/its activities
related to the Trial. Certificates evidencing such insurance will be made available for lxamination upon
request by Glenmark.
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10. CONFIDENTIAL INFORMATION AND PUBTICITY

10'1. All data, documents and information whether written or orally supplied or disclosed by Glenmark to
the Institution and/or the Investigator, including but not limited to Confidential Information and the
Materials, Documents and all other data including that derived from the Services, in whatsoever
form, shall be the exclusive propefty of Glenmark and shall be treated as strictly confidential and
shall not be disclosed to any person except to the extent that any such disclosure is necessary to be
disclosed to that person in connection with the proper performance of this Agreement. The Parties
understand, acknowledge and agree that all results and data from the Services in whatever form are
the exclusive property of Glenmark and cannot be:

10.1'1' used bythe Institution and/orthe Investigator or its Co-lnvestigators, agents, employees or
consultants etc. otherthan pursuantto the performance ofthe Services; or,

GLK-2101
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10.L.2. disclosed by Institution and/or the Investigator or its Co-investigators or any of its
employees, agents, personnel etc, to any person including directly or indirectly to any
person other than Glenrnark or to persons who are authorised, in writing by Glenmark in

dvance, to receive such information.

10'2. The Institution and/or the Investigator will take all precautionary measures to ensure compliance
of this Section 10 by its employees, agents, consultants and personnel to whom Confidential
Information is required to be disclosed underthe terms of this Agreement. The Institution and/or
the Investigator will ensure that all its employees, agents, consultants, and personnel are bound by
obligations no Iess onerous than those contained herein before any disclosure ofsuch Confidential
Information to them.

10.3' A breach of this Section 10 by the Investigator or any of the Investigator's agents, employees or
contractors shall constitute a material breach by the Investigator of this Agreement.

10.4. The restrictions and obligations under this Section 10 shall not apply to any information which:

10.4.1' at the time of disclosure, is freely and lawfully in the public domain or thereafter lawfully
becomes part of the public domain;

10.4.2. is in the possession of the Institution and/or the Investigator prior to the first disclosure of
such information by Glenmark or its agent and the Investigatorand Institution are not under
any obligation of confidence in respect of such information;

10.4'3. other than pursuant to the Services, is independently and without any reference [whetherdirect or indirectJ to the Confidential Information generated by the Investigator and/or
Institution as can be demonstrated by contemporaneous written documents-without any
obligation of confidence owed in respect of such new informatiou

10'5' In the event the Institution and/or the Investigator must disclose in order to comply with anapplicable mandatory and enforceable legal obligation or to the extent order"a rrf , court of
competent jurisdiction exercising its right of authority over the Institution and/or the Investigator
(subject to entry of an appropriate protective orderj, provided that if the Institution and/or theInvestigator is require-d by such law, regulatio, o. o.duito make any such disclosure of Confidential
Information, they shall give reasonable notice to Glenmark of such iisclosure requirement and will
use its best efforts to secure confidential treatment of such Confidential Information required to be
disclosed.

10'6' Any inventions or improvements whether patentable or unpatentable which are conceived of,discovered, or developed by the Institution una7o1 the Investilator, its Affiliates or by any personclaiming through them in any way derived from, related to, base? on, or resulting from the use of theconfidential Information ("Derivative Intellectual Property") shall be proinptty disclosed to
. Glenmark, Any such Derivative Intellectual Property snajt ue ihe sole proferty or 

"ctenmart. 
the
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Institution andf or the Investigator, its affiliates and any person claiming through them shall do all
acts and things as shall be necessary to vest all right, title and interest therein in Glenmark. The
Institution and/or the Investigator shall keep the said Derivative Intellectual Property confidential
in accordance with this Agreement The InsUtution and/or the Investigator therefore undertakes
that they will not reverse engineer, decompile or dissemble the Confidential Information or make
any variant out of the Confidential Information and strictly use or abide by the terms of this
Agreement.

10.7. Notwithstanding the performance or the discharge for whatever reason including breach of this
Agreement the provisions of this Section 10 shall remain in full force and effect in perpetuity.

10.8. Institution and the Investigator will preserve all Confidential Information including periodic backup
of computer files, to prevent the loss or alteration of Glenmark's study data, documentation, and
correspondence. At Glenmark's request or on expiry or upon termination of this Agreemen! the
Investigator and Institution shall return all the Confidential Information received in pursuance to
this Agreement including all information disclosed orally and shall also destroy or erase all the
electronic files, copies, notes, memorandum, extracts, which contains, reflects or is derived from the
Confidential Information of Glenmark.

1 1. REPRESENTATIONS AND WARRANTIES

11.1. Each Pafty represents,warrantsandcovenants foritselftotheotherthat:

71.L'1. it has been duly incorporated or created and is validly subsisting and in good standing under
the applicable laws of its incorporation mentioned elsewhere in this Agreement;

11.7.2. it has the power and authority to enter into and perform its obligations under this
Agreement;

11'1.3' this Agreement has been duly authorised, executed and delivered by it and constitutes a
valid and binding obligation enforceable against it in accordance with its terms;

1,1'1.4. neither the execution and delivery of this Agreement, nor the performance by such party of
its obligations hereunder nor compliance by such Party with the provisions hereof will
violate, adversely effect, contravene or breach or create a default or accelerate any
obligation under any other agreemen! indenture, instrumen! Memorandum or Articles of
Association or charter or by-law provision, statute, regulation, judgment, ordinance, decree,
writ injunction or law applicable to such party.

11.1.5, it will perform its obligations hereunder in accordance with all applicable federal,
international, state or local law or regulation,

11'2. The Institution and Investigator represent and warrant that they will not enter into any other
agreement[s) which would interfere or prevent performance of the obligations described herein,

11'3. The Institution and Investigator represents and warrants that they have the facilities, professional,
technical and clerical staff, experience and expertise sufficient in quality and quantity io perform the
Services and the Trial pursuant to the Protocol within the time frame set forth herein.

11'4. The Institution and the Investigator represents and warrants for itselfand on behalfofits officers,
. directors, employees, affiliates, agents and representatives, that, in connection with the matters that. are the subject of this Agreement, and the performance of its obligations hereunder it will comply

y]jl ,llapplicable laws including the anti-bribery and anti-corruption laws, and will not take any
action that will cause Sponsor or its affiliates to be in violation of any such laws,

11.5' Debarment Certification: the Investigator and Institution jointly and/or severally represent ald
warrant that the Investigator, its employees, the Co-lnvestigator and/or any agents, ctntractors, sub-
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contractors etc' carrying out any ofthe Services have not been debarred under any law. In the eventthat the Institution' Investigator, its employees, the co-InvJgator and/or or any agent, contractor,sub-contractor [iJ becomeJdebarred, suspended, excluded or otherwise sanctioned; or [ii) receivesnotice ofan action or threat ofan action with respect,"-rr.i, debarmen! suspension, exclusion orsanction, the Investigator and Institution shall immediatefy noti$, the same to Cllnmart<. Uponreceipt of such notice, or if Glenmark becomes ;;;;';;;.h aituat o. tt .u"i"n"d debarment,suspension' exclusion or sanctiorl then Glenmark shall have a right to immediately cease all activities
;?:i:H.:?. 

tn't Agreemen! and Glenmark shall trave tt e right to immediately terminate this

11'6' compliance with Laws: the Institution and Investigator represent and warrant that all the Servicesperformed and provided by the Institution.and rri"ii,griJi tr,e co-rnvestigai". rrju". any agent,contractor, sub-contractor shau fuilv compry wirh ail ;ilii;il" ..r;;t;r";;;'il, raws, ruresandf or regulations, as may be amenied from time t" tirn;. 
---"

11'7' Inconsistent obligations: the Institution and- Investigator represent and warrant that theresponsibilities and obligations assumed by the Institut-i-Jn a"na tnvertlgator on behalf of Glenmarkhereunder are not in conflict with anyothei obligr,i"rr irr" rirtitution and Investigator may have.
1 l"'8' Save for those express warranties set out herein, the parties neither make nor give any other expressor implied fwhether by statute, custom or otherwise; *"..urti", in relation to its obligations, duties

:l,T.jli,.i"i"lr:ffiix".,,:J};:i,H::,,HAc'"""';;Jr'"'"uv excrudes ,nv o,,.i,u.h express

12. DEFAULT AND TERMINATION

12'1' ForthepurposeofthisSectionL2eachofthefollowingconstitutesaneventofdefault(,,Default,,J:

12'1'1' If any Party breaches any of its obligations under this Agreement and fails to remedy the
ififfl#lTil*:,xilt;:x"il::,;":*,* u"j,e e,,", uy,r," 

",r,.. 
i,"..yldJntifying and

1'2'7'2' if a Party becomes insolven! ,t 
9,:.r:1":1or makes a generar assignment for the benefit ofits creditors, has a receiver anpointed ro. a substan'tlal part of its assets or makes therequisites firings as a sick company before th. *r;;;;uthorities;

12'1'3' if conducting the Services becomes prohibited by law, rule, reguration or any amendment

" ' ilH:Ltoffiffifi:1$:l#telrterminate this Agreement bv notice in writing to tt,e other party ira

12'3' without prejudice to any other rights Glenmark may have, Glenmark may terminate this Agreementimmediately by written notice i{, in ttr. ..urorrule opinion oici"r.u.r any of the folrowing events

' 1'2'3'1' there is unsatisfactory progress of the Services and/or Triar;12.3.2. if patient recruitmenf ii noi iniiiut"a within 60 dayi of site initiation;
12 3'3' AnlrcoLnvestigator ceases to be employed by or engaged in the performance of a Triar at

12'3'4' there is breach of Section 10 or 13of thir,1-c1::,i"r, by the Institurion and/or Investigatoror any emproyee' director, agent, contrartor, sub-agent, *u-.ort.r.,*ii-,u'co investigatoror any other person appointed by or under .ort.ot iio. ciaiming through the Investigator;
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12.3.5. there is an inability to recruit an adequate number of Subjects within the prescribed period
as advised at the time of commencement;

12.3.6. there occur Adverse Events with the conduct of the Trial which in necessitate the
discontinuance of the Trial;

12.4, Glenmark may terminate this Agreement upon 30 days' prior written notice without cause

12.5. 0n termination or expiry of this Agreement for any reason whatsoever Institution and the
Investigator:

12.5.1. will deliver to Glenmark all Investigational Product Trial Materials within 14 days of the
date of terrnination or expiry;

12.5.2. will return any sums paid for Services which have not been performed before the date of
termination or expiry;

12.5.3, will co-operate with Glenmark and do everything necessary to bring about the orderly
termination of all Services;

L2.6. On termination or expiry of this Agreement for any reason, Glenmark will pay for all Services
performed by the Institution and the Investigator to the satisfaction of Glenmark in compliance with
this Agreement;

12.7. EachPafty will be regarded as discharged from any further obligations under this Agreement except
for those expressed to survive termination or expiry.

12.8. TheterminationofthisAgreernentpursuanttothisSectionL2willnotaffecttherightsofeitherParry
in respect of any antecedent breach of this Agreement. Further, in the event of any termination of
this Agreement on account of a Default under Section 72.2, the non-breaching Party shall have the
right to recourse to such remedies that may be available to them at law or in equity.

13. INTELLECTUAT PROPERTY

13.1. Institution and the Investigator acknowledge and agree that Glenmark is the sole owner of all the
Intellectual Property Rights as defined herein above and this Agreement does not grant, transfer or
assign to the Institution and the Investigator any legal right or beneficial ownership in any
Intellectual Property Rights of Glenmark.

13'2. Institution and the Investigator further acknowledge and agree that all rights to any discovery or
invention conceived or reduced to practice in the direct performance oft}re Study conducted under
this Agreement in accordance with the Protocol will belong to Glenmark. Institution and the
Investigator agree to assign to Glenmark, at the request of Glenmark, the sole and exclusive
ownership thereto, upon the payment of costs by Glenmark, if any, incurred by Institution and the
Investigator in the filing prosecution, or maintenance of any patent applicati,on or patent issuing
thereon. Such application, if any, will be filed and prosecuted by Glenmark. Institution and the
Investigator will promptly disclose to Glenmark any invention or discovery arising under this
Agreement

13.3. All Intellectual Property and other data of Glenmark which the Institution and the Investigator may
gain or have access to pursuant to this Agreement shall remain the properfy of Glenmark.

13.4' The Institution and the Investigator will not use Glenmark's name, trademark or brand in any
publicity, idvertising or news ielease without the prior written consent of Glenmark. For the
avoidance of doubt, this restriction does not apply to the inclusion in docurnents of or use of
Glenmark's name for the proper performance of the Services under this Agreement.

GLK-2101
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13.5. The Institution and the Investigator agrees that all Intellectual Property Rights and Know-How'

arising r.o*.onJu.t of the Seirices belong to and vestinGlenmark and that the consideration

f uyurtL hereunder shall be sufficient consideration towards the same.

13.6. The Institution and the Investigator hereby undertake to- assign and to procure the assignment of all

Intellectual fropurty nights ind to the extent possible in all Know-How' arising out of the

performance of the iriaiand Services to Glenmark to the extent the same are not automatically

vested or assigned by virtue ofthis Agreernent or require to be assigned by a person or entity other

than Glenmark.

13.7. The Institution and the Investigator agree to co-operate regarding a reasonable request of Glenmark

or to procure the assistance from another p..ion or 
"ntity 

involved in the Services as may be

required in any patent filings Glenmark deems necessary'

13.g. The Institution and the Investigator will not infringe the intellectual property rights of a third party

ormisappropriateanyknow-howorintellectualplropertyrightsofathirdpartyinperformingthe
Services.

13.9. Upon expiry or termination of this Agreement, the Institution and the Investigator shall stop using'

return forthwith all the Intellectual Property Rights to Glenmark and restrain from using any

Intellectual ProP ertY Rights'

14. PUBLICATION RIGHTS

Glenmark has the exclusive right to authorize any and all publications and/or communications

relevantto the Trial/Study and Investigator undertakes to make no presentations or publications of

the results of the irial/St;dy without ihe prior written approval of the Glenmark with regard to the

content and the timing of sala presentations or publications. 'vVhen permission for presentation or

for publication is granted, Institution and Investigator agrees tha! prior to submission of a

manuscript or abstrlct to the publisher, Institution und o. the Investigator shall forward a copy of

saidmanuscriptorabstracttotheGlenmarkforitswrittenapproval

15. RELATIONSHIP OF PARTIES

15.1. Glenmarh Institution and the Investigator have entered into this Agreement as independent

contractors and nothing in this Agreement creates a relationship of employer and employee,

principal and agen! joint venture or partnership between the Parties'

1S.2. Thelnstitutionandthelnvestigatoracknowledgeandagreethatthelnstitutionandthelnvestigator
are responsible for all the 

"-ploy""r 
and all other personnel deputed by the Institution and the

Investigator to conduct Services covered by this Agreement and a breach by any such person ofthe

terms of this Agreement shall constitute a breach by the Institution and the Investigator of the same

terms of this Agreement'

16. FORCEMAIEURE

16.1.
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A party shall be excused from performing its obligations underthis Agreement if its performance is

delayed or prevented by any ciuse beyont such Party's reasonable control, including but not limited

to, acts of 
-God, 

fire, exploiion, war, insurrection, civil strife, riots and government action which

materially affects a Party's ability to perform its obligations under this Agreement. Performance

shall be excused only to the extent ofand during the reasonable continuance ofsuch disability. Any

deadline or tirne for performance specified in this Agreernent which falls due during or subsequent

to the occurrence of a Force Majeure occurrence, shall be automatically extended for a period of time

equal to the period of such aisability. The Investigator, Institutuion and SMO shall immediately notifli

Glenmark ii by reason of any of the disabilities referred to herein, the lnstitution and the

Investigator is unable to meet any specified deadline or time for performance.
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16.2. In the event that any part of the Services is rendered invalid as a result of such disability' the

Institution ana tne investigator shall, upon written request from Glenmark, repeat that part of the

Services affected by the d[ability. provided, however, that if a Force Majeure Event continues for

more than 2 months, a Party may terminate this Agreement by giving at least 15 days' notice to the

other Pafties.

17. GOVERNING LAW /ARBITRATION

17.1, This Agreement shall be governed by and construed in accordance with the laws of India fwithout

regard to is conflict oflaw principles)'

17.2. Any and all disputes arising out of or in connection with this Agreemen! including any question

regarding its existence, valid-ity or termination, which cannotbe settled amicably beffeen the Parties

witlin a period of thirty [30J days from t]re clate the dispute first arose, shall be referred to and finally

resolved by arbitration in accordance with the Arbitration Rules of the Mumbai centre for

Intemational eruitration ('MCIA Rules") in force at the time of such arbitral proceeding, which rules

are deemed to u" incorpoiated by refeience in this provision; by a sole arbitrator to be appointed

under the said MCIA Rules. AII pioceedings of such irbitration including the award shall be in the

English language and shall be kept confldential. The seat and venue of the arbitration shall be

Mumbai.

17.3. The Parties may apply at all times to any competent iudicial authority for interim or conservatory

measures. fire apptication of a Party to aludiciil authority for such measures or the implementation

of any such m"urr.., ordered by the arbi[rator shall not be deemed to be an infringement or a waiver

of the arbitration agreement'

18. NO WAIVER

18.1. Any waiver by any Party of any breach of, or failure to comply with or failure to enforce at any time'

any of the provlsions of this Agreement shall not be construed as or constitute a continuing waiver

of such provision, or a waiverif any other breach of or failure to comply with, any other provision

of this Agreement, nor shall it in any way affect the validity of this Agreement or any part thereof or

the righiof any party thereafter to enforce each and every provision of this Agreement'

19. SEVERABILITY

19.1. Should one or more provisions of this Agreement be or become invalid or unenforceable, the pafties

shall substitute such invalid provisioni by valid provisions as close in meaning and effect as the

original provisions. Should such substituiion not be possible the invalidity or unenforceability of

such provision shall not affect the validity of the Agreement as a whole.

20. ASSIGNMENT

20.1. Neither party shall assign or sub-contract this Agreement or paft or all of its obligations herein

without the prior written consent of the other Parties. Any Party, which does sub-contract, as

permitted wiih ttre other Parties consent will remain responsible for the acts and omissions of its

sub-contractors as though they were its own'

21. AGREEMENT AND AMENDMENT

21.1. Any change in the terms of this Agreementshall be valid only if the change is made in writing, agreed

and signed bY the Parties.

21.2, Thii Agreement including its Annexures contains the entire understanding between the Parties and

,rp.rrl.du, all other n"goliauons representations and undertakings whether written or oral of prior

date between the Parties relating to the Services that are the subject of this Agreement.
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22. This Agreement is made in English in more than one copy each of which shall be deemed to be an
original and may have been translated to another language. All such copies are valid and in case ofany
discrepancy, English text will prevail over other languages.

23. THIRD PARTYRIGHTS

23'1. Nothing in this Agreement is intended to confer on any third party any right to enforce any term of
this Agreement.

24. SURVIVAL OF OBTIGATIONS

24'1. The agreements, covenants and obligations set forth in Sections 6,7,8,9,10,1,1, L2,1,3, 14, 17 and
24 shall continue to be binding upon the Parties hereto and shall suryive any termination or expiry
of this Agreemenl Any other terms of this Agreernent which are either expressed so as to survive
(or are capable of surviving) expiry, or termination of this Agreement or from their nature or context
it is contemplated that they are to survive expiry or termination, shall remain in full force and effect
notwithstanding any expiry or earlier termination of this Agreement.

25. NOTICES

25.1' All notices required or permitted under this Agreement shall be in writing and shall be deemed
delivered when delivered in person or by fax or five [5) days after the date postmarked if sent by
registered or certified mail or courier, return receipt requested, postage prepaid, addressed as
follows:

If for Glenmark:
Glenmark House, B D Sawant Marg, chakala, Andheri [E), Mumbai - 400099, India

If for the Institution:
MGM Medical college & Hospital, N-6, clDC0, Aurangabad-431003, Maharashtra, India

If for the Investigator:
Dr. Mohammad Hafiz Rajmohammad Deshmukh, MGM Medical College & Hospital, N-6, CIDC3,
Aurangabad-431003, Maharashtra, India

If for the SMO:
Grapecity Research Solutions LLR Shree Prasad 4 Block No D-2, Prakash Housing Society, Kalewadi
Phata, Thergaon Pune 41,1033, Maharashtra, India

25'2' A Party may change its address from time to time by providing written notice to the other parties in
the manner set forth above.

26. COUNTERPART

This Agreement may be executed in counterparts with the same effect as if parties had signed the
same document. All such counterparts shall be deemed an original, shall be construed togeiher and
shall constitute one and the same instrument Signatures to thls Agreement transmitted by email in"portable document format" [".pdf'), or by any oiher electronic me"ans shall have the same effect asphysical delivery ofthe paper document bearing original signature.

(Signoture page to follow)
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IN WITNESS WHEREOF, the Parties hereto have caused this Agreement to be executed.

For Glenmark Pharmaceuticals Limited

Narne: Suyog Shetty
Title: Vice President - Legal

For the Institution

Name:
Title:

DE}N

cr8 Sard

Investigator

\
Nru\\1

Name: Dr, Mohammad nilonullnonammad Deshmukh

Dr. HAFIZ DESI-|MUKi-t
Assistant Pr.'rie ssor

Dept. o{lie si:iralory i,iedicinc
For SMO MGM Medical Coitege & Hospt.,Abad,
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ANNEXURE 1

PROTOCOL

The Protocol title and protocol number are as follows:

Protocol Title: Ref:" A randomized, assessor-blind, placebo controlled, multi center, clinical endpoint
bioequivalence study to compare the efficacy and safety of generic fluticasone propionate inhalation
aerosol USP 44 mcg (Glenmark Pharmaceuticals Ltd) to Flovent HFA (fluticasone propionate inhalation
aerosolJ 44 mcg (GSK group of companiesJ in treatment of patients with bronchial asthma."

Sub: Clinical Trial Agreement

Protocol Number: GLK-2 10 1

Clinical Trial Phase: Clinical Endpoint Bioequivalence Study

Protocol has already been provided to the Investigator separately and will form an integral part of this
Agreement.



ANNEXURE 1

PROTOCOL

The Protocol title and protocol number are as follows:

Protocol Title: Ref:" A randomized, assessor-blind, placebo controlled, multi center, clinical endpoint
bioequivalence study to compare the efficacy and safety of generic fluticasone propionate inhalation
aerosol USP 44 mcg (Glenmark Pharmaceuticals Ltd] to Flovent HFA (fluticasone propionate inhalation
aerosol) 44 mcg (GSK group of companies) in treatment of patients with bronchial asthma."

Sub: Clinical Trial Agreement

Protocol Number: GLK-2 10 1

Clinical Trial Phase: Clinical Endpoint Bioequivalence Study

Protocol has already been provided to the Investigator separately and will form an integral part of this
Agreement.
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ANNEXURE 2

Description of Responsibilities

1. OBLIGATIONS OF THE INSTITUTION AND THE INVESTIGATOR

The Institution and Investigator hereby represent and warrant that it has tle expertise, facilities and
all appropriate registrations, licenses, permits and authorisations necessary to provide the Services
and more particularly to conduct Trial to the highest of the professional standards and in accordance
with this Agreement the Protocol, ICH GCP and all applicable standard operating procedures.

1.1 Throughout the Term the Investigator shall:

1'1'L appoint appropriately and professionally trained, experienced and qualified personnel to
perform the Services under this Agreement;

1.1.2 appoint the Co-investigators who meet the conditions stipulated in Annexure 6. time to time
review eligibility ofsuch Co-investigators and discontinue/remove those Co-investigators from
further conducting the Trial who no longer meet those conditions;

1.1'3 use all reasonable endeavours to ensure the smooth running of the Trial at all times as per the
Protocol and time lines mentioned in Annexure 4 and will ensure that the Co-investigator
performs the Trial in accordance with the terms of this Agreemen! the Protocol and as per the
provisions of all laws and practices applicable;

1.1.4 act professionally and responsibly as the necessary interface between the Co-investigator,
Institution, Site and Glenmark;

1"1.5 collectall information and data required by Glenmark pursuantto and in furtherance of the Trial;

1.1.6 immediate reporting to Glenmark in accordance with the SAE reporting plan on becoming aware
of any SAEs at the Sites;

1.1'7 fully co-operate with Glenmark throughout the Term and even thereafter in respect of the
performance of the Services and compilation and use of information and data geneiated from
the Trial and follow all directions and instructions relating to the Trial provided iy Glenmark;

1.1'8 use all reasonable endeavours to ensure that the Trial is planned, performed and concluded
within the estimated Trial timeline as per the projection.

L'L'9 Where required as explicitly informed by Glenmark, nominate for Glenmark's approval an
appropriate number of Co-lnvestigators for the Trial and keep Glenmark and Instituiitn and its
personnel at the Site notified ofthe contactdetails ofthe respective Co-lnvestigator fincluding
an emergency number) allocated responsibility for overseeing the Trial at such Site;

1.1.10 ensure that the Investigational Product supplied pursuant to Glenmark,s obligations
hereunder is not used for any purpose other than the Tiial;

1'1.11 Investigator has not nor have his spouse nor any dependent children, enter into and will not
enter into any financial arrangements with Glenmark to hold financial interests in Glenmark
thatare required to be disclosed pursuantto the US code ofFederal Regulations Title 21, part
54, namely [i) any financial arrangement whereby the value of the-compensation paid in
respect of the performance of the irial could be influenced by the outcome of the Trial (as
defined in 21 cFR.54.2(a)), (il) any proprietary interest in the pioduct being tested fas definedin 21 CFR 5a'2@))' (iii) any significant equity interest in Gienmark (as-definedln 21 CFR54'2[b]) and (iv) any significant payments from Glenmark such as giants to fund ongoingresearch, cornpensation in the form of equipmen! retainers for on*going conrrlt tion o.
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honoraria (as defined in 21 CFR 54.2(t)).ln the case of subparagraphs (iii) and (ivJ theInvestigator understands that such prohibitions relate to the periol tnat trre investigator is' carrying out the Triar and for 1 year folrowing completion of the Trial.

1,.2 Prior to the commencement of the Trial, the Investigator shall:

L'2'1 having regard to the scope of the Trial, eligibility criteria for subjects, the protocol and costsrestraints investigate, select and prepare a list of suitable Sites and the co-Investigators
(subject to Section 1'1'9 above) for the Trial based upon the Investigator's assessment visitsofsuch Sites, evaluation ofthe patient database at eaih Site as well ai ensuring that each Site
has the necessary manpower, facilities and infrastructure to conduct the Trial pirsuant to ICH-
GCP guidelines and Glenmark's requirements and to collect and track all essential documentsincluding consent Forms and the Trial Materials for each Site;

1'2'2 compile and prepare all documentation necessary for seeking Ethics committee,s approvalsfor conducting such Trial;

obtain all appropriate approvals and authorisations and make all necessary arrangements for:

initiation, continuation and performance of the Trial in all serected Sites;

storage and administration ofthe Investigational Products at every Site for use in the Trial andof any other Trial Materials as well ,s ttoirgu, processing of laboratory samples and data takenfrom Subjects in the Trial;

Sbtajn the necessary approvals from the Ethics committee at each Site for the conduct of theTrial and storage and use of the Investigational produc!

prepare all necessary documentation for the performance of the Trial including languagetranslations ofConsent Forms and patient diaries into local frngrug"r; 
-

1'2'4 educate and train all Site personnel involved, directly or indirectly, in the conduct ofthe Trial at eachSite regarding ICH GCP guidelines and in relation to creating and maintaining the necessarydocumentation required during conducting the Trial irauainj *," management and compilation ofthe Site File;

1'3 In preparation for and during the conduct and performance ofthe Trial, the Investigator shall:

1'3'1 at each Site ensure that the Trial is performed specifically in accordance with the protocol and theobligations hereunder;

1'3'2 at each site ensure that the co-lnvestigator is monitoring the conduct of the Trial at the site and hascompleted all CRFs throughout the pe*ormance of the Tiial;

1'3'3 ensure that Site has adequate and appropriate processes established and operating to ensure:

patient randomisatlon in pursuance with the protocol;

maintenance of all study related logs regarding screening of the Subjects and their enrolmentincluding proper coileciion and stoiage"oruit c'onr.nt Forms;

proper accounting and storage of Investigational Product and Trial Materials whilst on Site;

all 6ther relevant and applicable communications and information regarding the Subjects andthe Trial are recorded and togge4 incruding ierephone rre, 
"i.lhi;r questions, cRFs andquestions relating to CRFs;

1.2.3

1.2.3.1

1..2.3.2

7.2.3.3

1..2.3.4

1.3.3.1

1.3.3.2

1.3.3.3

1.3.3.4
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1,3.3.5 ensure the expiry date, shelf life or use by date (or equivalent) of any Trial Materials or

Investigationai Product are monitored to ensure efficient rotation of stocks and safe

destruction (pursuant to Glenmark's instructions) or return to supplier of any such materials

thathave exPired;

1.3.3.6 safe and effective return of any unused materials, including Trial Materials and the

Investigational Product on conclusion ofthe Trial;

1..3.3.T ensure that it has its own appropriate, effective and robust processes in place and operating

for:

1.3.3.7.1 the effective ordering, despatch, delivery and tracking of all Trial Materials sent to each

Site;

1.3.3.7,2 ensuring any Ineligible Subject is not enrolled or participate in the Trial;

1.3.3.g ensure randomisation of Subjects in the agreed timeframe and ensure adequate process for

scheduling Subjectvisits as specified in the Protocol to ensure the Trial is in compliance with

the Protocol;

1,3.3.9 conduct a close out visit at the Site on termination or expiry of the Trial or this Agreement

as the case may be, during which any Trial Material, unused Investigational Product or any

other material exclusively procured for the Trial purposes shall be collected and submitted

to Glenmark or to the Central Storage Facility or by the Co-lnvestigators at the Sites

pursuant to the written guidelines of Glenmarki

L.3.4 The Institution and the Investigator will provide all necessary suppoft to Glenmark in fulfilling its

obligations relating to the Trial including all support and expertise required for Adverse Event and

. SAE follow-up, tracking and reporting to applicable Agencies, Institutions and Sites, and providing

status reports to the applicable Agencies.

1.3.5 The Institution and the Investigator will at all times permit Glenmark and/or its nominees to

conduct an audit at such intervals as required by Glenmark of all Services provided by the

Investigator under this Agreement including all records and documents relating to the Protocol,

Services and Trial, and any equipment or materials supplied and/or maintained by the Institution

and the Investigator in connection therewith and will provide such assistance as reasonably

requested by Glenmark in connection therewith and shall ensure that Glenmark can audit the Site

and the records ofthe Institution ofsuch Site (including the Investigator's recordsJ applicable to

the Trial and Services.

1.3.6 The Institution and the Investigator will promptly notify Glenmark if the Co-lnvestigator ceases to

be employed or engaged in the performance of the Trial at a Site together with the reasons why
such the Co-lnvestigator is no longer involved and the Investigator will use best efforts to find a

replacement acceptable to Glenmark as soon as possible'

t.3.7 The Institution and the Investigator shall conduct the Study only at facilities that are listed on its
Form 1572 reuquired by the U.S. Food and Drug Administration ("FDA"J and determined to be

adequate by Glenmark. Investigator and Institution shall ensure the facilities remain adequate for
the duration of the Study (i.e. at a minimum, are safe, secure, hygenic, include adequately
maintained, and claiberated equipment and provide for secure and accessible storage of Study

materials and records).

1.4 The Instituhon and the Investigator warrant and represent that in entering into this Agreement it has

not committed, any of the following acts:

GLK-2101
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1"'4'1" providing or offering to provide to any,person in the employment of the Institution and/or Siteany gift or consideration other than that which is a reasonable financial ,..rng"*"nt eitherunder this Agreement or by any other arrangement;

1'4'2 making paymgnt or agreeing to make payment of any commission to any person in theemployment of the Institution;

1'5 Institution and the. Investigator will comply with all applicable laws and regulations in its/his/herperformance of activities under this Agreement. Instituii,on and Investigator will provide reasonableassistance to Glenmark so that Glenmark may comply with any applicible trra7 * ."g;iution in the. performance of the activities under this Agreement.

1'6 without limiting the generality of section 1.5, Investigator wilr:

1'6'1 Take appropriate actions so that he/she will properly disclose protected or sensitive healthinformation created or received by Investigato.io it"nrnurk pursuant to any applicable privacy
Rule' Glenmark agrees to take appropriate measures to protect the privacy and confidentiality of theprotected health information received in connection with the Triar.1'6'2 0btain a Glenmark approved written informed consent Form from each Trial subject and willmaintain a signed original of the written informed consent Form in the Study subject{...o.ar,

2, GlenmarkResponsibilitiesr

2'1 Glenmark agrees and acknowledges that it will ensure that the Investigational product suppliedfor the Trial is malurSgt{gd and iupplied to the sires as p.. tr,u protocol and-that it compties withthe obligations of a clinical rrial spbrsor as delegated under this Agreement in accordance withsection 5 ofICH GCp.

2.1.1 Prior to commencement of the Trial, Glenmark shall:

2'1.1,.7 prepare and finalize the Protocol, patient information sheet and Consent Form in English,Investigator brochure and provide the Trial Material to lrre Investigator for compiling thesubmissions for Ethics Committee approvals;

2J"12 develop and finalise the monitoring and source data verification plan (,,Monitoring and SDVPlan");

2.1.2 During the course of the Trials, Glenmark shall:

2'L'2'7 appointaphysiciantoactasamedicalmonitortorespondtoSitequestionsregardingsubjects,
their eligibility, dose modifications of 

.the tnvestigaiionaiproouct and to develop, authoriseand maintain protocol exceptions and,f or deviatiois;

2't'2'2 review Adverse Events and SAE reports as received from the-sites, along with the drug safetycontact of the Investigator who will be primarily responsible for Adverse Event and SAEmanagemenU

establish and maintain the safety database for each Site;

notifr all Sites, the co-lnvestigators and Agencies of reported Adverse Events and SAEs asrequired by statutory bodies;

prepare periodic status reports for the study for the Agencies;

2'2 Glenmark shall assist the Institution and the Investigator in the performance of Services relating toseeking and obtaining approvals from the Ethics co.,iittee, p.ouiairg ,na maintaining on-site specific

2.1.2.3

2,1.2.4

2.t.2.5
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training/support to the Investigator to enable it to provide appropriate training and support to each
Site and archiving of Trial related documents.

RESPONBILITIES OF ALL PARTIES:

7. All Parties further understand, acknowledge and agree that prior to or at any time during the course of
the Agreement Glenmark may amend or vary the Services and/or the Protocol. In such an event:

1.1. the Institution and the Investigator will co-operate with Glenmark to promptly incorporate and act
upon such amendments in its performance of the Services going forward including undertaking
further Site audits, training of personnel at each Site, seeking approvals to the amendments as
appropriate from the Ethics Committees;

1.2. All Parties will negotiate in good faith any amendments to modifications in price and payment in
Annexure 5. if applicable and required having regard to the impact of the changes in light of the
previous scope ofServices and the Protocol.
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ANNEXURE 3

Standards

The following Standards are applicable to the provision of the Services by the Investigator' lnstitution' SM0

#; ffi;;;"k under this Agreement: -

.TheProtocolannexedheretoasAnnexurelandanysubsequentamendments
t ICH GCP , ar. -:^^r ,r.iol Rrrlps. 2019 - - r D^^,rrarinnq as mentioned

: I"J.r.::T,Hill}ffil,,,ffi,1:'fi;1[?r72, 
Financiar Disclosures and Regulations as

in the Protocol)
. Oif"' total laws and regulailons

8ili#lr*ammad Hafiz Raimohammad Deshmukh
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ANNEXURE 4

FPI and CRF completion timelines

First Patient in (FPr) Apr 2022

FPI to last Patient in May-2023

LPI to Last Patient Out Aug-2023

r CRF to be completed preferably within 7 days of patient visiL. All DCFs should be resolved preferably within 7 days of issuance.

' All SAEs reporting to Glenmark Ethics Committee and Regulatory Authorities to be done as per
local regulatory requirements.

' All safety reports/updates from other sites provided by Glenmark to the Site shall be submitted by
the Investigator to the Ethics Committee within 7 days of the receipt of the same or within such
period as may be statutorily laid down.

o In case of no recruitment within 30 days of Site Initiation a joint decision would be taken by
Sponsor and Investigators for continuation in the study.
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ANNEXURE 5

Payment Schedule

GLK-2101 Site Budget

Site

Visit Details Per Subiect
Screening Visit (Visit 1 5000

Run In Visit (Visit 2J 3000
Randomization 3, 6000

Telephone contacts during 4-week treatment with Ip Day B
(+/- 7 day) 1000

/- 1. day)Treatment Period [Visit 4, Day 15 + 5000
Telephone contacts during 4-week treatment with Ip Day

2r (+/_ t day) 1000

- 1 day)Treatment Period fVisit 5, Day28 + 6000
Telephone Follow up Visit 6, Day 35 + - 2 day) 1000

Per completed Subject 28000
Institutional Overhead 0o/o) 8400
Total completed Per patient 36400

Site Budget for 55 patients

Unit
Amount

No.

of Total
Investigator Fees (lncluding pl, Sub-1, phlebotomist, pFT

technician & 28000 55 L540000

Institutional Overhead 8400 55 462000
@500rNRX2ECG 2 1000 55 55000

Chest X- @650INRX1 650 55 35750
SARS-CoV-2 specific assessments (RT PCRJ @ 1000_ INR

X 1 or 0n actual basis red 1000 55 55000

Patient tra @1000lNRX5Visir 5000 55 275000
Site Budget for 55 patients

2422750

1 Patient travel reimbursement is upto maximum INR 1000/- per visit and as per actuals. Theamount for patient travel reimbursement mentioned above would be paid on actuals based oninvoice received.



2. X-ray charges and ECG would be paid upto maximum INR 650/- and INR 500/- per visit
respectively and as per actuals. The amount for X-ray and ECG Charges mentioned above would be
paid on actuals based on invoice received.

3, SARS-CoV-2 specific assessments IRT PCR) charges would be paid upto maximum INR 1000/- per
visit and as per actuals. The amount for SARS-CoV-2 specific assessments (RT pCR) Charges
mentioned above would be paid on actuals based on invoice received.

4. Local Laboratory and local test charges would be paid as per actual on case to case basis after
confirmation from Sponsor.

5. All screen failed patients would be paid of the total randomized subjects an amount of Rs.2000 as
screening expenses and Rs 2000 for Run in failure only if screening/Run in procedures are
conducted as per protocol at the end ofthe recruitment period.

6. As it is a competitive trial, the budget would be based on total number of patient enrolled on pro-
rata basis for the grant mentioned above; for each completed patient

7' Request for payment would be made by letter stating the amount on Investigator,s letter
head/lnstitute letterhead and signed by Investigator/Hospital Authority after veiified by the
monitor per the completed visits and source data verified CIiFs

8. The final payment would be released at the time of close out.
9. All payments made hereunder will be made in Indian Rupees.
10' Glenmark shall be entitled to deduct from any sums due hereunder any withholding taxes and

other statutory duties which is mandatory to be deducted according to the applicable liws in force
on the date of payment or invoice booking whichever is earrier.

11' The Institution and the Investigator shall issue a valid tax invoice / debit or credit note in the
format prescribed under the relevant Good and Service Tax (GSTJ Act and rules framed thereunder
("GST Law"J including (e-invoicing requirement). If the services provided by the Institution and/
or the Investigator are taxable under GST, the Injtitution and the investigator shall ensure that the
contents prescribed by the GST Law like GST number along with HSNiode for services and QRcode/lRN number (if applicable) are reflected on the face of-the invoice. Further, the tax invoice /debit or credit note shall be uploaded on the GSTN portal within the prescribed timelines. TheInstitution and the Investigator shall incorporate the transaction with Glenmark under this
Agreement in the periodical statutory returns filed by it within the prescribed time as required
under the relevant and applicable GST Law and shall ensure that all taxes due as per the said return
has been duly remitted in the manner prescribed under applicable law. Non - compliant invoiceswill be rejected with reasons and the Institution and tlte Investigator shall be requiied to send therevised invoice / debit or credit note. This is mandatory to ensire compliance with GST. If GST isexempted, necessary certificates and declaration is to bL provided to Glenmark.

1'2' Any mismatches reported by GSTN portal if due to ...oi by the Institution and the Investigator
shall be reconciled and resolved by the Institution and the Investigator within the prescribed time.In all such cases where Glenmark is not able to avail input tax .."iit of GSt urourt paid or deniedto Glenmark on account of mismatches on GSTN portal, non-payrnent of GST to governrnent or non,filing of GST returns or non-uploading of invoice within due iimelines or other reasons attributableto any failure on part including (e-invoicing requirementJ, then the Institution and theInvestigator agrees that Glenmark shall have the rlg-ht to set-oir any such amounts (along withinterest and penalty payable to government authoritfesJ from any amounts trat is already due orwill become due and payable to the Institution and the investigalor under this Agreement or anyother agreement. Further, Glenmark also reseryes the right to recover the amount from theInstitution and the Investigator for which the input tax cred]t of GST could not be availed and anyinte-rest and penalty so charged by government on Glenmark for such default of the Institution andthe Investigator by raising a debit note, the Institution and the Investigator will be responsible to

- - 1"k9 payment against such debit note within seven (7) days from date of issuance of debit note.13' The Institution and the Investigator agrees that if at any later aate any error is found in the invoice,the same shall be rectified by the Institution and the investigator by issuing debit/credit note asapplicable.
14. The Institution and the Investigator shall further indemni$r, hold harmless and defend at its costsand expense Glenmark, its directors, officers and employe"i itgnitiutes in relation to:14'1'1 any claims frotn applicable lax autJrorities including interest/penalty or any amounts levied

upon/paid by Glenmark dut to the defaul! error or non-compliance of the Institution and
the Investigator;



14.7.2 any loss/denial of input tax credit to Glenmark due to non-compliance of GST regulation by
the Institution and the Investigator or due to late submission of invoices by the Institution
and the Investigator;

1.4.1.3 any interest and/or penalty levied/paid by Glenmark to tax authorities in relation to
loss/denial of input tax credit to Glenmark as mentioned in above point; and/or

14.1.4 non-compliance of obligations set out hereinabove in respect to GST Law and under other
applicable laws.

15. Any interest so charged by the authorities on Glenmark for default of Principal
Investigator/lnstitute, will also be recovered by Glenmark from Principal Investigator/lnstitute by
way of raising a debit note on Principal Investigator/lnstitute.

16. Archival of study documents for 15 years after site close out will be done at sponsor's third paty
archival as agreed by Investigator.

'1,7. Any equipment and/ or materials required for performing the Study procedures which are not
maintained by Site will either be procured by Site or Sponsor will provide to the Site.

18. Sponsor provided equipment and/or materials shall be collected or retrieved from the Site after
completion of the Study.

Payee Details:

fu1qpecityPayee name Research Solutions LLP

PAN No lAAPFcsls6L
Name of the Banh its Mailing

address and Branch

Itclct sant
lsnop no.' zo

lPune-+1 10

t83/2, Ambience executive hotel, Wakad,

5 7, Maharashtra, INDIA.
Branch lwrua a.unlh, Pu*- arrosz
Bank Account No.

IFSC code 1""0000073

GST No., if Applicable lz zeeppcs 186LTZH
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Each Co-lnvestigator:

1. must be free to participate in the clinical Trial and there are no rights which may be exercised by or

obligarions o*"0 to unii*,iJ pu.ry.,,t itr", 
'ig|,ipt""ent 

or restricfhis performance of the obligations

detailed in this Agreement'

2. must not be involved in any regulatory.or misconduct litigation or investigation by the Food and Drug

Administration, the Medicines conrrol Ag.;.;J" *.op."* tu".ai.ines Evlluation Agency' the General

Medical Council or other regulatory Agencie-J.'rlo a"o pioduced by the Co-lnvestigator in any previous

clinical study has been rejected because of concerns as to its accuracy or because it was generated by

fraud.

3.musthaveconsidered,andissatisfiedthat,facilitiesappropriatetotheTrialareavailabletohimatthe
Site and that he/she is supported, und."iu continue io be supported, by medical and other staff of

sufficient number and experience to enable tir"e f".io.*rn.. oi tnt f ti't efficiently and in accordance

with the obligations under the Agreement and Protocol'

4,mustduringtheTrial,notServeaStheCo.Investigatororothersignificantparticipantinanyclinical
Trial for another sponsor if such activity rigf-,iiar".tely affectf,itTt'tt ability to perform his/her

obligations under tl-ris Agreement'

5. has not nor have his spouse nor any. dependent children' entered into and will not enter into any

financial ,..ung.*.no'*itf, Gt.n*a;k oith; lnvestigator to hold financial interests in Glenmark or

the Investigator that are required to ue aisJosea p"'-""ntto the US Code of Federal Regulations Title

2L, part54, namely (i) any financial *.rrg"*.ira whereby the value of the compensation paid in

respect of the pei#*un." of tir" f .iuf .o,i[ f'e influenced ty the outcome of the Trial fas defined in

21CFR 5a.2@)),[ii)anyproprietaryinterestintheproductbeingtested(asdefinedin2lCFRSa'z[c))'
(iiij any rienli.un;"q;iiy interestin Glenmark or ihe Investigator (as dlfined in 21 cFR 5a'216J) and

(ivJ any ,ignincuniiuy-"r* from Glenmark or the Investigator such as grants to fund ongoing

. research, .o*p.nruaion ln tt e form of .qrip."*, retainers foiongoing consultation or honoraria (as

defined in 21 CFR 54.2(0). rn the case "f';$;;;;;;unm ciiu 1d (iv1 th" co-In"ttigator understands

that such prohibiiions i"i"t. to the periJ that ttie io-tnvestigator ls carrying out the Trial and for 1

year following completion of the Trial'

ANNEXURE 6

Conditions Applicable to each the Co'Investigator
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CLINICAL TRIAL AGREEMENT
("Agreementr)

THIS AGREEMENT is made by and between

(1) Parexel International clinical Research Privater,imited, cowrks, coworking Spaces pvt Ltd- RMz Eco world, Groundfloor' Bay Area- Adjacent to Building 64, outer Ring Road, oru*u0."*nurrari village, Bengaluru -560103, Kamatak4 India

(hereinafter "CROrr)

And

(2) Mahatma Gandhi Mission's (MGM) Medical college & Hospitar, N-6 cIDCo, Aurangabad - 43 1003, Maharashtra, India.

(here inaft er,,Institution,,)

And

' Hffiififilffir*l'" Mahatrna Gandhi Mission's (MGM) Medical couege & Hospital, N-6 crDco, Aurangabad -

(hereinaft er',Investi gator, )
And

n' 
f,lt:'r:'flfitr ,T*,Xli:'"^ 

LLP, shree Prasad Block No D-2, Prakash Housing Society, Karewadi phata, rhergaon, pune

(hereinafter "SMO,,)

together the "Parties,, and each a ,,part5r,,

,,,, regarding

A,\,urticenter, **o"TK:f:.I:1**-,ill"riiJ}"t !ffii1?$ffi:,Tffi;:'i:R p,,-**encebrBudesonide 80 pg andFormoterol Fumarate Dihydrate +.s pg rirralaiion Product (ciph Lt;;;;"rparison with the n"rrr.i.. p.oducl Symbicort@@udesonide/Formoterol rumatate oit'yatli., 
-ioTilirrg 

per actuutifn; rnrrurution e".sol (AstraZeneca, USA), in Adult Asttrma patienrs.

Budesonide/Form",..", rrr**!81*?L;?3/;l pg(hereinaft er *Study Drug,)

of

arcipraHouss.r.rilflY,?,*"f HXrH,o,*KadamMars
Lower parel,.Mumbui +OOOI:, tviatrarashtra, India.- 

- ---,
(hereinaft er*SPONSOR,)

WHEREAS' sPoNsoR is the sponsor of the multi-center/multi-centre Study to clinically evaluate the study Drug and cRo(or its Affiliate) has been retainei uv ipo^Nson til.i 
" 

r"p*"t. *itt#;G#g llii"i as spoNsoR,s contractor anddesignee in managing the Study ror (poNson; *i - -- - err*.srv wfltten agreement) to act

WTIEREAS' Institution' sMo, and Investigator shall Fully cooperare-wit!^cRo and shafl permit cRo to perform any and allof the sPoNSo\'9 studv oblilatibns anJto exercise 
"rvLa "i'i 

oiSpoNSoR s ltroyl,grri. that rie witti spoNsoit on trre
3i'61-:fto,l'tfj:k1- 

ana-ccp regulations 
"'-tr,",iir,,r'i,ii'gr,,, *"." cno;, l*r-ri!h,r, u, has been deregated by

WHEREAS, Investigator is an employee oflnstitution; and
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1.

WHEREAS, Institution, SMO, and Investigator each desires to participate in the Study as described in this Agreement; and

WHEREAS, this Agreement explains the joint and several obligations and rights of Institution, SMO, and Investigator, and
the obligations and rights of cRo with respect to the performance of the studyl and

WHEREAS' SMO is authorized to sign the Agreement as a parly hereto, and has been engaged by Investigator and/or Institution
to act as a payee for the financial aspects according to this Agreement and to coordinate with Investigator and Institution at the study
site in accordance with the requirements of the Study and this Agreement on behalf of 1119 Institution and Investigator.
Notwithstanding, Institution and Investigator remain ultimate responsible for the performance of SMO. Institution and Investigitor,s
responsibilities and obligations c'ted 'n this Agreement remain unchanged, with and/or without involvement of SMO; and
WHEREAS, under this Agreement CRO does not act, or purport to act, as SPONSORs contractual agent, but rather as
SPONSOR's appointed designee for managing the Study.

DEF'INITIONS

Definitions for terms used in this Agreement are in Exhibit B.

2. CONDUCTOFTHESTUDY

2.1 Institution agrees, and commits itself to CRO, to allow Investigator and other Study Personnel to conduct the Study at
Institution, and warants that Investigator and other Study Personnel are employed by Institution.

2.2 Investigator agrees, and commits itself to CRO, to conduct the Study at Institution and warrants that he/she is employed by
Institution. Investigator shall personally supervise the conduct of the Study by the Study personnel to the full extent
contemplated by the Protocol and by Applicable Law.

2.3 Inyestigator, SMO, and Institution acknowledge that SPONSOR is the sponsor of the Study, and as such is an intended third-
, party beneficiary of this Agreement, whereas SPONSOR transfers any or all of the SPOiiSOR's Study-related functions to

CRO in compliance with ICH-GCP, sec. 5.2.1. In addition to the foregoing, Investigator and Institution agree that CRO may
disclose any and all Information and/or documents relating to this Agreiment, and/or;lating to Investigatoi,s and Institutionls
participation in the Study (including without limitation any ReportJor other documents or-materials piovided by Invesiigator
or Institution to CRO hereunder), to SPONSOR. All references to SPONSOR herein (whether in the context of O.tiu..y of
Inforination' submission of applications, financial tsrms, or anything else) derive from ipoNsoR,s status as such, as set out
by Applicable Law and GCP regulations, and Investigator and Institution agree to all such instances. Investigator andlnstitution
will Fully Cooperate with CRO's requests relating to SpONSOR.

2.4 Investigator and Institution acknowledge that CRO is the recipient of Services described in this Agreement and, for the
avoidance of any doubt, that SPONSOR is not the recipient of Services described in this Agreement.

2.5 Institution, SMo, and Investigator specifically agree, and commit themselves to CRO, to (and warranr that Study personnel
' will) conduct the Study in a diligent, eflicient, and skilful manner, in strict compliance with the terms and conditions of this

Agreement, the Protocol including subsequent-amendments, any specific Study Instructions, Applicable Law, all requirements
ofthe Institution or facility, and any other professional standards ipplicable to their professionai industries and fields. Neither
Institution nor Invesligator nor any Study Personnel shall commit any negligent acts or any willful misconduct in connection
with the Study. Neither Institution nor Investigatol lor any Study Personnel shall make any unauthorized warranties to any
person (including Subjects) concerning the product being tested in the Study. Institution and investigator accept responsibility
for the acts and omissions ofall Study personnel in the Study.

2,7

Investigator shall obtain the written approval of the appropriate Institutional Review Board (IRB) or Ethics Committee (EC)
prior to commencement of the Study and will furnish bnO *itt the IRB/EC,s letter of approval.

If required by Applicable Law, CRo shall make, or procure that SPoNSOR makes, the necessary submissions or notifications
to the regulatory authorities. 

_ 
The Study may not commence until the Investigator has been informed by CRo that such

authorization has been granted.

2.9 Investigator shall, prior to a Subject's participation in the Study, obtain the Subject's written informed consent to participate in
.the 

Study. Each Subject's written informed consent shall be in-a form that is in accordance with the protocol.

2.6

f
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2,9 Investigator shall enroll the number ofduly qualified (according to the protocol) Subjects for the Study as set forth in ExhibitA and shall do so according to the timeta'ute set forth in pxrri6it a. Noi*itrrt*aing the foregoing, Investigator agrees that ,SPoNSOR or cRo may unilaterally revise the number of subjects-that tnvestigator shall enroll, and/or the timeframe for suchenrollment, via Study Instructions at any time.

Institution' SMo' and Investigator shall (a) keep a detailed and written inventory of all clinical supplies, equipment and StudyDrug provided by SPoNSOR or cRo or its erntiates and shall ,i*. ,u.r,'*ut".iui, ur*raiII^tl m" protorol or SrudyInstructions and O) retain all necessary Subject records and/or documents whether electronic, paper, or in any other formrelating to the Study for fifteen (15) years after the end.or the pr.rut*" L*ination of the Study.- Institution and Investigatorshall provide to cRo or its Affiliatei ail study data colrecred; 
"^";"fi}o^, * t"il;;d by ajtb.

Institution, SMo, and Investigator^agreeahat they are notpresently under any agreement or obligation which conflicts with theduties and obligations owed to cRo or SPoNsoir under tirit Agr";;;;;;;; fi.ri1h", ugr." no, to"*J"nur.. any such obligationor agreement during the course ofthe Study. Investigator warrlnts trr"t r" Srray^p*sonnel are presently under any agreementor obligation which conflicts with the duiies and oSligationr o*"JJo ipoNson or cRo *'d;thJ, Agreement, and shallensure that no Study Personnel will undertake any such-obligation or ugr".rn*t during the course ofthe Study.

Institution' SMo' and Investigator hereby acknowledge and agree that each has received suflicient Information regarding theirrespective participation in the study' In addition, Investigalor further *uo*t, (i) that helshe has distributed all relevantInformation to the Studv Personnel who have u r""d to knolw such lnformutior- in order to perform their assigned tasks on theStudy, and (ii) that he/sire, and all Study P;..;"i^ appricaure), tras reai and understands such Information.

Institution and SMo shall, throughout the duration of the Study, provide, keep available to the Study personnel and maintainall necessary Resources for the idequate performance of 
lhe 

sfiI. Ilr;;rtq;q shall, throughoui tir. orrution of the Study,ensure that adequate study Personnel are ivailable to complete the ituoy. iniutrtion, siuro,-riJiriesigator shall inform CRopromptly in writing (including by email) about all changes irrp;r6;ti; n"rt*"", and/or the Study personnel.

The Protocol, including any amendments thereto, constitutes an integral part of this Agreement by reference. In case of anyinconsistency between this Agreement and the Protocol, the protocol ihalitut pr.r.a"*. on ,nuu.r, oi medicine, science andconduct ofthe Study; otherwise the terms of this Agreement shall prevai r. 
Prwwuv.w u' ru4*tirs ur

*'jj::ti:l#[1"il,','j'ffit::ffffi[if.:Hlf cRo and SPoNSoR, as appricabre, ror al cosrs arising our orrnsrirurion,s, sMo,s,

2.10

2.ll

2.12

2,13

2.14

2.16

2.17

2.lg

2,lg

2,15

Institution' SMo' and Investigator agree that it*r,lly9{ P.:o"11,:lisa-gove.mment employee, official and/or performing agovemmental function, such relationship may be disclosed to *r. spoNiofrnd any compensation that such individual receiveswith respect to the Study may be disclosed tothe Institution anJlr rr.*iy rppi*"a.

Institution' SMo' and Investigator warrant that neither they, nor any Study personnel are officials, agents, or representatives ofany government or political party or international organization_whe.r irr"y^ q1y be in positions of authority to be able toimproperly help cRo or SPONSdR obtain a business aivanta€e. rnrtitrtior,'srrao, and Investigator further warrant that neitherthey nor any Study Personnel shall make any payment,-eitlier directly oi irdirrctly, of any money or other consideration(hereinafter Payment), to golemmext ot potiticai party officials, om"iuL orintemational organizations, candidates for public 
,

oflice' or representatives of other businesses or p.r*^ acting on behaliof *y 
"f 

ah; f";6;ir;ltrereinafter collectivelyofficials) where such Payment would constitute violation 
"f 

*; h*, iJrding the u.s. Foreigrr comrpt practices Act. In noevent shall Institutiorl Investigator, sMo, or any Study personnel .;k; ;; payment either directly or indirectly to officialsif such Pavment is for t\.n*n91^gtlnfluencid o..iJr"^ 
". 

r.,i;;;t'..tp.ct to rhe subjecr matter of this Agreement orany other aspect of cRo's or sPoNSoR's bus]ness. Institution, srvro,-and Investigator shall report any violation of thiswarrarty promptly to cRo and agree to respond to any cRo inquiries uuout uny potintial violations and make appropriaterecords available to cRo or sroNson upon request. at any time uporirr" i"qr"rt orcRo,rnstitution, sMo, and Investigatoragree to promptly certify. in writing th.it ongoing compliance r*i trt" .o.pliance of il ;th;; il;y personnel) with the .wan"anties contained in this section z' t z. tntti-tutiir shall maintain ,ecoro, in 
"o*pti*.e with 2l cRF part I L

If cRo or sPoNSoR requests Institution and/or Investigator to source marketed/comparator drug, cRo will reimburse Institution
ffi['ff:":r:;|f:"ffi1ffi3f#::lA' Institution ;d Investftator wanani *,ut tr'.v *lr ,,ry il;; d,"s products thar compry

Investigator shall agree to keep the IMPs in Temperafure controlled manner as specified in the protocol and temperature logger
ffi*:"til]' 

be sent to Sponsor on a quarterly basis. If there ir .*.*rion ii ,nf r.Inp.rurrr", cno or Sponsor should be informld
t
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3.

3'1 Institution, SMo, and Investigator shall submit to cRo, and cRo has a right to claim under this Agreement, all completedecRFs or cRFs resulting from the Study within ten (10) days and in accordance with any study Instructions. Institution andInvestigator waffant that all eCRFs or CRFs submittea to cno are true, complete, correciand accurately reflect the results ofthe Study. Institution and Investigator shall promptly provide CRo with copies of urr n"portr, La any updates that *e requir"a. 
by the EC/IRB.

3'2 Institution, SMo, and Investigator shall Fully cooperate with CRo and will meet with representatives of cRo, or its designee,
at mutually convenient times according to a schedule set forth in study Instructions ror roniioring visits, consultations and toallow direct inspection ofall Study related records, including Subject medical files, as requ."tea uy cno and for any other purposes
relating to the study as deemed necessary b]_gRo. tnvistigator shall ensureihut uir stuJyirersonnel Fully cooperates withcRo, including meeting with personnel of cRo, or its desigiee, as set forth i, tr," p.L"rJi,ieientence.

3'3 Investigator shall agree on the resolution of queries in all trial related systems within 5-7 working days of receival of query.

4.

4'l Institution, SMo, and Investigator shall Fully cooperate with audits or inspections, applicable to thc study, performed duringor after completion of the Study, by SPoNSo_R o1 CRo. Institution, SMo, and Inu"riiguto. rf,all allow SpoNSoR, CRo andgovemmental or regulatory authorities, including but not limited to the u.S. Food and o.:u! ao-inirtration, access to'R"ro*"",
used to perform tasks related to the study, shall make all requested documents availablJto them ano shall provide ,rr",,lriiiany further Information as may be requested.

4'2 In the event the atrdit or regulatory inspection identifies a lack of compliance with this Agreement on the part of Institution orInvestigator (or failure by any Study Personnel to act in accordance with the terms and ionditions of *ris agree.en9, cnomay terminate this Agreement in accordance with Section l6.l (a).

4'3 Institution, SMo, and Investigator shall immediately notifi CRo by telephone, email or fa,r if a govemmental or regulatoryauthonty, including but not limited to the Drugs controlle; Generai of tnaia (DCGD, ..q*ri, to carry out an inspection ofInstitution's facilities, or does so. Institution and Investigator shall allow SpbNSon 
"rio 

cRo to be present during suchinspection, and shall provide to SPoNSoR and cRo coples of all .at..iatr, cooerp;;d;; statements, forms and recordsthat Institution and Investigator receives, obtains or g.r..ut., pursuant to or in connettion with any such inspection.

-5.

5.1

6,2

6.

6,1

FINANCIAL DISCLOSURE

During the conduct ofthe study ?n! fo. one (l) year after its completion, Investigator shall, and Institution shall cause the Sub-Investigator(s) ir ryn!i-cao-!9,-1{ ltuoy Personnel, to, execute and update such forms, disclosures and certifications now orsubsequently required by SPONSoR or any applicable regulatory uooies ietaieo to his/trer financial interests in the spoNSoR
and./or the Study Drug.

CONFTDENTIAL INFO RI\{ATION

Institution, SMo, and Investigalor.agree that Ty and all confidential Information that they receive from cRo, SpoNSoR orotherwise in connection with this Agreement stratt ue received and maintained by them in strict confidence and not disclosedto any third party (other than.sPoNSoR) during the conduct of the study ana for fifteen (15) years thereafter. Furthermore,Institution, SMo, and Investigator agree to ,r" th. confidential Information only for trr" prrplr", oithi, Agr."rent exceptas otherwise specifically provided for herein.

Institution and Investigator may disclose confidential Informationonly to (a) Study personnel, or other employees or staff whorequire access thereto for the. purposes of this Agreement providei, however, ihat prior ; .uking any such disclosuresInstitution and/or Investigator bind such Study Personnel, employees or staffin writing to the *rn. ouiigutions as are containedherein to maintain confidential Information in confidence and not to use such confiJential Informatioir for any purpose otherthan in accordance with the terms of this Agreement, and (b) to the appropriate rc o. rnn r,uring jurisdiction over theperformance of the Study at Institution.
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6.3

6.4

7.

7.1

7.2

7.3

The terms of this Agreement' including but not limited to the financial terms, are the confidential Information of SpoNSoRand cRo' and shall be maintained i" ;;fiil;; by Institution, iM6;;I*estigaror in accordance with section 6.1 above.If' however,Institution orlnvestigator il-r"euii"aurAppli;;1il;;;,"' jir.r"*;;h i;ril;ffiii'nro*ution, rhey may doso without breaching their oblifatio" *t"r ttir:#rt p.ouio.o, iilar*:9.o{discrosure, they notify cRo of theconfidential Information to be diicloseo, trr. r.*on for disclosure, and the date ofdisclosure.

u;lTlffi:lixff*:;:"i'#,':l';ffJ,,H";:i'J,.,.13il13"'' anv partv',s right ro use, discrose, or otherwise dear with any

(a) is generally available in the public domain or becomes availabre to the pubric through no act of the party receivingsaid Confidential Information; or

(b) 
::;'i:lHtHll #:H,H"-#iff#::?,*t 

the conndential Inrormation, prior to receipr thereor, which said parry

(c) is lawfullygiventothe receivingpartyby athirdpartywho isnotbound byany obligationtopreserve itas confidential.

All Information and Investigational Product(s) provided to Institution or Investigator 
-for 

purposes of the study are and willremain SPoNSoR's property' Institulion, lnr"r'ti-gutor, sMo, (and a;Jy p"rro*.u shall noi acquire any rights of any kind
XrTf;:ffiJth 

respect to the Investigational pro?uct(s) or such rrr".r"1tioi as a result of performance under rhis Agreement

Institution and Investisator shall deliver all Information, unused Investigational product(s) and clinical specimens tosPoNSo& cRo or the-ir.respectivt d"ttdigi; a timety'maoner-tt'orrn"* the performance orttre Study, as provided inthe Protocol or Studv Instruciions, u,a iiro iie't pl.$4;il;;ililrrr.days after (i) the date of rerminarion of thisf,ilTffiffiti|tffiiffi#*,* spoNioi.; c.o ffiffi:.,Jr;::i: dervef 
"i 

r#,,.,r",,Lu*a rnvestigarionar

The Information and Study.Results (including publication) may be used by slo. NfoR in any manner it deems appropriate tocornplv with its business interests, ui,tr, a*irE, *j;rffiilffi""u1,i'"q"h* Agreement.

8. PUBLICITY

Page 5 of20

i:"'rffii:Jfl',1tr"#A:*],|f:::f;"":ffi,;ruil!",o rrademarksor image orany otherparty herero, or SpoNSoR,s name,
*itr.n .orr.ni;;;#p*y or spoNSoR, 

", 
,rorill;fllertising 

or promotion or -v pioai"i 
"r 

r.j*i* *i ffi;; ffi;

9. PUBLICATTON

9'l Institution' svrQ, a1d 
lnvestigator may publish the study Results only in accordance with this Section 9. Before pubrication orpresentation of Study Results, Institutlon rt utt prouioe3r*r"., r"r ir ..ri.*,?*py'oi,i*ur"ript, any poster presentation,abstract or any other written ot o*r ,nut".iur *r,i.n aerciiil", 

".ii."L*r rrre Study n.'rrrrr,'ir'ir., and manner ro be published
nTffiff,:ii:"r',:'#H::li-{Jpon written consent orsponror,rnrtit.,t;; ffi;ffirr,"J.'orf** such manuscripts, posters,

9'2 sPoNSoR reseryes the right to remove all confidential Information-fro1 any publications or presentations. In the event thatsPoNSoR deems that sucf, removal woutJ not.suftci.rtry p."t.rt it, rrt ,".tiri r.oiffiilt tr,lt rn SpoNSoR may require
$tr ilH'#':.l#ffi:X,:y::f;*,";;:::j:[y,*Xi;:T.[I,, o."sentation, ani rnu-"*,guto, and rnstitution shari not .

9'3 Institution and Investigator agree that because. the Study is part of a multi-center/multi-centre study, any publication byrnstitution or Investigator ortr'" st,oy n sutts stratt not uJ,nua'"-L.[r" tt e n*t ,riii:""iil#urti-centre pubrication.
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INTELLECTUAL PROPERTY

Any and all Study Results and Information, material or assets relating to the study Drug, the protocol or the Study, includingany and all existing or future rights therein (hereinafter coflectirery re'renJio as Assets), whether patentable ornot, conceivedby Institution or Investigator oi svto or Study Personnel,_solely *.iriniry *itr, others as'a res"rioi*ort performed under thisAgreement, shall be, and remain, at all times the soleand 9."i.5i"i fr"ierry of spoNSoR and spoNson shall own, to thewidest extent possible *f*.Apqli.lle Law, any and at metiectuai pi"p.jrty Rights thereto (subject to rhe rights expresslyreserved for cRo under Section 10.3). To the extlnt required for SPoNSdn 
!g^o!!uin, secure and perfect said rights and legalpositions under Applicable Law, the Assets shall automatically vest in spoNsoR and to the extent required, Institution andInvestigator hereby assign all rights, title and interests in any ana at ert.1, io SpoNSoR, and shall perform any and all otheracts necessary to assist sPoNSoR in obtaining, securing and pgrfegting the rights to said assets.- Iri"r"rrury, Institution andInvestigator shall obligate study Perso_nnel tJperform-any ;J1ii#rft;iied to enable spoNidn to obrain, secure andperfect said rights' In the event that SPoNSoR, according io Appticaute rari, cannot obtain or secure ownership of any of saidAssets,Institution and Investigator hereby eranr SpoNioRu,ii;tiir;;;Mo and the stuoy ie.so,nel to grant spoNSoR,as applicable, worldwide, exclusive, uniimiteo and royalty-fret;G;i;-"f ;re, exploitation and utilization and/or licensesregarding said Assets' Institution and Investigator wanant by the exe-cution of_this Agreem;, til n"1ir,., trr.y nor any StudyPersonnel have entered, and that none of thern will enter, i,it" -y .rri.u.irur ug...ir.nt ,r r"iutiorriiip which would in anyway conflict with or compromise SPoNSoR's proprietary interest in, oiiigrrtr to, any Assets existing at the time of theexecution of this Agreement or arising out of or relatid to its performance thereunder.

Institution, SMo, and Investigator shall disclose to cRo (who will disclose to SpoNSoR) all Study Results, Information andin particular all inventions, findings, discoveries and oiher creative ideas and developments (hereinafter referred to asInventions) conceived or reduced to practice as a direct.e*tt oiite-st"oy. sr"r, disclosure shall/must be made fully andpromptly in writing to an authorized/authorised representative of CRO fwfro'wiff disclose to SpONioi.l.
All parties to this Agreement and SPONSoR shall retain all right, title and interest in any Intellectual property that was ownedby such party or sPoNSoR prior to or apart from the ,ornri.or.m.nt oiit i, Agreement. ilii;; grant or assignment,express or implied, by estoppel or otherwise, is intended by, or shall be iri"rr"a from, this Agreement except to the extentnecessary for each paxty to lirlfill its obligations under this Agreement or otherwise give effect ti *i, eg...r"-:|* - *

11.

10.

10.1

10.3

11.1

ll.2

12.

12,l

10.2

11.3

Insfitution and/or Investigator hereby represent and,warrant that they shall obtain all necessary consents in writing from:
(a) all Subjects as per the informed consent form; and

(b) the key members of Study Personnel and Investigator participating in the Study for administrative / study managementand any otherpurpose required by law r------o-'

so that such Subjects' Study Personnel's and Investigator's Personal Data can be.processed by (including transferred to) cRo,any of its Affiliates, and SP0NSoR or any of its Affi-liates ara .eguiutory urtt oriries in each ;; ;ili, or outside the countrywhere such data originates.

Institution' SMo, and Investigator shall notify cRo immediately in writing (but in no event later than five (5) days from thedate) ofany Data Security Breich related to the Study.

Ifrequested by cRo in order to enable cRo to comply.with any Applicable Law.and to process any personal Dat4 Institution,SMo' and Investigator will work with cRo in goJ aitn to uaor.it'*yisJri.etatirg to the processing of personal Data.

INDENINIFICATION

Institution and Investigator shall immediately notify cRo in writing of any claim of illness or injury that is claimed to be dueto an adverse reaction to the study Drug or iny orine cfinical interi,entioi o. p.ocedures th{ are piovided for or required bythe Protocol to which the subidts *outo noi have been exposed tui roiir,"i, participation in the study. Institution and

li['l?fl"J.'5i1lt'iT"1llTirl,t;:iilS:T;l craim (incruiingii"f6"l*, *ttr".,iJ,"eotiuli*e, and sharr,""di;
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Investigator Contracts
Attention Parexel project No. 256954
Parexel International Clinical Research private Limited,cowrks, coworking Spaces pvt.Ltd-RMz Eco world,
Ground floor, Bay Area- Adjacent to Building 64,
outer Ring Road, Devarabeesanahaili vill ag;,
Bengaluru -560 I 03, Karnataka, India

Such requests must include the full legal names and addresses of all parties who are requested to be indemnified by SpoNSoR.
Institution and Investigator acknowledge that SPoNSoRhas no obligation 

T-indemTf or beresponsible for any loss, claim,cost (including reasonable 
Ttomey f".il ", 

O.*-d if and t" tf," 
".t.,'Jri.t torr"r, 

"tui1ns 
o, Aerriur& arise from any iqiuriesor damages resulting from Institutio''t, ln .riigutor's or the st oy i.*"*"r.-*grig.n"", t**f'"irr,is Agreement, failureto adhere to the Protocol' failure to obiain ri*"?J irro.*.d *"rJri i"*r, air*.-rJ r"ir.i* eppirl*r" r-u*, misuse of rheStudy Drug' unauthorized *utt*titt, oi-*iiiririr""nduct. rtris iia.*'nin"ution ourigatioiiir riitr,or, prejudice to theprecedence of insurance coverage t'o,, 

"ornpoirory 
.rrrrrra t ia i"r;;;. " 

.

Neither cRo nor SPoNSoR,will be responsible for, and Institution shall defhnd, indemnifr and hold cRo, its Affiliates, andSPoNSoR (and their respecti'" oit""to.!, om...s and emptffirhr#;ib",,3"1 prr,ir"li, 
", 

a.,,*a arising from, bur ,not limited to anv (a) injuligs'I d"-;c*i;;r*.iir*,.v;;i#rdr;f;i 
are alreged to be the iesuitornegrigence or w,furmtsconduct on the part of the Institution, Investigator or Study re.sonoel-1t; ,"tiiiti* 

"""i.'".y 
iJ'ir" prororor, any StudyInstructions' this Agreement, or Applicabl" iu*;'-t"l ,nuu*,o.irJ *il#ti..r .uo. uy trr" r*tiffin, Investigator or Studyfffiiil'i,:::::iHf;:,rJj:$1,',1lf.fil"hTg:;ffi;fi ffiilJi,.,,.o.r,,"ni'i^-notobtained in accordance

Iltlly:'."ff1l:i:;:i1'J,'ff;.hall 
be liable under this Agreement for damages resulting from negligence or wiltut misconducr

frlff}ullo!,";:?:[Hl"t 
this Agreement for dam4ges resulting from its negligence or wlu misconduct in the execution of

13. INSURANCE

12.2

12.3

12.4

12.6

13,2

12.5

subject to Section l2'3 below' any indemnification ofthe Institution and Investigator by SpoNSoR shall be through a separatewritten asreement (or letter) 1",*."n r.,-triiriiin]'inu"rtieut". ils;i;il;,'oir d,.*ay. c[o ,r,ai;;;^ the intermediary to::H:IlJ;1ffi'ffii:'i;"t3;:ffi+ffIffi*tffir*y,yii 
ffil*Hll#:noo,herouriguiioiin

Institution warrants that it has in place, and shall maintain in f,rll force and effect throughout the duration ofthe Study, LiabilityInsurance in amounts anpropriati to 
"or.r 

itr-ffirity f"r ;til;;*;;; may be-causeJ". , r"r"rt of faurt or negrigenceof Institution' Investieator or Study pttto*"i-inu"rr.a i, ti, p"ff.-#.. of the Study, Institution shall promptly provideevidence of its insuraice.upon request by cRo. Institurion J"l .;;;; ,ruintuin irii.,ri-r".""-*a effect throughout theperformance of study and sirvices, tyu"t int**r, coverage rro, u r"prt.a A 
ryted insurance company to cover its service ,3tJ8ft";iliffiltlfJI""rtil:TffJ*-" autu p'i,u-.v. i"o, 

"r"i,,,i*,e 
insurance certincati srril ue handed;;;;;;

Investigator warrants that he/she has in place, and shall maintain in full force and effect throughout the duration ofthe Study,and for a period of 3 (three) yeats from'co;G;; of thestuJy,-ii"iirirylrrr*rce in amounrs appropnare ro cover hisfrerliability for anv damage whlci may u" t"*.i 
"r'" 

rezultof fauri il;i6;; of Investigator or Siudy personner invorved inthe performance of the Study, 
.bui.at rt^i si in*l million p.. or.*i.-n-r-". Investigator shalr prompily provide evidence ofhiVher insurance upon aequeit by CRo, 

-- \"'-'' ,r,rrv, Psr uuuuffence'

cRo procures that SPoNSoR shall, to the extent required by law, maintain in full force and effect throughout the performanceofthe Study crinical trials liability tr*.*.. i, 
".r"rdance 

with local regulations.

13.1

13.3

+.
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14. DEBARMENT

l4'l Institution and Investigator-hereby certiry that neither.Institution, Investigator, sMo, nor any person employed by Institutionor Investigator to work on the Study (including any subcontractoi permitted pursuant to section 17.2) has been:

(a) debarred by any relevant authorities, pursuant to any Applicable Law, including but not limited to Section 306(a) and(b) of the US Federal Food, Drug and cosmetic Aci, or disqualified as a clinicaf invesiigator under Applicable Law;

(b) threatened to be debared or indicted for a crime or otherwise engaged in conduct for which a person can be debarredunder Applicable Law;

(c) disciplined by andlor banned by a relevant authority from carrying out clinical trials.

For purposes of this Section, any of the foregoing shall be deemed to constitute being ,debarred,,.

In addition, Institution and Investigator agreethat no debarred person will in the future be employed or otherwise engaged(including on a contract basis) by Institution, SMo, or Investigatorto work on the Study. tf Juring the course of the study,Institution, SMo' or Investigator becomes debared or-learns thart any person connected wiih the Study is debaned, or that thereis a threat of debarment-of any such person, then Institution, suo, airO Investigator must immediately notifr SpoNSoR andCRO. CRO may immediately terminate this Agreement in tie event any of theToregoifu o;;;;.

15.

15.1

15.2

15.4

15.3

PAYMENT TERMS AND CONDITIONS

In full consideration for the Services oflnstitution,.Investigator and Study Personnel rendered in compliance with the protocol,
cRo agrees to pay the fees and expenses set forth in pxhi6it a such fels and expenses will be paid solely to the payee. Theparties agree that Exhibit A - Payment schedule is,part of this Agreement clarifuiirg trr. r.r,"arrJo-rpuyrn"nt, associated withthis Agreement and that the fees and expenses set ftrth in Exhibit e represent t-he fair market value ior the services providedby Institution and Investigator' Payments shall be made in accordance *itt tt 

" 
provisions set forth in Exhibit A, with the lastpayment being made after Institution, SMo, and Investigator complete all of their oUrigations unJei;il;;#ffi;;;

Exhibits thereto' Institution, SMo, and Investigator shall not seek reimbursement for iy medicai services or InvestigationalProduct from any third party payers if such costs are "l** covered by payments made underthis Agreement.

Institution, SMo, and Investigator shall comply wi*r at obligations with respect to taxes and social security contributions, ifapplicable, which relate to the subject matte. ofthit Agree.ent iicluding, witho;t fimitation, tt or" tt ui."tate to any payments madehereunder !o Payee or, as the case may be, those ttrairetate to *y puyfi.ntrrnua. uy tayee to r*tituti*, Investigator and StudyPersonnel' All fees and expenses payable to the Payee, Institution and Investigatoiare'inctusiue orJi t*., and social securitycontributions applicable, other than GST.

Ilstitulion and Investigator ack-nowledge and agree that its, his or her judgment with respect to its, his or her advice to and careofeach Subject is not and shall not be affected by the compensation insiituiion and/or investigatlr receive in accordance withthe Study. -' --"ve!'.Erv' rvv

Institution, SMo, and Investigator agree that sPoNSo_R and cRo may disclose the fees and expenses payable or paid underthis Agreement to any governmental authorities according to Applicabie Law.

TERIVIINATION

This Agreement will become effective upon the date it is fully executed by all parties and shall continue in effect for the full.duration ofthe Study according to the Protocol unless sooner terminated'in accordance with tt" proririon, ofthis Section.cRo may terminate this Agreement immediately upon written notice to Institution and InvestigJoiron -y reasons, includingwithout limitation upon any of the following ociurences:

(a) Institution, SMO, or Investigator has failed to cure a breach to this Agreement within thirty (30) days of receipt ofwritten notice specifying such breach; or

(b) Investigator becomes personally unavailable to conduct the Study and a cRo- approved replacement has not beenidentified by Institution and Investigator; or

16.

16.l

fl
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16.2

16.3

16.4

16.5

17

17.l

17.2

17.3

(c) two months after shipment of the Investigational Product, Investigator has failed to meet the enrolment target forSubjects set forth in Exhibit A, or has ...i it.d rr"r, ulo* n*-u-.. of Subjects til i; ;;" reasonably assumed bycRo that the agreed number of Subjects will not ue reactreo-in u"Jo.o-." *ith th" r;L;;l-set forth in sxhibit A; or
(d) 

ffiffiH?lion/authorisation 
and approval to perform the study is withdrawn by rhe regulatory authority governing

(e) the audit or regulatory inspection identifies a serious breach or lack of compliance with this Agreement; or
(0 if any of the circumstances permitting termination pursuant to Section l4.l occur.

This Agreement may be tetminated by Institution gf I1y::tieuror,-upon sixty (60) days, prior written notice, for breach ofcontracr bv cRo if the breach is not cured within thirty r:ol ozy, ,ri-"iiii.riir".

liJi;frtT:ff1,t#::'ftiT:ej"1;:fr3iH"rv in accordance with Section 16.r or 16.2, rnstitution, SMo, and rnvesrigaror

(a) minimize further costs while maintaining good medical care of the Subjects; and;

(b) 
;#H:rffi:.'l 

Subjects shall complete the study according to the protocol unless dictated orherwise by study

Shodd Investigator conclude that continuation of the.study is no longer medically justifiable, due to (i) unexpected results, (ii) theseverity or prevalence of serious adverse events or liii; trr" im"*y oi-rr,. o"ut rlnt with Study Drug appears to be insufficient; thenhelshe will promptlv notifv cRo and the Ecnns h writirc, ,rJh"y r;rp.ii *u*"rr, orst q""i. ,-itii such time as cRo (basedon consultations with sPoNSoR) and Investigator reach afieem"rtl" i"ir,"i"rt course of action.

Termination of this Agreemgnt by any parry shall not affect the rights and obligations of the parties accrued prior to the effectivedate of termination of this egreiment. A;y p;i;i""."f trrir AA;;;;;itrra? srroura survive expirarion or termination of rhisAgreement in order t'o give proper effect to its -r[nirrrar t *r"" &pi."rr"iilrmination of this Agreemenr.

The relationship of Institutio-n and Investigator to cRo is that of independent,contractor. Institution and Investigator committhemselves to perform the Services *ry-^-ira.pendent contract".'"rilirrirg contained her6in shall be construed to beinconsistent with that relationship o. rtu,*. 
-lnrrltition, 

Inve$ilat"r, *Js-iray p-.oil;i,-;;i ioi u" ,onrioered employeesor agents ofcRo and, as such, shall not be entitled to any beneits uruilutr.lo employees ofcRo.
Institution and Investigat":*t] not retain any subcontractor toperform any.of its obligations under this Agreement withoutthe prior written consent of cRo. a"y *.ri.lr,-rort shall nor retiere rnrtit,ition unairi.rtigt#Jiit, ourgutions hereunder,.and Institution and Investigator shall t.ruin irii, iirur" f"r "[;;;;oJirrion, of any such subconrractor. cRo shau bepermitted to assign in whole or in part the aiscnJge of obligations ir;r;;; 

""d". 
thi, Ag;;;;;;;il'ary orits Affiliates (or

#:$tr*{'H:lii:r1,ffim*x:lm:1",,:}:-houtreriasingci6?o,-io,",p";ilifff;;-#ippropriateperformance

Hifl;::tnt 
shall not constitute' create or in any way be interpreted as, ajoint venture, partnership, or business organization

18. CONTRACTUAL

18'1 Titles to the sections of this Agreement are solely for convenience and do not constitute a substantive part of this Agreement.
l8'2 If any provision of this Agreement is held illegal, invalid or unenforceable by a court of law, the remainder of this Agreementshall not be atfected thereby. - ----o-'' urvrrruru(i'lurE oy a coun oI law, tl

18'3 Failure to insist upon compliance with any of the terms and conditions of this Agreernent shall not constitute a general waiveror relinquishment of anv such terms o, 
"onditiorr, 

il,h";;;ii;;rr;;fiffiilfr11 force and effecr.
256954 CPJ)2OIND 156 CSA Deshmukh English 20220530 1.0
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18.4

19.5

19.6

iH:?J"&t1Jil:#3;##derstand 
and aere; that, as set forth in secrion 2.3, spoNsoR is an intended rhird-parry

The respective signatories ofthe parties to this Agreement represent and warrant that they have the authority and abilily to enterinto the terms, provisions and conditions of this igreement on behalf of their respective parties.

Neither party shall be responsible for any default under this Agreement by reason ofstrikes, riots, hostilities, wars, fire, acts ofterrorism, acts ofGod, death oflnvestigitor, or any other ca*-" u"yoniiir rlasonatte control.

This Agreement may not be assigned by Institution or Investigator without the prior written consent of cRo.
cRo may assign this Agreement to any of its subsidiaries, Affiliates or to any third party.

This Agreement constitutes lhe entire agreement and final understanding ofthe parties with respect to the subject matter hereofand supersedes and terminates all prior ind/or contemporaneous understindings and/or discussions between the parties, whetherwritten or verbal, express or impiied, relating in any way to the subject maiter hereof. This Agreement may not be altered,amende4 modified or otherwise changed in iny way excipt by a wriiten agreement, signed by all parties.

fiH"#fi::::"r::TIj:ff:eroeriate 
to be given pursuant to this Agreement shall be effective when delivered to the appropriate

To CRO:
Parexel Intemational Clinical Research private Limited
CoWrks, Coworking Spaces pvt.Ltd_RMZ Eco World
Ground floor, Bay Area- Adjacent to Building 6,4,,
Outer Ring Road, Devarabeesanahalli Village,
Bengaluru -5601 03, Karnataka, India
Attn: notices@oarexel.com

To Investigator:
Mahatma Gandhi Mission,s (MGM) Medical College & Hospital,
Hospital N-6 CIDCO, Aurangabad - 43t003,"' Maharashtra, India.
Attn: Dr. Oestrmuf.fr Hafiz Mohd., Assistani professor
Phone: +91-8390628800
Email: hafi zdeshmukh.m gmhospital@.email.com

To Institution:
Mahatma Gandhi Mission,s (MGM) Medical College & Hospital,
Hospital N-6 CIDCO, Aurangabad _ 431003,
Maharashtra, India.
Attn: Dr.Rajendra Brijmophan Bohra, Dean and HoD of ENT Department
Phone: +91-9225304660
Email: rqibohra@msn.com

To SMO:
Grapecity Research Solutions LLp,
Shree Prasad, Block No D-2, prakash Housing Society,
Kalewadi phata, Thergaon, pune 41 1033,
Maharashtra, lndia
Attn: Dr. Sunil Chaudhary, Director
Phone: +91-9890840086
Email: drsunilchaudharyOT@email.com

19.7

l8.g

18.9

18.10
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18'11 Any party may change its address or number for notice by giving notice in accordance with Section lg.l0 and l g.12.

18'12 Any delivery that is called for under this Agreement shall.be comr,l.efe when made by personal delivery fax, email, registeredpost, certified post or courier, in each 
"ur" 

*ith confirmation oiotriu.ryL"""ipi. -r r-"1

18'13 The parties agree that this Agreement shall be governed by the laws of 
-r$ia, 

w.ith91t regard to the conflicts of law provisionsthereof' In case a dispute is biought before a court of law, the courts of Mumbai will haJe sole jurisdiction over the iitigation.

rN wITNEss WHEREOF' the parties hereto have set their hands in triplicate with the intention that this is a binding agreement asprovided herein.

I
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Parexel International Clinical Research
Private Limited:

,rDocuSigned by:

I s'aun'
lF eigne, Nrama.e-^i'y \.yp. 

,

( S il$:ti f,ffitrdffi$'l#fltXtib r ize d O ffi c i al)
\-- cA8FD795E36E490C94EE2D32BEBCC r SA

S*jay Vyas, EVP, India Country Head and MD
(Name of Authorized Official)

Mahatma Gandhi N{ission's (MGM)
Medical Hospital:

(Signature of

Dr. Rajendra Brijmophan Bohra, Dean and HoD of ENT

(Name of Authorized Official)

Mahatma Gandhi Mission's (MGM)
Medisal College & Hospital:

z-DocuSignect by:

| lu,uu*,,
U Signer Name: Deepak Bhoste
1 Signing Reason: lappfove this doqtment

6ipffhfili'f;!::ffi fl ffi fffdrizedoffi cial)

Dr. Deepak Bhosle, HOD- Clinical Research

(Name

Investigator:

,rDocuSigned by:

I P"A,U. t+ftttrtd't

U Sbner Narne: oeshmul$ Hatiz Motrd

I Signing Reason: I apprcve this docurnent

'$i t gilafi de,e.of, druw"s&i g at o r)

Dr. DeshmukhHafiz Assistant Professor
of Investigator)

SMO:

SDocuSigned by:

I s*,t. (,,./lt^\

Dr. Sunil Director
alne
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Exhibit A _ Enrolment and payment Schedule

Protocol ritle: A Multicenter, Randorir"d, puluiloJl:3::ilH:fPrJ;*ent 
crinicar Study to Assess Bioequivarence ofBudesonide 80 pg and Formoterol Fumarate Dihyd'ate +.s rrgi*urutjon p-ar* (cipla Ltd.) in comparison with the ReferenceProduct' symbicorl@ (Budesonide/Formoterol Fumarate 

Pih)'ffite, sti;.i-rrg p* ectuationy triratation aerosor (AstraZeneca, usA),in Adult Asthma patients.

1. Payee Details

Protocol Number
Site

Name
Payee Address

Address Line 3

Line 2

LLP
ResearchGrapecity Solutions ShreeLLP ) BIockPrasad,

No

CRD 20
ts6

Pune 41

Postal Code

+91

Maharashtra
Pune

4t 103
India
Dr Sunil

Contact

N

General
above

if fromFinance contract e-mail

E-mail

N/A

NPI

Bank

Tax ID
Bank

AT/GST
Holder Name I IZH

LLP

N/A
GST

Account Number
IBAN
Bank Name
Bank

NA
ICICI
3363

Bank Number 3363
Code

Bank
CURRENT

Institution and payee "Payee" is obliged to inform clo,.in writing, of any changes or required updates of paymentinstructionsand/orbankdetailstotnJrui,*i,gl,,i|,"ifu!JiTotheextent
that such written notice is provided., tt" pu.ti.t-ugr.e that no rr.rdrfi:ffthis Agreement sh;t Giquired in the eventthat any of the above listed payee a"r"ilr *" *"iined during tr,r""*r. 

"iire study.

The Payee warrants that it shall allocate the followingagreed proportions ofthe total palTelt to the lnstitution, Investigatorand Studv Personnel according to its own internai guid;lir.r. 'cn'o,ii"ii 
""i 

b" *6;;ibililr;;;; that payee makes anypayments to the Institution, Investigator, study perionnel una its int"mat alp**"nt..
cRo and Sponsor accept no liability for incorrect Payee details provided by any other payee hereunder
Enrolment

This Study is designed to evaluate patients in accordance with the Protocol; The Investigator on behalfofthe Institution willffi'f;ff,ilii'J-li:lilTl,;#;:f,fr1*':LTff: jli:*fl#H'*n,,,;il; i"'""-.ir"," r", tr,",i,Jy, tr,"

Page 13 of 20
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3. Fee Per Comnleted Subiect:

3'l' A more detailed budget breakdown of the Study Budget can be found in Attachment I

3.2, Nl fees and expenses in this Schedule are exclusive of GST, if applicable.

4. Other Pavments:

SUBJECT MEAIS &TRAVEL' A maximum of INR-700'00 per visit will be paid for Subject rravel reimbursemenr. Thisamount needs to be reflected in the informed consent rorm as i[ *ilil" prwided to the Subject. The reimbursement will bepaid against the receipt ofthe invoice and comesponding support Jocumentation.

SCREENING FAILURE: Screening failures will be paid per procedure performed and up to the mo<imum amount of INR32'390'00 per Screen Failure, provided that the ,urb.. 
"i 

s"*."i"ilures paia hereunJ!, *1 be capped at a rario of r:3(meaning the Institution witl be paid a maximum of (l) one sc.een railure suui""t per (:) truee s*oll.a subject) Any paymentsfor screening failures over (l:3 ratio) will be only at stpbNsoR'u airrr.tioo. a icreening aim" i, 
"onridered 

a Subject who signsthe informed consent form and completes ,".".nirg but fails *o.r in.'ilioryexclusion-criieria ari wiu not be randomized to themaintenance phase. Payment to Instiiution will be riade upon;;;;il;rh" 
"orresponding 

invoice.

UNSCHEDULED vrslT: An Unscheduled Ylt f*fl a subject visit that is not expressry set forth in the protocol but isotherwise required for the Study' unscheduled visits will irr.irurrr.all a per procedure basis in accordance with the ratesset forth in the Budget up to a maximum of INR_8,140 p.r unr"r,"out"a virit. tn ti;;;il;;;ically necessary procedure isnot included in the Budget, Institution must receive p.i.ir *iti", 
"pp-val 

before such procedure is performed. The amount ofcompensation payable for a procedure not included i, tr," audg;tffi-be app.oued at the time written approval is provided

srART uP FEES: A non-refundable payment of INR 22,570.00 for start-up related activities (e.g. initial pharmacy fees,preparation ofregulatory documents, preparation, aarninisi.ation aJ submission ofprotocol and related documents to theIRB/EC' etc') will be made upon execution of the Agree;i1:-iiitr;ment is considered rutt ano final compensation for allactivities associated with Study initiation' Payment to Institution wili ue made upon .eceipi oitr," ,oo"rponding invoice.
RETENTIhN 9AMPLES: Payee will receive a onetime paymelj of INR 25,000.00 for retention samples to be stored underappropriate conditions at the site as per Protocor. rne paymeni*ili u" p"ra against iheiec;p;;ffi" invoice and correspondingsupporting documentation as pass through cost. r.

HoSPITALTZATIoN cosr: A onetime maximum payment of INR 1,000.00 on visit 4 will be paid for stay of patients atsite/clinical facility as per protocol. The reimburse-ert *ilt be paid alainst the receipt oithe inuoir, *o ,orresponding supportdocumentation.

5. Pro-Rata Pavments:

' 5'l Payment for Subjects who do not complete the. Study may be made to payee on a pro rata basis. payment will includeonly those Subjects who were enrolled uerore the prematrir. i"rnrinution ofthe Study or the date that notice is receivedof such premature termination, whichever is later. 
r !'w e'quJ vr urr

5'2 Should cRo terminate the study prior to completion, pro-rated expenses and fees shall be paid as set forth in Section2'l for each Subject visit performed before tt" pr"rutr." termination ofthe Study or the date notice is received of. such premature termination, whichever is later.

5'3 If other non-cancelable costs are incurred by Institution in accordance.with_section 16.3, of the main Agreement,written justification must be provided to cio ror reviewand approval, and puyr"ni oiruch costs is subject toSPONSOR,s approval.

6. Protocol Violators

Payments for Study Subjects who are deemed to have been in violation of the protocol may be paid up to the point that theviolation occurred at the discretion of SpONSOR and/or CRO.

f:
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7. Payment Conditions

7.1. Payee

The payee under this Exhibit A is defined in Section l payee Detairs.

7.2 Periodic payments

Institution or Investigator shall submit invoices for Services performed and expenses incurred on a monthry basis. paymentswill be made by electronic wire to the bant account statea in the tnvestigu; R.qr"rt Form. cRo shall provide Institution withthe information necessary to determine tr" uln"*t of remuneration arEto mrtit tion. Institution shall issue its invoice basedonihis information. payments shall onty be made *h;;;i!..fl,rffii,fi"riioiu r,uue been met:
(a) Subject meets the inclusion and exclusion criteria as defined in the protocol; and(b) Study procedures have b""r;oil;;i;o in ruu.o.pril;;;t;; protocor; and(c) completed cRFs for ttre monttr trave ileen delivered t" *01". r.*iy.dll cRoaccording to any stipulated points in

m""H[$: 
data contained therein can be verified;;;.d;;; the Study subject;s miaicar files and is comprete

AII payments are subject to withholding taxes required under the applicable jurisdictions.

7.3 Final Payment

ilTilllf'rTttng 
the criteria defined in Section 7'2 above,the finat pavment shall be contingent upon rhe following additional

(a)
(b)
(c)
(d)
(e)

all required Subject visits have been completed: and
CRO has received all Subject data in a m'., ,*"Uj. for analysis; and
{1"1" clarification queries have been,.rofr.J to bnO,s satisfaction; andcRo has verified that alr required regulaiory aorlrn.ntutio, is complete, and

E[fTift ifr?# jil*tir"o. tris retumJufl Lqri.ea 
"q*l,,!ri, ,i,ie, and other materiar to SpoNSoR or

the Study close-out visit has been completed; and
Institution has provided final invoices *itrto :o ouys ofclose out visit.

f,lfiHi1'lrlffitj,fftt#: 
the receipt of the final pavment under this Agreement to identifr discrepancies and resorve any

(0
(e)

cRo shall send' via e-mail tTnsmission, an electronic version of the Investigator Request Form to the Institution.This e-mail will also contain a"tuitt oi*iin";;;;*" the compreteJ;";;ir" ofthe erecrronic format.
The Institution shall complete the electronic version of the Investigator Request Form and return it to cRo via e-mailtransmission, at the email address specified irirre e-mail referred to in section g.l above.

Payments shall be made by cRo and shall be paid within sixty (60) days ofreceip! review and approval ofan invoice.
Please send invoices to the following postal address:

Parexel International Clinical Research private Limited,
lowrks,_Coworking Spaces pvt.Ltd-RMZ pro WortO,

lroun!.floor, Bay Area- Adjacent ro Brild;;1A, 
"-'

Outer Ring Road, Devarabeisanahalli Villag;
Bengaluru -560103, Karnatak4 India
Attention: Investigator payment Office

' To expedite faster payment turnaround, please electronically e-mail invoices to cRo at the following e-mail address:plll-pavableqlnvgices@oarexel.com

2569 54 CND2O IND I 56 CSA Deshmukh English 20220530 1.0
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Please note that invoices must contain the following information:

Protocol Number; and
Invoice Number; and
Invoice Date; and
Place, Date & Description of services provided; and
CRO Project Number; and
Total amount payable; and
Exchange rate used (where applicable); and
Investigator Name; and
Site Number; and
Payee Name and Address (per this Agreement); and
CRO Address listed above; and
Date of Supply

Invoices and associated documentation should be de-identified ofpatient personal information (e.g. name, date ofbirth, initials,etc.) prior to being submitted to CRO. -- r-'-'-"- r-'v u. w'ts'' 'qut

where the payee is GST registered then payment will not be made by cRo without receipt of a valid GST invoice. In additionto the above invoice requirements, cst i.gi.ter"d payees must alsolnclude the following information:

9) GST registration number ofthe supplier (payee), prefixed with their country code (if applicable); and(b) Name, address and GST registration numbei ofG customer (cRo);and(c) GST, Net & Gross emounilif applicable); and(d) GST Rate (if applicable)

(a)
(b)
(c)
(d)
(e)
(0
(e)
(h)
(i)

0)
(k)
(l)
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Attachment I

Detailed Study Budget Matrix Table(s)

Procedure
Qty o}t &rdget sY D1s_G Dt-IElf, D1_O6 D7_IE|.E D21_6 uts_IElr Dr2_G D0g_TElt

Demographics

Medical hisbry and baseline cqtditiorr, inctudlng
asttrna/atopy

Inchsbn/exchsbn criEria, Randomization criErh
check

Phpical enminatinn, irctding oropfnryngeal
examhatim

Vihl signs (at screening and prir b pfT)

Eood draw br llemablogy, Bodremisby, lirer frnctjm
test serum Bera HcG(br wocBP)
ttirn sample for cotinirc

tline pregnancy Est (br WOCBP)

Electocardiogram

Pulmonary tunctiln tests (pFIs) - Spirometry

Interpeh-frcn and Repor br fuknmary fuiction tssE
(PFTs) - Sfrirorneky

Reversibility tsstirp

hterprebtion and Report fu Reversbility testhg

Concornitant ttrerapy dreclg Concomitant mediration
changes

Adrerse e\€nt monlbring AE check

Telephonic cail

Preparatron of sample br Shpping
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1,200.00

500.00

2,000.00

1,100.00

1,000.00

8@.00

140.00

290.00

400.00

1,100.00

1,100.00

350.00

2,L46.OO

350.00

500.00

600.00

5@.00

300.00

1,200.00

2,000.00

1,100.00

1,000.00

800.00

140.00

290.00

1,100.00

600.00

500.00

300.00

600.00

1,100.00

1,000.00

800.00

1,100.00

1,000.00

800.00

200.00

12,100.@

3,950.00

500.00

500.00

1,000.00

800.00

1,100.00

350.00

2,L46.0O

350.00

5@.00

600.00

500.00

500.00

500.00

600.00

600.00

500.00

2,200.oo

700.00

500.00

6@.00

6@.OO

500.00

500.00

1,000.00

800.00

200.00

1,100.00

350.00

600.00

500.00

600.00

500.00

500.00
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Eocedur$ SrD Total (IIIR)

l5n hocedrc
Qiy or &dget

on
Maintain

t

u

6,1
6s

2,300.00 4,600.00

sv D15_G DI_TE.E D1_G

1,150.00 2,3OO.OO 1,150.0o 2,300.00

D7-TEIE D21-6 D3s-TB.E Dl2_C DI9_IEE

Study rx.rse

PItilrp

900.00

1,0o0.@

3,500.00

700.00

550.00

900.00

2,000.@

7,000.00

700.00

550.00

2,300.00

" 900.00

1,000.00

3,500.00

700.00

550.00

900.00

1,000.00

3,500.0o

700.00

550.00

900.00

1,000.00

3,500.00 .

700.00

550.00

1,150.00 2,300.00 1,150.00

1,000.00

3,500.00

700.00

.P:|:nt Reimh.rsemert bgerses, patjent Trarret - per
Visit

ff rmaW, Simple-Dsperse rescue medicine inhater
(albuErd), Collect study beatrnent meOicatiln,

?rp"r* flacebo irfuter ror Z-weets irr_infirioo,
Collect eDary with pEF-meter, ShJdy featrnent
med[catinn admirlsbation at site/clirical facif ity, krtnler
device bainirp b pt

IllirirU on eDary with pEF-meter, Issue eDary with
PEF-nreEr, eDary compliarre check

Ptrpician: Rdmonary Medicine - Review rescue
medication we, Check br ashma exacerbatjon and
record severity, l,ledication washout check
Daily 8ed Charges - per Day

Spirometry Tectnhian

a

4j

711

6.4 (

t.4

550.00

2,500.00

1,000.0o

1,500.00

2,000.00

5s0.00

2,000.00

1,000.00

525.00

550.00

2,000.00

550.00

2,000.00

550.00

2,000.00

550.00

2,000.00

550.00

2,000.00

550.00

2,000.00
a

a

Itbn kocedwcs Srb Total (InR)

Orerhead (al ccts) 30%

Total Coct Per Vbit with Overhead(IlrR)

Total €st pcr patient (IrR)

t E O64m r 6r5OL3O t ,,62O.q, r
I 34944.OO t 2Sr172.3O r 7rO2O.(x) t
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525.00

1r52o.q, I 5r377.5O r
7,O2O,@ I gr3O2.5O (

525.00

t,6x).@ I 4567.50 t
7pin.@ t 19,792.50 t

525.00

9168250 I
4rr957.5o t

85s.q,

317O5.Or l7ae33.s)
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Conditionat Cost

Site Cost
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signs (at screening and prior to PFT)

adverse events (sAE)

Urine pregnancy test (for

draw for function test,

of sarnple for Shipping

Swab collection

for covid

function tests (PFTs) - Spirometry
and Repor tests

Coordinator, onsubjects
medicationsprohibited and Maintainrestrictions, source

nurse

Patient Reimbursement, Fxpenses, patient Travet - per visit

for Reversibility testingand

rescue inhaler
Collect(albuterol), treatmentstudy Dspensemedication,

inhalerplacebo for 2-weeks run-in Collect withperiod, eDary

on PEF-meter, Issue eDarywith with
18s.00

Physician: Pulmonary Medicine - Review rescue medication
for asthma exacerbation and record severity,
washout check

Check

Schedule for further details.

Document Total

Store study drug, per
year,total cost for Syears

time Fee 15 years, upon Invoice, be
to cover costs associated with thearchiving study forrecords

theafter orend premature oftermination he study.

One time Fee years, upon Invoice, paid close-out
to costscover associated wiUr the retentionarchiving samples

05 afteryears the orend terminationpremature of he study.

75,000.00

6[

examinauon, including oropharyngeal examinauon

therapy chec( concomitant medication changes

time



"Affiliate" means in relation-to either party to tr:lo:...snt, any company, parlnership or other entity which directly or indirectlycontrols' is controlled by' or is under commoi.*trol*ittr 
"".il ilty.'F;;p*por., 

"rti,i, o.nJtiJn, ,,control, 
means the beneficiarownership of more than fifty (50) per ce't oithc issued voting rrr*.J LitLi.gut po*r. to-oi."Jior-"uur" the direction of rhe senerarmanagementofthecompany,partnershiporotherentityinq,;$i";;;i"int.ott.o",r,uriu""oi,t.tidaccordingly.

'Applicable Law" means any international, national, federal, state, provincial, comm_onwealth, or local govemment law, statute, rule, ,requirement' code' regulatiorl or ordinance it 
"i"rrri.r t9 ;l n".tl Jr ," "iilr, th€ s;;ic"s, ;irr,iligr"",nrnt, as well as the currentgood clinical practices euidelines or tne tnternaliinal conferenc! 

"i-u*-*zation or iecrrniJi-n"qui.r"nts for Registration ofPharmaceuticals for H'iran-U-se Topic Po: cJo-"rin", on G;;-cilicJ'pra.tice, and applicable version(s) of the worrd MedicalAssociation Declaration ofHelsinki, it'a,G.* 
"ppri."ur", 

*r..yr"*ffi g*g.runuru.tlfirg;;;* and good laborarory practice,
#l#T#::"#it^tL"J;'*"t"' 

i"a ri'"""tJ,! or Personal o'au -J i-nJ conecrion 
"ra 

,,8.Ie" 
"i 

human tissue samprls and the

"completed Subject" means any Subject who has completed the prescribed course oftreatment for a subject in the Study in accordancewith the Protocol.

"confidential Information" refers to any and all Information belonging to spoNSoR, cRo and/or their respective Affiliates including,but not limited to' Information ttrat spoNsod ino.*olo, trr-.-i.i.ri."*. emtiates conrioe.ir"u"?"0" secrets and / or the releaseof which could prejudice legal, "oil;i;;oii., irt.."rtr;iii,6Gbii, cRg ang;;rh;ir;;;;r" Affiriates and which are 1i;
provided' disclosed or submitted to t"tit'tiln-otirivestigator or tiil *rri.i^i" otherwise obtained by Institution and Invesrigator.
"Data Security Breach" means: (a) the loss or misuse (by any means) ofpersonal Data; (b) the inadvertent, unauthorizeo, and/or untawfutTHHiltf;f,f,i':;ffiffiT::,f,tTt:fl?;;:*tfilHhl,1t;,1?fl#ilir;:?[x.j,##ffiT:,;ffi:tona,Da,a;";("fi;r',r,".*,

,,i,|ffiil:H|i:l:,"#.,1':r:ffi,*11T#ffi;ir:I;,ilj#1"L"ffi?.ffi.paper or erecrronic questionnaires specincary used by,

'Tully cooperate" means to assist in completing a specified end or purpose

"Information" refers to any andall-oral, written (i:,ld*g all other tangible forms) and other information, materiar and assets of anynature' wheiher or not nrotected uv lntetiectrai prip"nv nig_r,r, o, *y up'prications i";;;d, ilGIt ry, but nor rimited to, datq datainformation' data and ittngtq on the Study and thi suov"o.ug;6trii', 1*r,*r,", completeld o;;;i, final Reporrs, a, other crinicaldata' manufacturing dat4ihe ptotocot, tt'e-ilieJtigao. a.ort *{ uuo*to.y records, irr",il"tj"*"niuin.a in submisiions to r.grtutoryauthorities, unpublished.data and n.p"nr, 
""y 

,fi.,;l ffi;J,id;iTii,i.rr",,or,, t..l,ni.ul iniormation, findings, samples,-interimresults and results' IntellectualPtp"''tv iiei;i,Ina *v 
"rno;;il;;ri*.,-d.^r:r: porentiaily subject to any kind oiinterectuar

fi'"fffl":',*'oorxl"ffi:i'3lij?.0,'; 
* i'"t, i'J*v existing 

"; 
ffi;;td; rherein; s,uj."t ; ,.ii.la nr". and document, r*,it ting

"Intellectual Property Rights" rgfel to existing *1 
1 "1 {ulure r{ents, patentapplications, trade marks, trade names, service marks,somarn names' copvrights, moral rights, rights ii, 

"lg 
to oatauasel h-ncirlffi .ieht, t" t;;; ;;-#;tion or reut,izationlreur,isationof Information from a database)' dlsign tighi;i;p9gr"phy rights, kno*-i'o*, trade secrets ura ui'iri'grrt, or forms of protecrion of a

similar nature or havins equivalenr 
". 

inllirii* 
"l'r";, 

; ;fiil;"*nfi ;"y il;iJ*rit"['r, ,r,e worrd, whether or nor any oflm#il'ff';,:'"lfl ,#;*ll*ry-m:l;ii#;;###;Tffi:f, r,,tr,".,","1ii,a,t,;;;, .ier,i. 
"i.,pj"ri",r-",, ,o,,o 

"r
;'ffi::f::'##,?:f;T;fi%:ffi',?xf*nlT"',','fr[T$,:i"i:T[?ififli:i:::":,Jfv Drug and / or inves,iga,iona, device and

"Investigator" is the individual named in item (3) in the introgy.r.,.ol 
lo this Agreement, and is the person responsibre for the conduct ofl3iiffi;"iT'}1',H',["J#$ili;i:ffi,11r'u "u,n 

orindividuars uiui rn,tituti,,,l,,.,ii!,i", is rhe responsibre reader orthe

;il:]:-Jr:i,I;3;'":l,lHl"'#ffi1:'iilHjl"r*'#J"#*:.* the inrormation that pAREXEL Finance Department requires rrom
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'Liability Insurance" is insurance that provides coverage against liabilitiestlcl.lim.s ma{e by an entity orindividual as a result of fauit,;:fi',:i#:rf,ifl1,:ff,::#J.J*ai'Jlr,l';:'il;il?;;ffiffi;, rnstirution, rnvestigator and/or study personner in their

'?ersonal Datia" means any information relating to^an identified or identifiable natural person; an identifiable person is one who can be;1il','i::i*:'fly,;11::ffiH;fai,ffiT,11lij"trJ:ffi#"1..ffil.fi"r;:n number or ro onl oi,,o," racrors specinc to his physicar,

"Process" means any operation or set of operations which is performed upon personal Dat4 whether or not by automatic means, such
as collection, recording, organization,ril;"cc ffiil;""i.;ffi;I, rerrievar, **,iroii"i,-use, discrosure by rransmission,dissemination or otherwise r-uting 

"r"idi", irrlnmenr or combinarion, urf"kirg, 
".1*"-#i'"ril]ruon.'T'eports" means any reports that are required by the applicable regulatory committee to close out the study.

"Resources" refers to any facilities and equipment that are utilized for the conduct ofthe study.

t'#;:{r.ttans 
the services to be provided by the Institution, the Investigator and/or the study personnel under the terms of rhis

"Study" means the scientific research as defined in the protocol.

"study Instructiong'means 
11r wrilen document, other than the protocol, issued by spoNSoR or cRo that specifically relates to andreferences the Studv and which provides "aJffi i"ir;;;;;;ffi;;rilion, on r,o* it 

" 
rrr,iir'i", *d rnvesrigator sha, conduct:Y:ilkitiJ.'fi:Tt?Hil3"1i'ffi'#,'jf*";$dffi6*:;;t5i" rnstitution -ril;;;gator by personar derivery, rax,

"Study Personnel" means any-employees of Institution or Investigato, *d::::11Tf]_.:::$aceg by Institution or Investigator, whoare involved in performing- ir'" st'iv, iJrJirg yq-rrr*t[;a6, itiay ,oo.oinat*c; ;;J aiy ottrer conrracrors, agents and
. 

emplovees of Institurion orlnvestigator *il;;;fi rnstitution frd-iii,li["r", *rth rhe Study. .

"study Results" refers to any,and all Information and any other material and res,lts directly or indirectly arising from or in conneitionHl,lJffiTkffT,lB: ;'whether 
'h; 

stdv;* 
"i,".0 "t vi.io;;;; rerevant s,rdy il;il-or whether they are anc,rary in

"sub'Investigator" is anv individual member of'h"--:l,j{ team designated and supervised by the Investigator at Institution to performcritical trial-related procedure. *rr;;;;;."i*pon*riiut-..rut"ia..iri*, 
1..g., "*""i"i"i-i"rjj"*s, research ferows).

"subject" is a person participating in the Study and identified in the signed informed consent form.
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ilfr{tr TAMILNADU
'l >o>t--

! Pfizer Protocol # B7 451094

fhis 
Clinical Study Ageement ("Agreemenf') among

,).
PAC- 't.isr*

i

cN 855130
D-.--- r..--r---
KIA ARO(:KIA MARI

AMP VENDoR L.No t03 / 8a / 8t
HIGH COURI CAMPUS

CFET AI

CLINICAL STUDY AGREEMENT
among

ICON Clinical Research India Private Limited
and

Dr. Ashish Ramchandrarao Deshmukh
and

Mahatma Gandhi Mission (MGM) Medical College & Hospital
and

Aurangabad Health Care & Research LLP

t21 ?v L Lt"l .

I

I

I

I

I
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ICON Clinical Research India Private Limited. with a place of business at Chennai
ONE IT Park, North Block - 4th Floor, Pallavaram - Thoraipakkam 200 Feet Road,
Thoraipakkarn, Chennai - 600097, Tamil Nadu, India ("CRO')

7451094 (9002/0888) Dr. Ashish Ramchandrano Deshmukh Sire 1012 Vl.0 09Jun-2022
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and

Dr. Ashish Ramchandrarao Dcshmukh. 1r ith a placc ol btrsiness at Mahatnra Gandhi
Mission (MGM) Medical Collcge & Hospital, N-6' ('ll)CO' Aurangabad - {31003'
Maharnshtra, India ("Principal Investigator").

xll(l

Mahltma Gandhi Mission (l\'t(,iM) Mcrlical Collcge .(ir llospital, with a placc ol'

[T usirrcss at N-6, CIDCO, Aurangabad - {31003, }llharashtra, India l"lnstilulion")-
ancl

Arrrangabatt Health Care & Rcsearch Ll-P. \\ illr rt plrtcc t,t trttsitress at Shop No.l26,
CI'S No.l2{82/l Chetan Tratlc Ctntre, Opp. S. F Schrxrl,.lirlna Road, Aurangabad -
.lJll)01, Mahrr:rshtra. lndia ("SM() ).

rrhen signcd by all parties. is eflectirc as ol l?-lun-21122

Ptizer lnc.( 'Pfizer") u ishes to sponsor a clinical strrdl trial r-'ntitlcd "A Randonrized. Opcn-Label.

Parallel-Group Study To Evaluate The Sal'et) And I'-lllcacr ()l Ahlocitinib I00 nrg And 300 nrg

fablets ln Pal.ticiparls Aged I2 Years And Oldel With Modcratc l o Severe Atopic Dernratitis In

lndia" ("Study") lo be conducted by Principal Irvestigalor l InstilLrtion undel the Pfizer protocol

itlcntilled abols ("Protocol"). Pfizer has delegated lesponsibilitv lbr n)auagement of this Sttrdy.

including conllrcting and Study monitorinS- to CRO- and ha5 atllh()rized CRO to bind Ptizcr to all
con'uuilrlerrts uithin this Agreement identifled as belonging lo l)lizer.

I-he Principal lnvestig.alor as a signatory/corfirnr ing parn lo lhis Agreenrent acknowledges the

liabilities and ohligations as an 'investigator' undel thc prrrr isioris oflhc Neu Dlugs and Clinical
Trials Rules. l0I 9 ("Rul€s").

The lnslitrrliorr has clesignated the SMO to lecei\e parrrrcrrts lirl thc uotk carried out by lhe

lnstitr.rtion orr b.'half of the Instinrtion. '['he Institutiorr also cttgages the SMO to plovide stud)'

coordinator scn,iccs. The lnstitution shalloversee and trc rcsPonsiblc tbr the activities ofthe SMO
and shall cnsurc rhal the SMO is in compliancc u ith all applic;rblc laus. The Institution warrants

and represcflts that paymenls to the SMO do nol coltl[a\c,rL'an) lnstitutiotlal policy- contract of
r-nrplo)'nlcnl. tarr and./or regulation includiIrt bul nr't linlitsd lo rn\ n)('dlcal !-thics legtllation.

87451094 (9002/01188 )_Dr. Ashish Ramchandrarao Deshmukh Silc I i) I 2-V | .{)-09-J un-2022
Four-Pn ) Tenrplittc (lndia) lemplate Version: Janttar;- 2020
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The parties agree as lirllols

l. Responsibilit ies

l.l Investisators and llesearch Staff. The Study *ill bc conducled b.v i'rincipal
Investigalor. nlnrely Dr. Ashish Ramchandrarao Deshnrrrkh ("Principal
Investigator") at a thcili['that is identitled as a 'clinical tlial sitc' under thc Rules.

Principal llrvcstigalor is an emplol-ee ol lnstitutiort. Plincipal lnvestigator is
aLrthorized b.' Inrtitulion lo conducl the Study at lnslil tion ttnder a scparate

agreenlcnl bctuccn Principal lnvestigator and Instilution. Prit)ciPal Investigatol
will ensLrrc thal onl\ individuals uho are approprialel]' traittc(|. cxpetiettcctl atld

qualified assist in the conduct ofthe Stud) as invcstigalcrs. stlb-in\.-stiSll()rs or
researcl' staff. I-hc Principal Investigator shall sign an ttndcrlaking in tlle tbrn)
prescribcd in Table 4 ofthe Third Schedule ofthc IlLrles.

lianc,.: ()hlirations. I)rirrci pal Investigator and lnstitution ale responsible to1.2 Conrp
CRO and Pfizel firr conrpliance by all Studl personncl uith the terrns of this

Agrecmenl. the Protocol. the applicable provisiorts ol'the Drugs arrtl Cosmelics Act-

1940 ("Acl"). tlrc Rules. and Intenrational Confercnce on llarntonization Good

Clinical Practicc ('tCH GCP") guidelines. ethical gLridelincs tbr Biomedical
Rescarch on Hutnatr Participants issued b1'the Indian Cotrncilol'l\'ledical Rt'scarch.

as well as applicable lau. regulations. and golcrnntenlal guiclance. including
without limitation. thc laws olthe Republic of tndia.'l'he lnstittttion and CRO shall

be jointly responsible lor ohtainiDg reqttisite perntissions and approrals tirr the

conducl ofthe StuJ)'in ternrs olapplicable larvs. including pcrmission liont the

Central [.icensing Arrthoritl. The lnstitLrtion also ttndertakcs to abide b1' and

comply with any statutor) ntodifications/ amendnlellts to thc lLrrles' as ntay be

effectire from lirne to tirnc. lnstitution is responsible lbl compliancc br all
personnel uho atc employees or contractors of Institution. and Principal
ln\estigalor is rcsponsible lbr conrpliance b1 an1' personnel ttol entpltryed or
contracted by I rrstitution.

l.i Ptizcr GCP Trairrin Prior to enrollnrcnt of an) Studl' Sub.iects (as dcllncd in
Section :1. Subjcct Enrollmenl). Prircipal Investigatol and an) sub-inve\lielators

will either complele or providc a valid cerlificate ol the Plizct-providcd Good

Clinical Practicc training course ('-Pfizer GCP Training"). An) investigalors who

later join ihe Slud). il contpliauce wrth applicable laws incltrding the Rtrlcs. rvill
complete the Ptlzel GCP Tlaining ot ptovide a valid cenitrcatc'bc'lbrc pcrlorrrinc
Studv-rclated clutics.

nroliancc rvith (i lobal Tladc ( ontrols 'fhe parlies a8.ree that activitics undcr this1.4 Co
Agrcenlent rnay be subject to applicable inrPolt. export. and cconottlic sal)clions
laws and regulalions ("Global l'r'ade ('ontrol Laws"). Instittltion and (lRO rvill
conrpll' rvith all applicablc (ilobal Trade ( ontrol [.aws.

I17451094 (9002/0888 )_l)r. Ashish Ramchirndrirrro l)cshmukh_Sitc l0l2 V I .0-09-J un-2022
Templatr"' Vcrsion: JanLrnr) 2020l'our-Pan) I emplate (lndia) 
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The parties confirm thal nonc ol'the activities undcr tlris Agreenrenl rvill 1i)

take place in a Restricted I'rlarket:1ii) involve individuals ordinaril-"- residetrt

in a Restricted Markel: and (iii) involve conrpanies. organizations. ot'

Govemmental Entities Ilonr a Restricted Malket. "Restricted Market" shall

mean the Crimean PeninsLtla. Cuba. the Donbass Region. Iran. North Korea.

Sudan, and Syria.

Each party represents atttl rrarratrts lhat 1i) it is llol on anv Restriclcd I)afi\'
Lists (detlned belorv): (rit il is not ouned or conlrolled by anl,'individrral or'

entity on an]. Restriclcd Pa ) l-ists: and (iii) that it rvill not itrrolve arrr

individual or eniit) or ar)\' RcslrictL-d Partv I-ists itt the activities tttttlcr this

Agreement. ln lhe evcrtl that an irrdividual or entity on a Reslricled [)alty
List is included in actir itics Ltttcler this Agleetnent. tlle part) conrlcctcd \\ ith

such individual ot enlit\ $ill inrrncdiately notity the other part) arrd

suspend lhe relevant allccted activities. including an] arld all al'lectcd

payments. until the partics agrce to go forrvard.

With respect to this Agrccmcnt. Restricled I'al1Y l-ists includc the

Consolidated Screeling t- ist

(htlps://www.cxporl.go\ i/conso lidated-sc rcen ing-list): the [:xclrrtled

Parties List Syslcnr (hltps://\r u w.sant.gov); and the Consolidated [-ist of
Persons, Groups. antl Eutities Sub-iect to E.tl. Financial Sanctions

https://eeas.europa.eu/headqttarters/headquarlers-
ht-rmepage/8443 consoli(lrlcd-list-sancliotts-en

L-s The lnslitution shall ensLrrc that the l'rincipal lnvcstigalor shall contlLrct

Study/clinical trials onll u ith thc perntission olthe IRB/lt--C altcr tl)e cxanlinalion
ofthe risk and cunplexitl inrolve-d in the trials proposed to be conducted antl shall

not in any instancc con(lrct anv higher nLrmber of StLrdy/clinical trial not pernlitted

b1 the IRB/lE('. 'fhc Instittrtitrn shall indunnill the ('RO rnd I)llzer- their'

respectivc employ'ees arld aBcltts against arly and all claittls and plocccditrgs (to

include any settlenlenls or rcastlttable legal and e\Pert cost and cxpenscslariring
out of or in connectiou rvith thc l'rincipal Invcstigator's tailule to adhcrc lo
provisions of this C lausc'.

Fundine. CRO rvillprovide lunding in suppotl of this Study to InstitutioD as delineated in

Attachment A. Study Budget and Pal ment Tcrms. and subiect to tht' ternls specifir-d in that

Atlachmenl. Fo: the avoiCartcc ofd,rubt all paynenrs n]ade to the lnsliltlliorr rrill be mrde

to the SMO rvhich is the dcsignared recipicnr ofalt tees payable to thc Institutiott tbr $ork
peltbrmed in ternrs of this Agreemenl as intlicated in Altacllnlent A

Lt Pavce. Other'than slated above lhe SNI() shall har r'- ntr ltt lt,.'t obligatiotts or

responsibilities in respcct ofthis Agreetnent. C RO's onl"v palnrent obligation ttttcler

this Agrcement is to par the SMO. Allocation ol'tLnds hetscen Instittttiorl and

Principal Investigator and SMO is gorerned by a seParate allreclllL'r]l bcl\\eelr l11ose
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l. Plotocol. l'rinci

parties. Principal lnvestigator/lnstitution r!'leases CRO and Pfizer tiom any

obligation or liabiiity related to the disbursenrent of tirn.is by SNIO.

lnvest i1littor Meetinss. If Principal Inrcsligrtot oI other Sttrdy personnel arc

rcquired to attend investigator meetings tbr thrs Snrdl'. CRO will arrange and pay

directll lbl travel and accommodation and rvillcovel lhe reasonable costs of meals

in corrncction witlr those nreetings. but does not prolide compensation for such

alte nd r nce.

2.-l Disclosurc bv Pllzer. ln the irtercst ol'lranspltcttcl relating to its relationships
\\ith in\ L'..rtieators and Study sites or to ensute conrpliance rvith applicable Iocal

larrs- I)liz,cr may publicly disclose lhe suppor1 it pror ides uttder this Agfeemer)I.
Srrch a clisclosure by Pfizer rnay idcntifl lroth thc lnstittrlion and the Principal
Investigator. but rvill clearlv differentiatc bctueen pulntents ol other ttansfers of
!alue t() inslitutions and those made to indir idttals.

pal ln\rstigator uill contltrct lht Stutlr rttttl Stttdr-rclatcd activities in

accortlarrce s illr lhc Protocol- including. trLtt nol lrrrrit,-,il lo, lllc requirtnterlts rclalinS to

apl'rlorirl ol thc IRB ll--L ( s laid out in Ciause (ll) ol Tahlc I of Third Schedule under
the Rrrlcs)irnrl the l-iccnsins Authority unilcr the Rttics as also rclitcd to reportinl/ ldvelsc
erenl reporlirrg irr terms ol'the applicablc larrs.

i. l Arncr)(lnrcnts. 'l hc Protocol mar bc moilillcil orrlr br l rvlitlen arnetttltncttl.
applolcti b1 Plizer. the CRO. the rcsponsitrle lRll ll:( and the Ccntral l-icensirrg
.{utholiir ("Amcndment") except. as dcscribed in lltc Prrrlocol. for cntergencl
changcs nc'cessary Io elinrinale imntcdiale ltitzattls atttl/ot protccl lhe saltty ofthe
Studr Srrbjccts (as defined in Section J. Subjcct F-nrollnlent). 'l lte Antcndntent(s)
ol'thr'l)r'otocol. il'an1. to eliminate inttnediatc ltazattls atttl prolcct the saletr ofthe
Slud\ Srb.iccl shall be inrmediately notificrl to ihe lcsponsible IRB/lE('. provided
thal rrrr adrninistrative and/or logistic chartgcs in lhc l)rotocol shall bc notified to
th"- [-iccnsing Authority uithin ]0 dars ttt rtcctttdrtttce *ith applicable larrs.

No Additional Research. No additional rc\catch rlrl\ be conducted on Sludv
Sub.iecls (as delined in Section 4. Sub.ject l--rtlollntet)l) during the contiuct ofthe
Sllrdy or on biological sarnples collected during lhc conduct olthe Studv unless it
is approved b-"- Pfizer and documented as rtn Amcndmctlt to the Protocol in

c,-rnpliance u ith applicabL- lau;s.

4. Srrhicct Enlollnrcrrt. l)rincr pal lnvcstigalor has agr,;crl to errloll irt thc Slud) a ntinimum ol'

!Q but no nrore than i0 qualified Stud) panicipanls bi l0-Jun-l0ll. unless CRO. upon
Plrzcr's priol instructions. modities this enrollntcnl period br rvritten nolice. A qualilied
pa icipant is onc who meets all Protocol criteria lirr inclrrsion in thr' Sttrdl' ("Study
Subjcct").

B?45109.1 (9(D2/088E) l)r'. Ashish Ramchandrarao Deshmul$_Sile I {) I 2_V I .(,-09-J un-2022
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4.1 Multi-Center Studies. ( RO. trpon Pfizer's prior instructions. nrar ctld Studv

Subject enrollment earl\ h\ \\ritten notice ifthe total enrollment tteeded lbr a nrulti-

center study has been achicved betbre the end of the enrollnrcnt peliod tbr this

Study or before Principal Investigator has enrolled the minimum nuntbcr of Study

Subjects.

5. Study Cbndlq!

5.1 Charsin s SIud\ srrbir-cts. Ncitltr.'r' I'r'irtci pal lnvcstigalor nor Instilrttiotr

a Study Subjcct ol thirrl-pllrtl plvcr tirl InvestiglttionaI Dnrg (scc

tnvestigational Drug) or tirr any services reimbursed by CR{)

Agreement.

5.2 Safct\ l\leasut'cs antl Sct'ious I)r'otocol or ICI I GCP Brcaches. I)rinc i prr I

*ill chargc
Scction Il.

trtrrlc't lh is

)- )

lnvestigator will infbrnr ( l{O inrrrlcdiately ofany urgent safety nlcastrtcs I

Principal Investigator lo Ptotecl Study SLrb.iecls against inlrr)ediatc

Principal lnvesligator ilrl(l ln:rtitttliou rvill inform CRO imnl!-diatel\

deviations or se'rioLts brcaches ol the Protocol. the Act. thc RLrles tl

aken br
Irazaltl.
trl rtn1"

re C('l)

Guidelines or ol'lcH c( 1, grridelincs olrvhich Principal ln!estigator or lllstittrli(nl

becontes arvate. advet'se tlt'ttg. leitcliolls / a(lvelse evellts / seriotts adv':r'se eYenls

reportable in accordauce rrith the appiicable larrs. and neu inlbtmatiolt lltat ntar

aiversely af'fect salltr trl the Sltrdr Strbiccts or the cottduct ol' tltc Sttrdl''

The Institution shall ensule that a(lc(luate inlbrntation in relation riith thc Studl is

provided to the Slud) Srrb.tcct b) thc I'r'incipal Investigator in cornpliattcc $ith thc

ilules and applicable larvs. l-hc l,rincipal lnvestigator shall d.current thc standa'd

operating pioccdLrrcs ti)r tlle Slrl(ll and shall also strictly conrpll rvith all thc

requirements prcsct ibed trtlder thc RLrles and the GCP Guidelines

6 Data Protection and l'[)A l- inancial l)iscl05 le

6.1 ersonal Data l)crsonal (lata is anr inlbrmalion fionl rvhich it is ptrssiblc to identilr

an individual. I)crsonal ditll tlral c()lrcerns hcalth inlirrnratiorr. incltrding p lrr s icrrl

physiological ald menlal health coldition. biometric inforrnatiorr atld nredical

iecords and histor1,. is sensitirt, personal data. personal data collected in

association with the Stutly will include personal data relating to the Principal

lnvestigator.sub-investigalors.rescarchstaff.thirdparties.andStudyStlbject.s
(rlhich could include sert.':iti','e Personal dat a I ( collect ivell' "Personal Daia")' Srrch

Personai Data rnay be subiect to specilic legislation Ielating to its ptocessinit.

storage. transler and usc. l'rincipal lnvesligator and lnstitution will cornpll rvith

all relevant lass relating lo the protection and use ofPersonal Dala and data privacv

in their conduct and re;ror.ting ot the Study and shall ensule tllat the provider ol'

Personal Data has given his consent and has lhe knowledge ol the fact ol'collection.

purpose of usage. intcndcd [ccipicnts and slorage of the infbrmation. Principal

inulstrguto. anJ lnstitutiorr uill rake all appropriate technical and ot gart izatiorlal

measures to prevcnt danlage to- ol tlisclosure. Lrnaulhorized ol Ltnlarvfitl prtlcessing.

ll715l09.l (90(12i 0888 )-Dr. Ashislr RrmchonJrirriro I)cshn)uLh Sit. l0l2 V 1.0-{)9Junl{)2version: 
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6.1 tjse b

or accidentai loss or destruction ofsuch Personal Data. CRO and Pflzer will lake

appropriate measures to protect the conlidentiality and security ofall Personal Data

that thcy receive in connection rvith thc Strrdl.

('RO Pfizer. Personal Data rrill bc processed and used for the pr.rrposes

ofadnrinistration of this Agreement attil in connection with the Stud1. Infornration

rclating to the Principal Investigator'. s ttb- iur cst igators. and research stafl'rrill bc

held on one or tnore databases lbt the pLtrpose of determining their involvenrc'rti itt

Iirture rcsearch and in order to comply rr ith anv legulatory retluiremenls.

(r. i lrirrancial Disclosure Where the Stutly is deented bl l'fizet to be a "covered slttdr

lbr the purpose of the United Slates Iiood and Drtrg Administraliotr regtllaticn

crrtitlcd "Finortcia I Disclctsurt'ht Clittiui lntt'stlgatrlr" (the "FDA Regulation")-
I)r'incipal Investigator a8.rees. and Principal Investigator oI lrrstitLlliorr. as

applopriate- rvill ensure that an1 sttb-ittvestigator enSaged in tlre Sttrdy agrees. to

disclosc to CRO and Ptizer all relevaltt Ilnancial and other inlbrmation (inclLrding

tletails ol'equity interests itt Plizer or rtnv of its af'tiliates) rclalillg lo the Prirr':ipal

Invcstigator or sub-invesligators. as the casc llta) he (and. shere rclcvant. spottsc

lld dcpcndents of Principal lnvcstisalor ot sub- invest igator) as reqLrilcd hi C RC)

to !-r]able Pfizer to compll' w ith lhe F t)A Regtrlation

7. lnfblnre

(r.-l I) isc losttre and 'lla Sontc ol thc I)ctsottll Dala clisctrssed in llris Scctioll (r

nral be disclosed or transferred to othcr nrcmbers of'the CRO or Ptlzer grotrp ol'

companies. to representatives irnd corltractors rrorking on bchalf ol'the C RO or

Plizel gloup. attd to legulatory authotities across the worltl The Institutioll will
cnsure that allnecessary consents are in place to compll with the provisions ofthis
Section 6 r,r,ith respect to any cllecte(l employees and contractors ol'Institrttion'
Principal Investigator will ettsure such consent fol any individuals working Lrnder'

Principal lnvestigator's direction and control r"ho ale nol enlployees ol contractors

of Institution.

d Conscnt ancl Subiecl Recrttitment

'7 .1 lnformed ConseDt. Thc Inst itLtt ion'l'r'irtc i pal ln!estigato[ shall be responsiblc to

provide infor.mation- including the informalion on the right to claint compcnsation

in case of trial relaled injury or death. to the Study Sub.iect through the intbrnred

consent process as set out in the Rulcs. 'fhe lnstitution and Principal lnvcsligalol
u'ill cnsure that intbrnred consent is trbtaitred fronr each Sttrdl' Srrbiecl (and il'

applicable. lion) any legally authorized represenlative) in the lnlbrtlred Cortsent

Fornr prescribed under !q[!g] of the [i4!-!g@g]g!9 of tltc Rtrles. as approved

by the IRD/lEC. along with an audio visual recording of the inforntr'tl consent in

accordance rr itlr the applicable laws. Anv recording rvill bc taken and preserr ed in

accordance with applicable data privacy larvs and regulalions. This obligation of
taking and preserving the writtcn consent and the audio- visual recording s'ill also

applv to any rc-consent process required during the course of the Studl Principal

Investigator will provide CRO and/or Pfizer an opporttlnit) to review and applove
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the content ofth!' inlbrmed consent docLrment (including rnt tcr isions made during
the course of tlr,.- Studr ) betbre it is used. Prirrcipal In\estigator n)trst not make any

changes to lhis tlocLrmenl without the prior rvritten approval ol'the CRO or Pfizer
(including anl revisions nrade during the course ol-lhe Sttldy or lequired by

IRB/IEC)- arrd such approval is to be obtained betbre the rer ised itlfbnned consent

documenl is trsed in respecl ofthe Study.

7.) Subiect Recnritnrcnt Principal InvestiSator uill ensLtte thlt rll Snrd)-specific
subject recruitnrent nlelhods. procedures ancl Inalerials halc prior IRBrIE( rvritten

approval anil cotnplr rvitlt all applicable larv. regttlattotrs atrcl govcrnmental

guidancc.

lnvestisatiotta I [ )r'trg C IIO rvill affange lbl Instittttion to receive. at no cllarge. sLttficient

quantities o1'thc'Pfizcr product that is beilrg studied ("Pfizer Drug') to allou l'rincipal
Investigalor Io conduct lhe Studl'.'lhe CRO is iirtcr (l/irr oblig.ated to appll tbr and obtain

a license for irnport liolrr the Central Licensing Authority in prcscribcrl lonn under the

Rules.Unless othcrrvisc intlicated itr Attachment A (Study BLrtlget rntl Payrnent Terms).

CRO rvill also arrangc li)r lnstirtttion to receive at no charge. ol u ill co\ cr the costs of. any

other Protoco l-t equ iretl rllugs (e.g.. placebo. comparator drug. concotnilant drug). Any

other Protoco l-rcq Lt it r-d rlrrrg that CRO or Pfizer provides o[ covcIS thc cost of is. together

rvith the Pfizer [)rug. cotrsidered " lnvestigational New Drug".

8.l usto(l and l)i' ell\ltl I'r'incipal lnvesligator rvi ll ntaintaitt approprialc control

of supplies of In!cstigational New Drug and rvill not admirlistcr or dispense it to
anyone who is not a Study Subject. or provide access to it to anvorte except Study

personnel.

U99. Principal lnvestigator will use lnvestigational Neu Drug only as specified in

the Protocol. Any other Lrse of Investigational New Drtrg by Principal lnvestigalor

or Institr.rtion or perrnitted by Principal Investigalor oI lnstilLltion constitutes a

material breach of tlris Agreement.

8.3 Orvnersltip ot l'lizc1 Drulr. Pfizer Drug is and rertutitts th!- propert) of Ptlzcr'

8.1

Except lor'. and lirnited to. the use specilled in the Protocol. l'lizet grants neither

Principal lnvesligatol nor lnstitutiotl any exprcss or inrplicd intcllecttral ploperty

rights in the Plizcr f)rug ot in any rnethods ofnraking ot using tlrc Ptizer Drug. The

CRO agrces and acknorvledges that iI does not havc thc light to manttfactLtre for

sale or lir:: distribution L.l'the Inr estigational Nerv [)rug.

9. Equipnrent o! Matcriflls. C RO ot Pfizer may provide. or arrange for a vendor to provide.

certain equipnlcnt (''Equipment") or proprietar\ lnalcrials tbl trst'b} Principal lnvestigator

or Institr.rtion duling thc conduct ol StLrdy. Such propl'iclarv malcrials ntal include

computer softwarc. methodologics. rating scales antl othc-r ittstrttmetrls that are Owned Or

licenscd fbr use b1 CRO ol Pllzcr (collectireh. "Malcrials"). Eqtri;rtncnt or Matelials to

be ploritled li)r the Stud) and any reqttiretnettts relatitrg lo lhcln ale described in
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Attachment C, Equipment and Materials u hich is incorporated into this Agreenrcnt b1

rc Icrerrce

Confidential Information. During the coursc of the Study, Principal Invesligator arld thc

Irrstitution and / or the Principal Investigalor mav receive or generate information that is

conUdential to CRO. Pfizer. or a Ptizer alllliate.

Deflnition. Except as specilied ir Scction 10.2. Exclusiorrs. below. "Confidcntial

Information" inc ludes
t0.I

the Protocol.
the lnvestigator Brochure.
Sludy Data (as delincd in Section I l. Study Data, Biological Santples. lnd
Study Records below).
Biological Sample Anallsis Data (as defined in Section ll. Study l)ala.
Biological Sarnples. and Study Records, below).
Attachment A (Study [SLtdget antl Payment Terms) to this Agreement. lnd
any other informatiol relatcd lo the Stud)'. the Pfizel Drug. or CRO. I)lrzer.

or Ptlzer atilliatc techrrologl'. r'csearch. or business plans that CRO. I)llzcr.
or a Pfizer aifiliate provides to lnstitution-/Principal lnvestigirtol t'r

lnstitution in rvriling or othcl tangible lblm and marks as CONFIDIIN I lAL
or initially discloscs orallr ancithcnsunrntarizesandconfirntsinstilittgai
CONFIDEN fIAL rvithin .i0 tlars after the date of oral discltrsttre.

Information of the tlpe describcd in this Section I0.l.i that is discloscd

orally will also be consitleied Conlldential Irrformation even if nol later

confirmed ir rvriting il' the conlidential nature of the disclosrrlc is

reasonably apparent to tllc olher pany.

l0.l ExclLrsions. Contidential lnlbrntation tloes not inclLrde inlirrmation that

is in the public dontain al thc tinre of disclosute or dttring the terrn of lhis
contidentialitl obligatiorr b1 ntearls other than breach ofthis Agrecnrenl br

Plincipal Investigator or Inst itution.
is already knorrn 1o PIirrcipal lnvestigator or lnstitution at the linrc ol-

disclosure and is lree ofanl obligations of confidentiality.
is obtained by Principal Invcsligalol or Institution, free ofany obligations
of confidentiality. Ilom a thirrl pa )'who lias a lawful right to disclose it. or
is indepenrlentll clevelopcd. as documented b1' written recorcls- br

individuals wilhin Institutiorr rrlto had no access to Conticicrrtial

lnformation.

l0.l Oblisations of Conlltlcrrtiulitr. tlrless ( llO or ['llzet' plovidcs prior u litten
consent. Principal lnvesligatof and lnslittllion ma]' no( use Confidential
Inlbrmation for any purpose other thar that arlhorized in this Agreentent. tt()t tlla\
they disclose Confldential lntbrtnation to anl'third party except as authorized in

this Agreement or as reqttired b1 lat. incltrding applicable regulalions.
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CRo and Plizer specifically autholize
Con lltlenrial lnformation to IRB/ltlc
reprcsentaii\ cs.

rcqLrircd disclosure of
regulatory aLrthority

an\
or

Pernritlcd rrses ol StLrdy Data and tsiological Santplc Anallsis Data are

describ"'tl in Section l5 (Publications) trf this \stccntcnt and use of
Persort;tl Data is discussed in Section 6 (Data Prolectior, arrcl FDA F-inancial

[)isclrrsrrle; uttd 11.2 (Pfizer Rcpreserlllti\e l)crsonal Data).

l 0.l Disclosure Rcrtttit c'd !r\ [,arv. lf disclosure of Confi dcntirrl ltrlirt'rnatiott bc lorrd that

exprcssll arrlhorizecl in this Agreement is requircd bl la\\. thirl tlisclostrre does not

constitute a blcaclr ol'llris Agrcc'ment so long as the patlr tlisclosins the inlblmation

notities CRO in writing as far as possible in advattcc' ol'the disclosure so as

to alkrr CRO or Pfizet to take legal action lo pl'otecl its Confidential
lnftrrrnal ion-
discloses only tlrat Confidential lnformation reclttired lo comply with the

legal requirenrent. and
continues to maintain the confidentiality of this Contldential Information
rr ilh rcspect to all other lhird parlies.

l0 5 Survival ol' ( l[Liqat iotts. Fot Confidential lntbrnration oll]cr thltl Sttld\ Data and

Biological Slrrrplc Artal-v. sis t)ata (as defined in Section I l. Sttrd\ I)ata. Biological

Sanrples- arrrl Studr Records). these obligatiorts of tlotrttse rtltd nondisclosure

survive tclrninalion o{ this Agreentent and contintle lbl a periotl oi five vears after

ternrination. ('onlidcntiality obligations tbr Study Data antl lliological Samplc

Anal)'sis Drlit sulrirc lbt as long as the part)'tetains this inlirrntatior. subjeci to
the pernrined uscs clcscribed in Section l5 (Publications) ol'this Agleement.

10.(r Relurn oi Cott llderrl ir I lnfornlation. lfrcquested by'CRO andiot Plizer in uriting.
Principal Invcstigalor and / or lnstitLttion will return all Corrlldcntial Intbrmalion
excr'pt thal lcqLriretl lo be relainetl at thc Study site or b1 l'tincipll lnvesligator by

applicablc- r'cgulatiort. Ho$ever. Principal Investigalor rrd lnsliltltion may each

retain a singlc archivalcopy olthe Confldential lnforrnalion to dclclnline the scope

of obligations inculrctl Lrnder this Agreement.

I l. Studl Data. Bi,,.lo ,:ical Sarn tr l(rs. an(l Sludv Rrcords

I l.l Slud\ Dalil. l)urin g tlle course of the Study, Principal lnvesligalor uill collccl
ccrlain data. irs spccilietl in thc l)r'olocol. and sLtbnril it to C'llo. l'llzel or l'tlzcr's
agcnt ("Strt(lv I)ata ). Prirrcipal lnvcstigalor rvi]l ctlsttrc ltcctttate ltttcl titrtcll
collcclion. recorclittn. itttd sttbntissiott oi Sttrdl Dala. inultrtling adhcring to

tinrclincs li)I (lata cnlr) scl oLit it] thc L'R-E ('onrytlctitttt l?*1triruntt'tttt (l()cLlnlcllt

plovided to l'r'iDcipal lrrvestigator by ('RO or I'lizer.

B7451094 (9002/0888)_Dr. Ashish Ranrchandrarao l)eshnrukh-Sitc l0l 2-V L0-09-J un-2(,22

Four-Party 'l emplale (lndia) 'lempl tc Vcrsion: Jirntrnr) 202{)

l0

Lr

ii

Ll

C

a.



a ( )rv of Strrd Dalil SLib-iect lo Plincipal lnvcstigator's liglrt lr, ttsehi
Study Data to publish the results ofthe Study (see Section 15. Publrcations).
Pfizer is the exclusive owner of all Studr Data.

b. Medical Records. Snrdy Sub-iect-related medical records that alc not

submitted to CRO or Plizer nral include some of the same infbrnttti,trt as

is included in Slud) Data: horvever. neither CRO nor Pfizer tnakcs an1

claim of or,rterslrip to thosc docunrer)ts or the infonnation thev e()rrlitin.

Data Revieu b! eBQ. I Ro andlor Pllzer will revierv lhe Stud\ [)rta it!

d. Stud

receives on an ongoing basis. ('RO and/ol Pflzer rrill conrplr rrith
applicable regulations rerluiring notillcation of participating invesligrtt,rts
of new safety infbrrnation about tllc Plizer Drug (as deiined in Scction 8 of
this Agleenrent). CRO andror I'flzcr iilthel cotrrnrils lo promptl\ rlolif\
lnstitution/ Principal Inrc'stigator o1-any otlter ne\\ inlbrnration ol rrhich
CRO and/or Pllzcr becotttcs a\\ate that could al'l'ecl the sal'ely of tlrc Sttrdy

Sub-iects or influ!'nce the contlLtct of thc Stud)'.

Results z\lieranall'sis olStud; [)ata fronr allsitcs is complete. ( RO

I 1.2 Biolo

or Pfizer will providc ln:;titrrtion/['rincipal Invcstigalor with a sLttnntarl of
tlre overall results of thc Sttl(l). CRO and Plizer encotttage

lnstitution/Principal In\estigalor to cotttttrtttticlle the resulls. as apnr()Ptialc-

to the Study Sub.iects. ll'wiiltir lrvo lears aflcr StLtdy complelion I)irzer'

idenlilies results that could al'fect StLrdy Subiect sat'ety- CRO or PIlzcr'. in

consultation with the IRB,llrc as appropriate. rvill cooperale u ith l'rincipal
Investigator or lnstitution 1o ensulc that ll]ose results arc appropriatell
conlnlunicated to the Study SLlb.iects b-'- Principal lnvestiSator ot In"tittrtion

If so specrtred in tlre l)rotocol and the inlbrmed consentical S

tlocumerl. Plincipal Invcstigalor ntar collccl and provide to CRO. Pfizel or their

ilcsignee biological samples oblained tiont Study Strb.jccts (c.g.. blood. Lrline-

tissue. saliva. etc) for testing that is lrot directlv related to Sttldy Sub.iect care or
srlilr nronitoring. such as phatntacokinetic. pharnt acogenont ic. or biolttarker
tcsling ("Biological Samples").

usg. Neither Principal lnvestigator nor Instittttion sill use Biological
Sanrples collected under lhe Protocol in any manner or for any purpose

other thar that described in the Protocci. CRO and Pfizer 
"vill 

use

Biological Sanrples onlf in uays pertnitted br thc informcd consenl under

which they were obtained.

b. Arralr sis Datr. ( R0. Pllzcr. or tlrcir tlcsi r.rnccs rr ill lesl Iliolotical S;ttttplcs

as described in the Protocol. Unless otherwise specified in the Protocol.
neither CRO nor Pfizer plan to provide the results ofthese lcsls ("Biological
Sample Analysis Data") to Principal Investigatol or Study Sub.iect. lfCRO
or Pflzer does provide Biological Sanrple Analysis Data to Principal
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c

Investigator, that data rvill be subject to tl'le Provisions of Section ll.l
(Study Data) of d)is Agreement.

Qrylsrship. Pfizer is the exclusive orvner of all Biological Samples and

Brological Sample Analysis Data.

I l.i Stud\ Rece!:d!. On behalfofPrinci pal lnvestiirator arrd ilselt. Institution rvill retain

each Stuclr Subject's Studl rccords. ulrich irrcltrJe the Principal Investigator

copics olall Stud)' Data as u'cll as lelcvant sotlrec doctlrlrerrls (collectively. "Study

Records"). under storage conditions conducir c to thcir statrilitl and protection' for

s

a pcliotl o(- l5 rears
Pl,e r al ln\ cslisato

12. Monitoring. In s pe(: I lon -r. and.\Lrdits

atier terrnination ol t

lRecords rr Pfizcr.conr
hc Strrdl. Irsliitttion agrees lo contact
prior to dcslro\ing any StLrdy Records

and Principal InvestiSator and Institution further agrcc to pertnil Pfizer to ensure

that the Study Records are retained for a longer peliocl if necessary. at Pfizer's

expense. under an arrangemenl that prolects the contidentiality ofthe records (e g '
sccure olf-site storage).

Monitorins. CRO intcnds to ntonitor Strtdv condLtcl. Pllzer- or an external servicc

providcr acting on its behall. has the Iight. bul nol the trblisa(itrn. to co-ntonitor lhe

itLrdy. Llpon reasonable notice and dtrring regtrlar bttsiness hours. Principal

lnveitigatr-rr and Institution rvill permit CR0 or Plizcr rcp'esentatives access to the

prenrisis. lacilities. Stud-v Reco'ds. sub- invest igators. arrd research statTas required

io m.nitor Sltrdy conducl Upon reqLrcst fiom ('itO or I'ljzer. InstitLrtion willpermit
renlote electronic access to Study Recr:rds rrhen available and permitted under

applicable larv. CR0 or Pfizer uill prornptll notil-r Principal Investigator ofany

nionitoring findings thar coLrltl aflect lhr.. saf'ety of strdt Subiecls or inflttence the

conduct oi lhe Studl'. Principal Investieator rvill inlirlnr Studv Subjects ofsuch

findings as appropriate.

l t.l Pl'izer Reprcsentat ivc l'ersorrtl IJatu Il ir tlre suppr.r't ol'a clinical trial. Ptlzcr

represenlalives are requirecl to subnlil to lnstiltrlion and Principal lnvestigator any

Persoual Dala. inclLrding btll r)ot linritcd to. lamc. address. phone nunlber'
govcrnnenl identifler. or birrhdate ("Pfizer Reprcsentative Personal Data")'

Institulion and Principal Investigator will:

a. pro(cct the conlidenlialitl ol'[)ltzer Rept'eseutalive Personal Data using thc

same or similar standards Insliltrtiort ttscs fbr its owtr emplolees:

not sell or disclose Ptizer Representative Personal Data to any third palty

except as required b) law:
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c impose similar confidentialitv and security obligations. bv contract. on any

contracted service pror idcrs with rvhom lnstitution may share Pfizer
Representalive Personal Dala:

take appropriate rreasures to protect against any unauthot ized use or
disclosure ofPfizer Representative Personal Data and will oromptll notil-r
Pfizer ofanv breuelr ol tlris pror ision.

d

ll.l lnsrrcctions and Autiils. I'r'rncr pal Investigator and Instittrtiort ackltorvlc'clgc tlrat the

Stud1.. is sub.ject to inspcction [r1 lcgulatorl authorities u'orldrvidc. inclrrtling the

United States FDA. and lhat such inspections may occur prior lo cornrncncclt)!-llt.
during or after completion o1'thc Study arrd nay include auditing ol'StLrd-r'. Records.

CRO or Pflzer may also audit Studr Records during or after the Sttrd\ as plit of its
monitoring of Studl condrrct.

Notitlcation. I'rincipal lnrcstigator rvill notify CRO as soon rs tcrtsotlablv
possible if thr,- Slrrtlr or sitc is inspected or schedttled to lrc inspeclctl br a

regulato,)'aLrtholitr in relation Io thc Study'.

a

b. Riqht to bc llrcscnt. II'nol

d

c

prohibitcd by larv- I)tizer or ('llo will lrrc tlie

richt to be presc'nt duling. and participate in. anv such inspeclitrtt. aLrdit-

investigation- or regulalory rtet iott.

Cooperation. I)rincipal lnr,estigator and lnstill.ltion will coopelol!' \!itl.l
regulatol! aulhorilr and CRO or Pfizer representati\cs itt the contlttcl of
inspeclions and audits antl rvillensure lhat Study Records are ntainlaincd in

a way that facilitates such activities.

Resolution of [)iscrepancies. Principal lnvestig,ator lill plonrptll resoNe

any cliscrepancics that are identified between the Study l)ala and tltc Sttrclv

Subiect's nred ical recoltls.

ln:pc ct ion l-indin{s rnrl Responscs Principal lnvestigalor and Insl il Ul ion

will plornptll'lolrvard to ( RO and Pfizer copies olany inspectiotr lrndirgs
tlrat either reccives ll-onr a regulatory authority in relation lo lhe Sltrdv.

Whenevel leasihle and pernritted by law, Principal lnresligalor and

lnstitution will also provide CRO and Pfizer with an oppoltrrnitl to
plospectively lcvicrv and iomment on aily responses to t':1ttrlal,:rr attlllolitv
irrspectiorrs ir: rcgultl to thc Stud1.

ll.4 Sludv Conduct Evalttalions. CRO. I)tizer or Pfizer's extc'rnal scrrice pror iLiels rnav

docunrent and evaluate lhe pe|lbrnrance of lnslitution and Principal lnYeslillator in

the condLrct ol the Studl. CRO and Pfizer will use lhese e\altlalions solclr lbr
inlernal purposcs.
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I.] Bgq.di.r lirr B''each . In lhc cvent Principal lnvest;gator or
Institution l?iils to complv with any of its oblig.ations scl out in Sections 3 (Protocol). 7

(lnformed ( onsent and Subject Recluitment). I I (Slu(l) Data. Biological Samples. and

Stud\ Records) and l2 (Monitoring, Inspectiorrs. antl Audits) of this Agreement. or the

requirenrcnts ot the Protocol relating to adverse er.enl reporting. ethical conducl of the

Study. and IRB/lEC review. in addition to ils light to lcrminate the Study immediately
Lrnder Scction l8.l.c(2). CRO rvill have recourse to cilher or both ol the tbllowing
altelnati\ c rerncdies:

Suspension of Study Subject enlollnrerrt. if the Study is not yet fully
enrolled. and
Suspension of all payments by CRO

An1 suspcnsion of enrollmenl or paymcnt u ill contirrLtc unril Principal Investigator and
Institution rcrurn to compliance with their Stud) obligations. as determined by CRO. Use
ofeithel ol both ofthe above rernedies does not precludc CR0 or Pfizer fronr exercisittg
its righl to irnmcdiately terminate the Study if PLincipal lnvcsligalot and lnstitution do not
beconre corn pliant.

il

h

14. Irr r ent ions

15. Publicatiorrs. Pfizer su

l4.l Notilication. If tlreconductof SlLrcly., rc'sults in;rrrl irrvention or tliscovery whcther
patcrrlable or not ("lnvention"l. I'rincipal In\esligltor rvill plonpllf inform CRO
antl ['llzer.

1.1.1 .,\ssignnrent. l)rinci pal Investigalor or lnslilulion. as applicable. will assign. or
cnsrrrc llrat irve[tors assign, all intelesl in an1 sttclt lttvention trl I'fizer. free ofany
obligation or considclation beyond that prolidctl lirt irt this Agrcc'nrelt.

1,1.i .Assistance. Principal lnvestigator aDd Institution rtill plovide reasonable

as:iislance to Pfizer in filing and prosecutin!.: an] patent applications relaling to

lnvcrrt ion. at Pfizer's expense.

pports the exercise of academic lleedom and has no objectiotl lo
publication b1 Principal lnvesligator of the results ol'tlrc Studr based on infornration
collecled {)r scneraled by Principal lnvesligator. whclher or not the results are favorable lo
the Plizt': i)r'rrg. t,,5 "., to the P[incipal Investigxlol rnaintlining the privacy and
conlldentiulitr of the Study Sub.iecls in corrrpliurrcc rvith applicable laws.

l-i.l Plcl.rrrblication Revierr. Princi pal Investigator u ill pror ide Plizer an opportunity
to rcvic\\ anl ploposed publication or an\ ollrer lrpr.'ol'disclosLttc ol the results ol'
thc Stud) (collectively. "Publication--) belirrc it is subrritlctl or otherwise
disclosed. Pfizer will reviuv lix unprotcctcd lrrtcrrliorts (see Section 14.

Irrrerrtions)ald nral also provide conunerts or cortlcttl. Principal lnvestigator rvill
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consider any such conrnrelts in good faith but is under no obligalion to incorporate

any Pfizer suggestions.

a. Suhnrissirrrt lo P Ilzer Principal Investigator rvill pror idc anv Ptlblication to

Ptizel al least 30 dals befbre it is submitted lbr publication or otherwise

disclosetl. ll'an) patenl action is required to protecl intcllectual ploperty

rights. Principal Invcstigator agrees to delay the disclosttte tbl a period not

to excccd an additiorral 6() Jays.

edaction rr I ('ontldcrrtial lntbrrrration Principal Invcstigator will. onb.R
request. r'cmove anv previously undisclosed Confidcntial Information

before disclosur!'. exccpl lor any Study- or Pfizer Drtrg-related information

necessar) lo thc aPPropriate scientific presentation ot ttnderstanding ofthe
Study results.

I5 I I\Lrlti-( cntet Sttrtlics Il Stu(l\ is part ol'a tuLrlti-cetttcr trial. l'rirtcipal Inrestigator

15.i

and Inslitution agrcc that thc lirsl Publication is to be a.loint I'rrhlication covering

all Study sites. antl that anv stlbsequent Ptrblications by Principal Investigalor rvill

reference that printar'1 PLrblication. Ilowever. if a.ioint ntanusctipt has not been

submiited for publication uithrn l2 rnonths of complelion or lcrmination of'Study

ar all parlicipatin!. sites. Plincipal InvestiSator is frec to publish sepalately- subiect

to the other requireurents ol'lhis Section l5

Standards. For all Publications relatinit to the Study. Prircipal Irrvestigator rvill

comply' rvith the aLrthorship gtridelines in the Recrrrr

Reporting. Etliting. untl l'uhlic'tttion ol Schoht'lt
hl lc lll c. ()l tc D) c-tccotnmcntlatirrtrs.

ntantlul ions lrn' I ht ('ttrulucl.

I4ktrk in Medicul .lournals
pLovided by the lnter national

Cornmittee of Mcdical JoLrrrral l:ditols

I 5..1 Disclosttre of Str t)t)()i1 l'rincipal lnlcstiglttor u ill tlisclosc Plizcr sponsolship and
'l-he lrrst ilutiontinarcial suppoll ol tlre Studr in anr ptrblication ol-Sttttlr t'csLtlts

will at all limes ensure that sttch Publications are made in strict compliance with

larvs prevalent in lnd ia.

I 5.5 Studr Recistr ation hr Ptlzer ['lizer conttttits to rcgister. on the National Institutes

of Health Clinical l nals Data Bank l rr rr rv.clin icallrials. qov). all Pfizer-sponsore d

Phase I thrcugh 4 interven!iolial and n()rl-illterventi(-'xalstudics that r|\olvc thc tlse

of a l)tizer producl and evalttate the salcty or ellicacl' of thal product. ['tlzer rvill

also rcgister l'fizer-sponsorc'tl stLtclic's on othel listings rrf- ongoing stttdies

nraintained by contpelent I!'gulatorY attthoIities uhere thcre is a rcgtrlalorl'

requiremcnt to do so. Ptizcr rtlso cotnntils to legisler on Indian ('orrncil lol Medical

Rescarch's Clinical Trial Rcg.istrv bclirrc lhe cnrollmcnt ofthe lirst Sttrdv SLrh.iect'
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16. Inciemnification and Rqsgalqh-lnlury. ('RO does not provide anl indemnification under
this Agreement. l'he Pfizer Indernnilicalion and Research Injury Policy applicable to this

Study is appended to lhis Agreement as Attachrncnt B.

\1. Assign nrent and [)elcqation

l7.l Bv

t'7.2 B

Principal Investi ator or Inslitu(ion. Neither Princi pal lnvestieator nor
lnstitution shall assign his/hclit. rights or delegate or subcontract any duties ttnder
this Agreement rvithout rrritlen pct'tnission from CRO and Pfizer. II'CRO and

Ptlzer aulhorize delegation or sul)contracting, the paffy that delegalcd or
subcontracted its dulies lemains lesponsible to CRO for the pelformance ol'those
duties.

CRO nray' freely assigrr anr ol all of its rights and delegale any or all ol
its duties undel this Agrcemcnl lo l)llzer (sLrbject to the prior rvritten consent of
Ptizer). If CRO assigns all riglrts lrrtl dclcgates all duties to Pfizer. CRO ot'Pllzer
',vill notifl l)rincipal lnvcstigalLrl and lnstitrrtion in writing. Any olher itssiEnnterrl

oflights and ohligations ofthc ( l{( ) rrnJe'r'this Agleemcnt shall be nrutttally agreeti

betrveen the CRO and Plizer anrl rtotili:d to the Institutiott.

i 8. Ternr ination

l{1.I I erminalion livenls. I-ernlirraliorr ol this Agreement will be triggered by thc e'arlicr

ol'any of the tbllowing evelts

Disir roval b IRI] II ( ll rhc Stud\ cannot be initiatecl bccarrse ol'
IRB/lEC disapproval. this Agreemenl will ternlinate.

Studv Completion. This Agreement rvill lerminate when the Sttrdy rs

cornplele. rvhich nreans thc conclusion ofall Protocol-required actir ities lbr
all enrolled Study Subiects.

lhis Agrccnr!-n1 rvill tcrrninatc it thc Slud\ is

tcrnrinatctl eally as tlcscribcrl bclorl

(l) 'l!'rnl inalion o[ Sltulv Upon Nolice. CRO or Pfizer ma \ tcrm lnate

the Slud) lor anl' r'cuson upon 30 days' written notice to l)rincipal
lnvestigator and lnstittrtion.

(l) Inrmediate 
-l-c'rnr inalion of Stud r br ( l{O or Ptlzer. ( R( ) ot l)llzc'r

nlay tern]inale lhe Stud]-' inrmediately upon rvritten notice to
Principal lnvestigator and lnstitution for causes that include lailure
to enroll Study Sub.iects at a rale sufficient to achieve Study
performance goals: ntaterial unauthorized deviations liom the

Prolocol or reportinS. requirements: circumstances that in CRO's or
R7451094 (9002/0888) Dr. Ashish Ranchandrarao l)cshnltrkh Sile I 0 l2-V L{)-09'Jun-2022
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Pfizer's opinion pose risks to the health ol rvell-being o[ Study

Subjects: regulatory authorily actions Ielating to the Study or the

lnvestigational New Drug: or any non-contpliance by the Principal
Investigator or lnstitution with app[cable larvs. ICH GCP, or the

terms ofSection 20 (Anti-Corruption) of this Agreement.

(.1) Irnrrrctiiate 
-[crrninalion ol' Stttdr br Plincipal Inr,esti aloI or

inslitution. Principal lnvestigator or lnstittrtion may terminate the

Study inrmediately upon notificalion to CRC) il'requested to do so

b-,- the responsible IRB/IEC or if such terntination is required to
prorect the health of Study Subjects.

(-1) CRO ol Pllzer shall have the right bLrt not the obligation to terminate
the Agreernent. without further obligation to thc ltrslittltion and/or

Principal Investigator in the event thal the Principal Investigator
ihils to declare to the IRB/lEC the nunrbel of clinical trials being

conducted by the Principal Investigator antl"or condttcls clinical trial
abore such number as ma1'have beerr ilecided by the IRB/IEC.

I 8.2 Ellectir e Date of A l e cI]'tc !rl lcrrlination. ll ternrinatii,n of thc A B:recrrenl ls

triggeletl br an1 oflhe events described in Section I 8. I - abor c. the termination will
bc cflcclirc alier rcceipt bI CRO or Ptlzel ol all Prolocol-tcquired Study Data and

Biological Samples generated up until terntination: rcccipt of all Pa) ments due to
any part),: arid conrpletion by all parties ol'any Icntaitring applicable Agreement
obligations.

18.3 l)avnrerrt uDorr l:arlv Ternrination ol S dr Exccpt as otheru ise indicated in thisU

subsection- if the Study is terminated early. CRO will pay I'or rvork already
pertblned- in accordance with Altachment A. less paynrents already rnade for such

rvork. CRO *ill also cover any non-cancelablc' elperlses- other than future
personnel costs. so long as they were properly ittcLtrrecl antl pLospectively., approved
by CRO and only to the extent they cannot reasonabl) be mitigaled. If the Study
cannot be initiated because ofdisapproval b1'the IRB/lEC and lhrough no fault of
Plirrcipal Investigator or Institution. CRO will reinrbure Plincipal lnvestigator or
Institution. as applicable- for IRB/lEC fees and anv other expenses thal were

prospeclivel) approvcd. in writing, by CRO.

liance with Anti-! olruptiorr I)tor isiott. If t RO or PllzerNon-Conrp
tcrnlinates thc Study because of Principal ln\estigator's or Institution's
non-compliance with the terms of Section 20. Anl i-Corruption. CRO and
Pllzer will not provide any lirrther paynlent under this Agreentenl.
regardless oI any activities that Plincipal lnvestigator or lnslitution has

rundeftakell or third-party agreements that Plincipal lDvestigator or
Irr.titutiou has cr)tered into helirre lerntittitlt,ttt.
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18.4 lnstitution's duty on F-arly Terrninatiori. The lnstitution should promptlv inlbrnr
the Study Subjects. the IRU/lLlL- as rvell as the Cerrtral Licensing Autholitv of
such termination. 'Ihe InstitLrtion should also ensure appropriate thelapy and
follorv-up for the Study Sub.jects at Do cost to Pfizer or CRO.

18.5 Return of Materials. t-llless (lRO instnlcts otherwise in rvriting. upon terrninllion
of lhe Agreenrenl. Principal lrvestiqator and Institution rvill promptly return all
nraterials supplied by' CRO or Ptlzel fbr Study conduct. including unusetl
lnvestigational Nerv [)r'ug. Lrnrrsc-d Case Report Forms, and any CRO or Plizer-
supplied Equiprnent and M atelials.

18.6 !urvival ofC)blieatiors. Oblisatiorrs lelatingto Funding. Confidential Inlolrnalion.
Study Records. Inventiors. Publications. Indennification and Research Injulr.
Suitability. and Anli-CoIIuption sur'\,ive terminalion olthis Agreenrent. as does arrr

other provision in this Agleement- including Attachments. that b) its rature ard
intent remains valid alier the ternr ol'the Agreernent.

l9.l lnvestications. (l uirics. \\'arn in s. or Elfbrcenrent Actions Related to Conduct ol'

19.1 Suitabilit Principal lnvcsligillor arrrl lnstiltrtion each celtift' thal he/sher'it rs

licensed. registered. or othr'nvise qLralilied and suitable under applicable laiv.
regulations. policies- ol adnrinistratirc requirements to conduct the Stud! and
r:equired Study-related activitics or act as Study site. as applicable. Principal
lnvestigator and Institution also each ccfiify that he/she/it is not debarrcd under
subsections 306(a) or (b) tl1'the IJnited States Federal Food- Drug. and Cosmetic Act
and any applicable larv. thal there ale no applicable regulations or other obligations.
that tlrere are no applicable regulatiorrs ol other obligations that plohibit eithel parry
liom corrducting the Study and enlcring into this Agreement and that they u,ill not
use in any capacity the services ol'an\r person debarred under such law rvilh respect
to services to be pefbrmcd under this Agreement. During the term of tlris
Agreement and for threc \eals atlel ils termination. Institution and I']rincipal
Inrestigator will notify CRO plonrptlv il any of these ceftifications need to be

ar::ended in light ofncu inl'orrrrrliorr.

Irr

Clinical Research. Principal In\csligillor and InstitLrtion each certity that hc/she/it
is not the sub.iect ofany past or pelding govemmental or regulatorl investi[ation.
inquily- u,arning. or entbrcenrcnt action (collectively. "Agenc1, Action") relatc-d tc
its conduct of clinical research or thc plactice of medicine that has not bccn
disclosed to CRO ol Pfizer. l'ritrcipal lnvestigator or InstitLrtion will notifl CRO
promptly il he/she/it receivcs notice ol'ol becomes the subject of any Agencv
Aclion regarding conrpliance rvith ethical- scientiflc. or regulatory standards lbr the
conduct ofclinical research or the placticc of medicine ifthe Agency Action relatcs
lo events or activities that occurred plior to or during the period in which the Snrdv
was con(lucted
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19.3 Use of Nanre. CRO and Ptlzer reserve the right to identify the Principal
Invcstigator and lnstitution in associatiorr rvith a listirg o fthe Protocol in the United
States National lnstitutes of Health (Nltl) ('linical frials Data Bank, the Indian
Council lbr Medical Research's Clinical 'frial Registry and other publicly available
listings ofongoing clinical trials. or other StLrdl Sublect recruilment services or
mechanisms. Neither CRO nor Pfizer rvill otheluise use lhe name of Principal
Invcstieator. Institution. or any of lnstitution s ernployees or contractors, and

ncithel I'rincipal Investigator nor lnstitution rrrll rrsc the rrrnte ofCRO. Pfizer. or
anl ol-thcil lcspective entployees or conlractors. lir promotional or advertising
purposes rvithout rritten permission tionr thc partl, ulrr.rse nanre will be Lrsed.

19.4 Relationship of the Partres The relationship of Principal Investigator and
Institution to CRO and Pfizer is one of an independent contractor and not one of
partnership. agents and principal. employees and ernployer. .ioint venture. or
otherwise.

19.5 Modification. Any modification to this Agreernent shall he in writing. signed b1,

thc parties. and identilled as an Amendmenl. c\cept lbr certailr rnutually agreeable
changes in the Strrdv budget as idcntitierl in Aitachment A.

19.6 No Waivcr. Failure to assert a right under this Agreenrent does nol constitute a

u,aiver of that right in the tuture. No wairer ol'any'right is effective unless in
rvriting and signed by lhe part)' who waives the right.

19.7 Conllict \\ilh Atlachments. lf there is an1'corrllict betu'een lhis Agreement and an)'
Attachrrrenls to it. the lerms of llris Agreernent control. Iflhere is any conflict
between this Agreement and the Protocol. the Protocol u ill control as to any issue

regarding treatmenl of Study Sub.iects. and lhe Agreenrent will control as to all
other issrres.

19.8 Affiliate s. As used in this Agrcenrenl. the terrn "affilialc nlcans any entit) thal
directly ol indirectly controls, is controlled by. ol is under commorr control with
Ihe naned pa v.

19.9 Successors and Assiqns. 'l'lris Agrcement will bind and inure to the benelil oflhe
successors and pernitted assigns ofeach parly.

19.!0 Third Party Benetlciarv. Pfizcl is an intended third-party beneficiary tc this
Agreenrent and is entitled to enlorce directly any and all ol its rights under it. Ifa
third party acqtriles rights in the P{izer Drug and I)tizer transfers sponsorship ofthe
Study to the thrrd party Plizer nray lieelv transler anv or all ol'its rights and
obligations under lhis Agreemenl lo the new sponsor.

l9.lI Disclainrct ol-Warranties b\'(R(). IIIU l'AR'lltrs A(KNOWLhD(il: TllAl'
PFIZER HAS tlNGAGtiD CRO TO PROVIDI-. SITRVICITS lN REGARD TO
THIS PFIZIIR-SPONSORED CLINICAT- STUDY, CRO HAS NOT
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PERFORMED ANY INDEPENDENT RESEARCH OR ANAI-YSIS
REGARDING I'HE SAI.'ETY OR EFFICACY OF ANY INVESTIGATIONAI-
NEW DRUC OR OTIIER MATERIALS OR TREATMENT PROCF-DI.]RES 1'O

BE USED IN THIS STUDY AND THEREFORE CRO MAKES NO
WARRANTIES. EXPRESSED OR IMPLIED. CONCERNING THOSE DRT-I(;S.

MATERIALS. OR l RI:ATMENT PROCEDURES, THE RESLlt.l'S 'fO BE

OBTAINED I]Y AI)1VI !N ISTI]RING THEM PURSUANT TO TTIE PRO'I'oC'OL.
OR TC THEIR lrl.fNl:SS FOR ANY PARTICULAR PURPOSE. OR'l() ANY
OTHER PI.IZF,,R ()I]I,IGATION UNDER THE PROTOCOL oR -I'I.IIS

ACREEMENI..

19.12 Entire A rccrncnl lhis Agreement. including Attachments. represcllls thc cnlile
understanding bet\vecn thc pa ies relaling to this subject matter. I'llis Agleerncnt
superscdes all pre\ ious aBreernenls belween the parties (orai and written) relating
to lhis Sludy. excepl li)r any obligalions that. by their terms. sttrvive independenl

ofthis.,\gleenrent.

19. l-t Nultjfci. Anl noliec rcclrrilcd to bc given hereunder shall be in lrililtg and tlccnletl
tu havc bccrr strllicicntll gilcn. (i) u'hen delivered in pcrson. (ii) orr the ttext
business da1'alicl nrailing [x ovctnighl courier service, or. rvhct.c orcrnig.hl cottricr
scrvicc is unavailable. bl'other expedited delivery provided bv a tccogttizetl
cxprcss couricr. or' (iii) u licn tle lir ered via e-nrail. provided the origina I is Llclir crcd
via orrc ol thl: plccctlirtg rn('thods on or prior to the fifth (5th) bLtsinc'ss dar alier'
transnrissior ol thc e-rtrail. to the addresses specified belorv. Irach noticc sltall
spccitl'thc rraure and rlatc ol antl parties to this Agreement.

('R( )

ICON Clinical Rcscarch India Private Limited.
(lhenuai ON E l'l- Park. North Block - 4th Floor,
Pal lavararn.l horaipakkarn-
200 Feet Road. l holaipakkam.
Chennai - (100097. Tanril Nadu. India
Altenlion: John Luke

l)ir. Clinical Trial Management
Telephone: 080 - 40394063
l: tnit tl iohn.lLrket ri iconr;lc.com

Principal Invesligator:
Dr. Ashish Ranrchandrarao Deshmukh
Mahatnra Candhi Mission (MGIvI) Medical College & Hospital
N-6. CIDCO. Aurangabad - 43 I 003, Maharashtra. India
'lefephone: +9lr9422213292
Enrail: lsh ish75 5 7:'argnrail.com
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lnstilulion:
l\4ahatma Gandhi Mission (MGIll) Medical College & Hospital
N-6. CIDCO, Aurangabad - 431003. Maharashtra. lndia
Attention: Dr. Rajendra Bohra

Dean
Telephone: 0240-6601100
l:nrail m iI)t nlcili(l lltc 1t!'i)lll) c()111

Institute W itness:
,\tlcntion: Dr. Deepak Bhoslc

Professor & I{ead. [)cpartment of Pharmacology
+9t7770087870Telephone

Email: tnqlnnrclrarri'srnai Lconr

l) 1i ze r:

For Submission of Publications Onlr

Dr. Seema Pai (MBBS. MD. PGDCR)
Global Site & Study Operations Clinicai Development & Operations
GPD Pfizer Limited
The Capital, 1802 Plot No. C-70. (i tslocli Bandra Kurla Complex.
Bandra (E) Mumbai - 40005 I. Nlaharashtra. lndia
'l-elephone: +91 2266331-141.Nlobile:+91-8826'122312
Email: seetna.piti rr Dlizcr e r'rr

I() l-l ('ounterparts and Signature. 'l lris A gr.cnrcnl rrurr tre executed in [\\o or lt]()rc
c()unterpans. each of which will bc dccnrcd to bc'ar orisiral. and allof rvhich uill
totelhel constitute one and the sanrc u:rccnrcnl. i-he Agreement rrill be,.lecmcd
to be lirllv executed wherr signecl tr1 crrch ol thc pirrties thlough rrritlt'n sigrlrlrrrc.
l)ollable DocLrment Format (l)l)lr). validatcd dilLital signature. or other rcliablc
clcctlolic nteans. and deliverctl t() tllc pilrlics.

10. /\ rrl i-('or[rDtion

I (). I I)c lln it ions
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SMO:
Aurangabad Health Care & Research l-l-P.
Shop No.l26, CTS No.1248211. Chelan Trade Cenre.
Opp. S. F. School. Jalna Road.
Aurangabad - 431001, Maharashtr.t. lndia
Attention: Dr. Ujwala Kulkalni
Telephone: +918830049295
Email: druskulkarniiril srnail. cont



Governnlent. As used in this Agreement. "Government" inclLrdcs all lcvels

and subdirisions ot governmer)ts (ie. local. regtonal. antl national:

administratir c. lc'gisla(ive. and executive).

Govemmcnl ( )lllcial. As used in this Agreement. "(;overn mt nt Official '

inchrdes ( l) an\ electcd or appointed notl-US Government ollicial (cg. a

legislator or a rllerlbcr of a non-US Governnlellt rllinislr! ). (l) arlr-

employec or irrtlividual acting lbr or on behalfola rron-tIS (ioverrrnlcllt

official- non-LlS (ic\clrment agency. or enterprisc perfbrmittg t littlction
of'. or o\nctl or cortlolled by. a non-US Goverllllrellt 1eg. ir lrelrlthcare

prolessional cnrplt:r'ecl by a non-US Goven)ment hospital ol rcscrttchct'

employed h) non-tlS Govcrnment university). (:i) anv noll-tlS p(,lilical

party olficcr. crrtdrdatc tbr non-US public office, ot'entplorc-c ol inclir idrral

acling fol ot' orr behall'ol a non-US political party or carldi(lllc lbl ptrblic

ot'llce. (4) attr cmplolce ol individual acting for or on bcltall'ol- a ptrblic

intcrnationllolganization. and (5) an-v mentberofa rtlal thrrrilr c't trtctrrbct

ofa non-LlS nrilitan.

t 0.l Anti-Brihcrr attd \rli-('trlrttptiol Plinciples. Principal lnrestigitl()r. Ittslillltaorl

and SMO ltave each rcccir,cd a copy of Pfizer's lnternational Anti-[]r'iberr arld

Anti-Corruplion I'rinciples as an Atlachment to this Agreenlcnl. Principal

lnvestigator. Irstiltllion and SMO'vill ensure that they and anl of tlrc'ir llgcl)ls or'

subconlractors contlrtcting l'lizcl work willcompll with the Anti-Bribcrl antl Anti-
Corruption Princ iPles.

l0.i \\'arrantics. Princ ipal Inrestigator- Institution and SMO rvarrant ttr ( RO and

Pflzer thc lbllou irtr

il Any infolnration that l'Lincipal Investigalor or lnstittttion or SlllO provided

to CRO or l'lizer as Part ofCR0's or Pfizer's anti-corruption tltrc'diligcnce
process is con)plete altd accurate.

If any response that llrincipal lnvestiSator or Institution or SN'lO pror itlcd

on the CRO ol Ptlzcr due-diligence queslionnaire in regat'd to Prirlcipal

lnvestigator or Inslitutionor SMO, any individLrals identilied in the

questionnaire. or the lrantilv Relatives (as defined in the questionnairc) of
those indiliduals chartges during the term of this Agreemsnt. Principal

Investigator ol lnstitution or SMO will notiry CRO.

T he funding pror ided b1 C RO or l)fizer trnder this Agreement u ill rlol cltrsc

Princ ipal lrrvcst igalor or Institut ion or SMO to do anything thal rr ott ld resttll

in CRO or'l)lizel intptoperly oblaining or retaining lrusiness ol gainrrtg arrl

inrpropel busiless l(l\ nnlage.

d. Principal lnvcstigalor. lnstitution or SMO have not and will nol accepl any

payment or an)lhing ot value lhat would result in CRO or Plizer imploperlv
B7.l5l09l (9002/0888) Dr. Ashish Rirnrchir0drir o l)cshmukh-sile l0l2-V I .0-09-Jun-2022
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obtaining or retaining business or gainitrg any improper brtsiness advantage

Principal Investigator, lnstittltion or SMO have not and will not in the tirture

directly or indirectly offer or pay. or authorize the ofIer or payment oL any

money or anything of value in an el]bn to influence any Government

Official or any other person.

10..1 I unding Reouirements. CRO $ill nrakc- tro pavment in addition to the funding set

oul in Attachmetll A (Stttdy Budget and l)attnettl lcrms) in connection rrith this

Agreenrent unless CRO has prospectivel-'- approved that expenditure in rrritlng All
irrvoices and any supplelrenlal docttlnents thal Principal Investigator. lnslittttion
and SMO submit to CRO or Pfizer under this Aglccnrent rnust be trLrthfttl and shorv

in reasonable detail qhat the requesled palnrent is fbr. Principal Investigator.

Institr.rtion and SMO will maintain trtle. accurale- ald cotnplete records (eg.

invoices, reports. slatements, and books) relating to the firnding and expenditures

ibr this Studv.

10.5 RiQhr ro Audit Ptizer has the light to takc all reasonable sleps alld actions lo ensurc

ent made b1, CRO on behalf of Pllzcr is properly and legitimatelythat cach paynl
tusetl. 'fo this end. Principal Investigakrr. Irrsliltrlion and SMO will permit. during

the lcrnr ofthe Agreement and lor three ycars aller the llnal pavtrtent has been made

untje'r'the Agreenlent. Pfizer's inlernal antl extcrnal ludilors access to any relevanl

hooks. documents, papers. and records ol'lhe Plincipal lnvesliSato[. Institrrtion and

SMt) involving lransactions t'elated ltt the Asrccnrcnt. Bccatrse this Agrecment

r!-latcs to a clinical study. there uill be accc'ptahlc'saltguards !'lnplo-ved in such an

audit to ensure confidentiality and Protcct thc privacl of the Study Subjects.

10.6 Failure to Cornplv. If CRO or Pfizer terrnirates lhe Study or this Agreement

becatrse of Principal [nvestigalor's or lnstitution's or SMO's brcach of any of the

provisions in this Anli-Corruption seclion. Principal lnvesligator. Institution ard

SMO rvillbe liable to Pfizer tbr danlages or renteclies as plovided by law Further.

Plirtcipal Investigator- Instittttion and SMO rvill indemnit.r'CRO and Pfizer against

an) third-part\ claim. fine. or penaltl against CRO or Pflzel lhat results liom such

a brcach by Plincipal lnvestiSator or lnstitution or SMO.

87451094 (9002/08ltli)-l)r. Ashish R0mchandrarno Dcshmukh-Sitc l0l2 V I .0-09-J trn-2 022

Four-Pan) lemplatc (lndia) Templalc Version: Jantlilr)'2020
23



Agreed to and Accepted by

ICON Clinical Research India Private Limited Dr. -Ashish Ramchitntlrrrlo l)eshnrukh

Plincipal Inlcstisutor
.lohn l.uke Title 2z- :l tt-( '.l!ja
[)rinted Na

h )

lin i al l lial \1 a cllt cnl C linical Pro ccl M
Title
DaIe \1 iuc\L Dnt"' 

Dn r: R: -esfi rrukh
x.o 0N&

P?ofess(r E HOD
De'Pt. of DVL

r nstitolertfffis!!Lir1ie 
& Hosp A'bad'

k^X"Ilz

llahatnu Gandhi Il issiou ( )l(i )l)
Iledical College & I I ospitr I

\eu
Tille
Datc' -v>-Ll L->-'t-

'l'irle

Date ztle l>o 2-2-

-\rrritngrhrtl Ilealth ( arc.t ll:scarr:h I-t-P (SllO)

r{1
Dr'. Lljrvala Krrlkaln i

Prinled Name
Dire clor
Titlc
Dalc 2z- Sun )-o2s2-

\ ltilc lr lr r.'n t \

Professor & H.O'O'
o" r" rt".IiiJ e t' a 

""acoio 
gY

llCnn's Medical College
Au ranga bad '

T qtlt6rrtED
Qrr[[|CSro.t2totlffitLS h, t.f. *r'oot th. f!d.

rreag$dfiladE,

Attrchnrcnt A
Attachnrcnl B
Attlchnrcnl (l
Attachnrcnt [)

StLrdy Budget and Paynrent 'I ernrs
lndernnification and Research lniLrry I'olicy
Equipment and Materials
Pfizer lnternational Anti-Bribely and Anti-Corluption Principles
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Attrch nlcnt A
Study Budget autl Pavment Terms

Pfizer Protocol # 87,15109,1

l. llavee Name and Address: Payment of thc sLrtus due Lrnder this Agreement u ill be made

pal,able to

l'l Name Dr'. Ash ish Rltnchandrarao Deshmukh

Pflzer assigned Site ID
Payce

t0ll
Auranga bad llealth Cale & Research L[,P

'Ihe SMO must provide CRO- in wliling. tull payment instructions for the payee listcd

above. including completion ofapplicablc pal rrrent processing forms, before any paYments

can be made under the Agreement. Thc SMO is obligated to irfotm CRO, in wliting. of
any changes or required updates ofpalmcnt instructions and/or bank details.

No other payments will be made to the SMO tlntil the tbllc,wing are completed: (l)
r.'xecution of the Agreement. (2) sr.rbnrission of all rcgulatory docunlents to CRO. and (l)
IRB approval.

If the Agreement is termiuated befbre all pa)'nienls are earned- the temainder ntLtst be

retnrned to CRO immediately in accordance rvith Section 13 (Refunds) below. If SMO
fails to do so, Pfizer, in its sole discrelion. nral'apply such unearned sums to pavmenls

othelrvise due in connection \\'itlr SMO patticipatiorr in anolher Pfizer study or nlav pu[stre

othel available remedies.

2. Pel Sub ect Cost The Per-subjcct Cost as dellned in Exhibit I is based upotr conrPletiorl

ol'all visits and procedures in accordance uith the Study specifications set forth in lhc

Plotrrcol. Payments will be calculaled based on Stttdy Data entered into EDC sYstenr and

l,ill be paid as long as the sitc is in conrpliance with the Protocol and the tetnrs ol'the
Agrcement including the subrnission ol'an invoice rvhete requircd. CRO will nlakc
payments on a quarterly basis rvithin fbrty'1;t'" (45) days of cornpletion of each actir it1

pcriod based upon the services conrpleted tluling the previous three (3) months. The initial
actrvity period willbegin on the flrsl dar ofthc nronth in which the first patient is screcned.

J. Additional TreatmentR€latcd Costs: ln adtiition to tlre Per-Su b.iect Costs. CRO rvil! pal'

SM O lor the other Additional l'rcatnrenl Related Costs as sct fofth il E:rhibit I . S MO shall

strbnrit reqLrests for palment lbr Additional Treatment Related Costs in accordance lith
Section l2 (Invoices & Payments). including submission of any back-Lrp docunrentittiorl
or rcceipts for pass-through cxpenses. An) costs designated as invoiceable in txhibit I

should be invoiced at the visits or tinre points specified thercin and not submittcd to third
party insulance payors.
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{. Other Studr-Ler el Costs: In addition to costs covered in thc othet' tu o sections of Exhibit
1. CRO will pal SNtO fbr the other Study-Level Costs as sct fbrth irr llxhibit L SMO shall
submit retluests lbr payment lor other Study-Level Costs in accordancc with Scction l2
(Invoices & Pal,ments). including submission of any back-up documcnlation or receipts
for pass-throLrgh expcnses. Any non-procedural pass-through expenses r.vill be paid only
in the amount actually incurred, up to the maximum amounts shol n in Uxh ibil I , with no

mark-up in cost. Anv costs designated as invoiceable in Exhibit I slroLrlcl be submitted tbr
pavment or invoiced. wlrere applicable. at lhe visits or tinre points speciliecl therein and not
submitted to thild paltv insurance payors.

5. Finrl P{\'nrenl: llrc llnrrl payment will be paid upon final leviel and acceptance of all
StLrdy Data lbl Sttrdy Sub.jects by CRO, completion of all le<lrriletl adnrinistralive mattcrs
by the Principal lnvcstigator and/or lnstitution, including- bul nol linrited to. resollttion of
all outstanding qLicrics. and the retunr of any Pfizer/CRO or Vendor'-plovirled L.quipment
requested by PIizcr'.

6. No Par mcnl. \\lO u ill n.rt bc paid fof any Study Sub.jects u'lrose er|ol]irerrl ir the Study
deliates fron', the Protocol's eligibility criteria or frorn uhorn Slud\ Data cannot be

analyzed because of Plotocol deviations, lack ofproper records or inconrplele. uncorrccted
or Lrnveriflable CRFs.

8. Standard of ('lre: ( oin pensatior lor all ['r'otoco]-r'ctlLrirerl actir itic: lo be pcllirlnred br
SMO is includeil in the budget as documented in Exhibit I

9. Screen Failures: A "Sclcen Failure" is a consented sLrbject sho Il il: lo nrcet the scleening
visit cliteria and is thus not eligible for enrollment into the Stud\. Scleen FailLrres rvill be

reimbLrrsed as oullined in Exhibit L To receive payment fbr Screen l-ailrrres. the Screening
CRFs musl be cornpletetl. SMO shall request payment Ibr cach Scleen Failure in
accordance with Scclion l2 (Invoices & Payments). specilyiug lhe carrdidate's screening
nur.rrber (ol othcl Lrniquc identifier) and the date ofthe Screen Failrrrc.

10, Patient Travcl Expcnses: CRO will reimburse reasonable travel expr'nses pef patient visil
during thc Stud) at tile rat!- sct out in the Budget (Exhibit I ). 

'l'rai cl re'inrtrrrlsenrenl rvillbe
issLrcd directly [-,1,SMO to the Study Subjects.

ll. Additional 'I'csting, l'r'catmcnl or Procedures The Parties a-srce that the Exhibit I

inclLrdes allTrial-related cosls. as referenced in the Protocol. SMO u,ill not be reimbursed
fol any additional tcsting. trcatment, or procedures not required b_'- the Plotocol or specified
in the Agleement oI this Attachment A. unless such additional leslirg. lreatnrcnt or
procedures are pre-approled by Pfizer ol CRO.
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7. Investiqational Drug: Per Section 8 ofthis Agreenrent. CRO rvill plovicle tlre Pfizel Drug.
The following additional Prolocol-required dlugs will be providccl a1 no charge or Ptlzer
will cover' the costs tl1'as indicated below:

. None



12. Iuyoices & Paynrents:
CRO will make payments within forty-five (45 ) days ofreceipt and approval ofinvoice

For any costs not in Exhibit l. requests tirl payment or reinrbursernent or invoices must llot
be submitted by SMO until a contract arlendment or a budget modification letter has becn

executed.

'Io expcdite paymcnt. such invoices car be accompanied by a copl ofthe amcndlnent

Invoices must be in the nanre ot' ICON Clinical Research India Private Limited and

submitted in English. Whele hard copy invoices ale required thel' should be subrn itted and

addressed to:
ICON Clinical Research India Private Limited.
Chennai ONE IT Palk. North Block - 4'l' Floor.
Pallavaram-Thoraipakkarn.
200 Feet Road- Thoraipakkanr.
Chennai - 600097. Tamil NadLr. lndia

lnr oices u ill bc submitted to:IPC-PSBUpal ntcnts(r?iconplc.com

The lollowing intbrmation shall be prol idcci u hen submitting an invotce

. Invoice number

. lnvoice date

. Invoice amount

. Date and description ofscrvice proyided as described in Exhibit I

r Principal Investigator Name
. Institutiorl/Center or Site Name and Address
o Pfizer assigned Site ld (as listed above)
o Protocol ldentifier or Numbcr
o Tax/VAT Registration Number
. Any Tax/VAT charge, relevant TaxlVAT percentage or indication ofa 'reverse

charge' as appropriate
o CRO Project Number
. CRO Address (listed above)

In the following limited circumstances Goods & Service Tax (GST) shall be added to any

sirllS )lrled in lhis Altachrnerrt A:

rvhere GST arises in accordance with GSTlegislation and lhe sanre is correctly charged in
the invoice raised:

Nlrere tlre SMO has listed its/his/hcr GS f rumbcr [rr"'lorv:
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rvhere the SM(J submits a valid invoice dr.rly signed by the ALrtholized Sigrratory containing
all particulars including but not limited to disclosing thc fbllorving details:

l. Complete bill from address (Site's)
2. Complete bill to address (ICON's)
3. Invoice Date
4. Invoice Number (Unique)
5. Princ ipal lnvestigator Name
6. Institution Name
7. Plotocol Number/CRO Study Number (as showr above)
8. Nature of Services provided
9. PAN ofthe Supptier / Site / Investigator
10. CS'f Registration number ofSupplier / Site / Investigator
I l. CST Registration numbel of ICON Clinical Research Indir Private Limited
12. Appropriate SAC/HSN Codes of product/selv ices being provided
13. 0% IGST - (subject to LUT, since ICON Chennai oillce is an SEZ unit)
14. IGS'I Rate % - (if not eligible for LUT ibl zero late IGST)
15. ICST amount - (if not eligible for LUT fbl zero late IGST)
16. If site is unregistered with GST, a confimratior (ernail /letter) required on the sanre

stating the clause under which they have not registered with CST
17. Bank Details

a.) Beneficialy name as per bank
b.) Account number
c.) IFSC (ll digit)
d.) Bank Name
e.) Branch

18. Email ID of the Site / Supplier for sharilg the renrittance advice, TDS cefiiticates
etc.

SNIO (;ST Number: 27ABRFA2l8 6RlZ.l

Failure to include required information on all rcquests fot paymcnt or leimbursenrent or
invoices rvill result in delayed payment.

13. Refunds: To confirm process fbr rctum of refunds- SMO shall contacl CRO at ICON
Clinical Research India Private Limited. Chennai ONE lT Park. Norh Block - 4th Floc,r.
Pallavaram-Thoraipakkarn. 200 Feet Road. 'l'holaipakkant- Chennai - 600097. Tamil
Nadu. lndia or at such other contacl as mav be comrrtrnicated from tinre to tinte.

14. Amendments: The fbllorving Study budget changes may be documented b1, a nrodification
letter signed by Pfizer or its autholized agent: ( l) increases in the tolal Study budget. rvith
o[ without modification of the payment schedule. or (2) modificatior] of the payn]ent
schedule with no change in total Studv budgct.
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15. Inquiries: All inquiries regalding th. rcasons lor any denial of, or faiiure to appro\e. a

request for payment or reirnbursement or invoice must be directed to the CRO I'M firl
87451094 at ICON Clinical Resealch India Private Limited. Chennai ONE I I I'}ark. Nolth
Block - 4th Floor, Pallavaranr - Thoraipakkam- 200 Feet Road. Thoraipakkaut. Che-nnai

600097, Tamil Nadu. India or such otlrer contact as may be communicated to Institr.ltiorl
from time to time.

16. Research Iniurv Treatment: I)ursuant to the lrr denrn ifi calion and Research ln.iurr policr'.
SMOwill promptly notifl CROofarrl Re-scarch [njury. Institutionrvillsubnritallinroiccs
for Research Injury treatrlrent in accoidance rvith Section l2 (lnvoices & Pavnrents)
above.

lnvoices for Researoh Injurv treatnlents nrust be separate tionr invoices subnritted firl anr
other protocol required treatnrents or services and be clearly identifleci as beirrt tbr a

Research Injury treatment. The lblloriing infbm)ation shall be provided rrher srrbrnittirrg
the invoice:

r Invoice number
o Invoice date
o Invoice amount associated rvith each AE/SAE
o Principal Investigator Name
r Institutionr'Center or Site Name and Address
. Protocol lderrtifier ol Nrrrrrher
o Subproject N umbcr' (if Pfizer supplied)
r Subject Identifier (i.c. as reported on the CRF)
. Date of AE/SAE Onset (i.c. as reported on the CRF)
. AE/SAE treatnrent(s) associated with each AE/SAE
. Date oftreatntent(s)
r AE/SAE end date (ifrot ongoirrg at the time ofinvoicing and ifconsisteni rvith

the CRF)
. AE/SAE evenl term

AE/SAE term(s) and treatnrel)t(s) spccificd in the invoice must match Stud\ Datir lepolted
on Case Repofi Forms and AE/SAE lblms to avoid delay in paytncnt.

8745 I 094 (9002/0888)_Dr. Ashish Ramchandralno Dcshmukh_Site I 0 I 2_V 1.0 09-Jun-2022
Four-Part)- Template (lndia) Templlte Version: Januar-} 2020

29
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INVESTIGATOR:PF-04965842 AMENDMENT: PA1

Dr. Ashish
Ramchandrarao
Deshmukh

STUDY NUMBER : 87451094 ARM/COHORT : INSTITUTiON:

TITLE

A D,O PARALLEL-GROUP
STUDY TO EVALUATE THE SAFETY AND EFFICACY OF
ABROCITINIB 1OO MG AND 2OO MG TABLETS iN
PARTICIPANTS AGED 12 YEARS AND OLDER WITH
MODERATE TO SEVERE ATOPIC DERMATITIS IN INDIA

cctD: 1012

COUNTRY/Currency : lndia - INR

OVERHEAD 30.00%

Mahatma Gandhi
Mission (MGM)
Medical College &
HosDital
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DESCRIPTION OF COSI

vtslTT VISIT E vlslT 9 vlstT 10 vlslTll

cosT

PSC Slruclure

TotalPSC (Maii Study

sor )

EOS I woek!
por EoT

(Main Study

onty)

(Sub(l]dy

OrlY)

(Substudy

0.lY)

E dyTennineton

(Subdudy

Paticipanl30nly)

0.00

{S!bnljdy
Partcipantc

only)

I .465 00 t0 1465 0c0 000 000 000 000
3l L.0 t0 1164 000 000 000 000

000

0.m 000

rncludes Berohl & We qhlI app cable

4 /16 00 30 14r48 1.00 4 716.00 0.00 000 100 4 716.00 000
Bnei Phys calExam nal on I 994 00 10 1994

I1418

0.00 0.00 000 000 0.m 0.00

V lal S gns 1038 00 110 100 l 038 00 00 1 038.00 100 1.038 00 00 1.038 00 1.00 1 038.00 1.ool 1 o38.OO

ECG 1400 00 30 3000 100 1 0!0.00 000 000 0D0 100 1 000.m 0.00

hemoglob n WBC nelliophh (%

absolLre) lymphocy':s {% abrolule) 653 00 60 3918 100 653 00 000 100 653 00 100 653 00 r00 653.00 0.00

ClmcalChemrslry

uDa. scr scysC lalScreenru only)

esl mated creal n ne c earaice AST

ALT lBl alkarne phosphahse

lotalcholesle.ol LDL VLDL HDL and

1 928 00 60 | 568 100 , ,rr.rrl 0.00 100 1 928 00 100 1928.00 100 1928.00 000
1 867 00 60 100 1 867 00 000 100 1 867 00

2 696 00

10c 1 867 00 I 867 00 000

2 696 00 60 16176 100 2 6!6 00 000 100 100 2 696 00 tc0 2 696 00 000
HIV fBsAg FCV 2 6/6 00 10 26/6 | 000

r 000 00

c00 000 0c0 000 00c
IGA I 000 00 60 6000 100 000 0 c"l 000

000
00c 000

EAS 92C 0! 6C 552! 1 00 9?0 0c 0 001 00c 000 00c
SCORAD

includes PoEM AOCT PP-NRS HSS

Ped-FABS 11 monllr rccall) HSS Pedr

FABS (1 year recal)as applrcable

700 0c 60 42C0 100 700 00

I 000 00

000 00c 000
I 000 00

000
Photography lor A0 es on I 000 0i 50 5000 1 110 r00 1 ocn 00 000

000

0cc r!! I 000 0c

I 750 00PR0s 8! 14c00 100 r i50 0c 000 000 100 I 750 00 100

600 0!. 60 4300 0m 000 100 800 00 100 800 00 000 0 rJ0

C.SSRS 2 196 00 70 15312

873324

100 21 aA tc0 2 196 C0 000 000 000 000

nc udes lnclus,on/E/clLrsion Cnlede

esl maled creal n ne. earance

Randomzalon nveslrqalonal Producl

Accolnrab I ryr Conrlaceprrcn Cileck

AEs SrEs and Concom lanl

Medcalon Monloing suppod lor

monronng urrs (rEmor€ / on-sle)

schedulng/pal€nl oLrueash and

2 854 00 306 3? 9132 8!

1756m

2r0 5 q93 40 ?3r 6 564 20 230 6 564 20 ?24

DE/Adm,n Fee (houdy rale) 1 756 00 120 21ot? 1C0 1755 00 r00 1 /56 00 r ilo 17t6 00 100 1 756 00 100 1756 00

PSC S$lotal

244 425 1A 32 352 80 11 983 40 3!2 20 17 342 2A 24682.30 | 5:7.40

PSC Sublotalwilh

311 83 A2 42 058 6,1 15 578 42 ?? 492 86 32 087.6.1

vtslTS

6 278.80 210 5.993
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TotalNumberoi

timesa prccodurc

Total 2otenlialPSc

I Day.28

SclPening
f Dayl

Bas.lim

Add I onal

Trealmenl Relaled

Cots

TO BEINVOICEO

T! lesl . 0uarld""ron fapplcabh per s le slandards 2 097 00 10 209i 1t0 2 l]gi Oil 000 000 000 ]t 00

E lesl.Manlour fapd cabh per s le slandards t4200 r0 542 '10 512 0C 000 000 000 0.00

Senrm Pregnancy lesl 221000 l0 ?214

r2550

r.m 2210.00 000 c00 000 0.00

Unne Pregnancy len WOCBP r25500 10 !1 00c '00 1 255 00 r00 :.255 00 100 1 255.00 r00 t h5.c0

Che$ f,ray. ncludes nleDrelalon and rspod f perionned al Scree ng 2 674 00 1t z614 11]0 2 614 01] 000 000 c.00 0.00

CTChesl' includes nte.pelalon and repo( i pefuflned al Screening 10 000 00 10 10001 1m 10 000.00 000 000 000 0.00

MRICh€sl- ncludes nlerpretalon md repon perforned al Srrcen ng r0 000 00 10 10000 1m 10000.00

1 !33 C0

000 000 000 0.00

PanrcipanlAssenl Subsludy Pa c paoh on y 1 033.00 1.0 1033 100 000 000 000 0.00

Knee MR . nc udes rnlerprelalon and rep0n Subsludy Pad cipanls only perprolocol 20 000.00 2A 4t000 100 20 000 00 0c0 000 000 0.00

Add onalSludy C00rd nalor Fee Subsludy

Assess knees ofpad crpanlfor relelanl

hslory Moo[or any dscofllnualroi

clllena for subsludy haw been melor nol

Appkabe fiom Screen nq lhrough Week 12 2 854 00 2A 5708

1755

075 2140 50 025 713 50 025 i13 50 025 713 50 0.25 713.50

oE/Adnr n F".e. SLrbslLrdy

Dspense ln\eslrgalona Prcduc1. Week l2

Subsludy PRo dataentry HSS Ped+-ABS

(1 nronlh recal) HSS Ped-FABS (1 year

recall) 1 i51i 00 t! 0s0 8;3 00 0 50 878 00 000 000 0.0c

Subsludy pa( crpanls ony 800 0rr t0 3r10 000 0,10 000 000

SummaryCods

PerSobjectCot Sublohl 244 425 40 10.841.S0 23000.30 19.292 80 1S 292.80

Additionel ConSubiolil 51.r4.50 2U650 1.368.50 ,968 50 1 965.50

Subtohl 333.395.40 92 416 4A 25 846 80 21261 30 28405.30 21251N

ol/e ead 100.018.62 2i 124.92 7.7U A4 6.378.39 ,521 59 6,378.39

INVESTIGATOR COST P ER SUBJECT with

ovefiead 133,{14.02 12t.111.32 33,500.84

1|11510()l i9l)01 0881i) l)r.,\,lrislr llrrr lclrxl(| xr l(r I)eshnrLrlilr SiLr l0l2 \'1.0 011-.lu1r-l0ll
I ,, rr-l'., r l.,r 'l.rl. rl I l.rr ,,1.,t. \'.r :,' . I. , . r\ j lr,

tl

Additonal Prcc0duresthel may nol rpply

loellPali€ih
I Week2 t W€ek4 t Weeka

WOCBP

l

26436.30

27,639.69 35,925.89 27,639.59
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Addilionel Procedures Sai nay nol

lpply hallPaionh

COST

TotalNumborol

I risg a procadurg

naloccur lolal Polenilal PSC

f
Week12

(iiarnStudy

EoT )

I

Week21

(Subdudy

Pa iciFarl

30nly)

t

Week36

($ub$dy

Padciprnl

s0nly)

f

Follor/{pVisrt

(S!b$rdy

Paiicipaib

onl,

Addilionallrealmenl

Re abd Cogs

TO 8E INVO CED

E tesl - 0Lrarrt leroi iaodcabepershsE4dards 2 09i 00 1l 2197 000 000 ct0 000 0m c.m

T!lEsl-Mario,n I apd cade Fr sile slandads

\{r]CBP

/J!CBF

512.00 10 542 000 0,10 000 000 cm cm

S""rum Prermcy hsl 1l 22r0 000 0ft t00 000 000 0m

!rne Pregnancy ksl 12550 100 1 255 00 100 1 255 00 i00 12$ 0 100 i 255 00 100 1255m 100 125tm

Che$ X.ny . ic Lrdes rhIFeHDn and

eM I performed al Scre"r Dg 2 6i4 00 26i4
"rt "i.i

I t00 001] !

,l rJ!r00 !00 0 001 il t1l t m

lti,il 0i0 !r Ltl t 000

'lril i.rl!r !l|1|1
"i 

00

20 ,10!r"rl 000 N 011 i 1ll 20 
"'r00 

0i

2t 0 713sii I l0 i00 0

CT Che$ . m Lldes ile,peGt on add

feEt 1 pdorme,J al Screen ng

[llR ahesl. m ud"'s nte0le6tor and

rcM Ic?4cri.ed al Sfie"qr ru

Pa( c panlAssent S-$rJo! Pad I p?ns cn I
Knse|,!R ' rcludes ileQrelalon and S!$rudy PadNpanlsorly prr

reml1 Lprolccr 2t c00 c0

AddIora Sludy CocdralorFeE

SLrhlddy

Assess kfees olpad aparlbr

re3,!nlh story Monhr 1aly

dsronlnLralon cikrE lor suhlLrdy

ha,r been irol o nol Aprtabe,rom

Scr"oeftig lhrcugh Wek 12

DElAdm lr Fe -S ubsrudi

SublLrdi PRo dala entry NSS Ped-

FIBS il monlh recalll ESS Ped-

FABS i1 year recalll 1 i56 itll 1C 1r'54 00c o ooi t0 000 0 00

DsprrEe lnEsl gat onal Producl - Week

12 Subtudy padcipants on y 10

l

1ml 800 00 NLC 0llc 0.i0 0.00 000

SLrmmayCosls

Per Subject Cost Sublobl 244025 4A 32352.80 11 903.40 1i N2n i 34224 246$2.80 1153740

Addllional Cosl Sirblolal 89 37C 00 2708.50 1 255.m r 2i5 r{ 1.255.00 212$.00 1255m

Sublolal 333395.40 $.121.30 13238.40 1,i 55; 2C 1955i.20 45".3i.80 12.19,44

0l/erhoad 5$i16 13,781.34

IIWESTIGATOR COST PER SUBJECT

\l/ilh 0yerhead 45,657.69 17,m9.git 24 1 2l-l6 24124.36 5971914 16630.12

EoS 4 weoh po{

EOT

(l,aii Sbny

PadidpanB only )

13341,i.02
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Additional Procedures Not included in the Per Subiect Cost (Procedures not tied to a specific visit) - All Fees lnclusive of
Overhead

Procedure Comments Cost

Local IRB/EC Fees - lnitial Review (10% TDS
included) To be invo ced one time f,oe 83.333.00
Local IRB/EC Fees - Amendment (10% TDS
included) 33.333.00

30 631.43
Applicab e to sL.rbjects who SF at Vrsit 1 Cost reflects V1

To be invo ced as ncurred

204 000.00B!d et T for 100o/o of s tes

with 2596 reduction. no overhead d. Max 3 SFs er site

one t me fee at closeout

2 592.20

300.00
1349.40

Br ef Physical Exam nai on - unscheduled vis I

eat or for unscheduled vrsit
t or for unsched!led visit

eal or for unscheduled visrt
ECG

Vital Sr ns-re

Screen Falls

llematol 848 90
Clinical Chemistry - repeat or for unscheduled
visit 2 546.40
Ccagulation Panel - repeal or for unscheduled
visit

Asclnca lrvo ce as ncurTedlly rnd caled

led lnvo ce as ncurredAs clnl
As cln cal ind cated lnvo ce as incu116d

As clinicall

As clinicall

As cllnicall indrcateC lnvo ce as ncutTed

rndicated lnvoice as ncurred

ndicated; lnvoice as incurred 2.427.10
3 504.80Lif,id Profile - repeat or for unscheduled visit As clinically ndicaledt lnvoice as incurred

635.70Urinalysis
Study Coordinator Fee (hourly rate) -
unscheduled visit
tlE/Admin Fee (hourly rate)- unscheduled
vis t

3 710.20

2,282.40

As clin call indicated lnvoice as racurred

As clinically lndicatedt lnvoice as rncurred

As clinically ndiaaled lnvorce as rncurred

As clinrcall rndicatedt lnvoice as rncurred

As clinicall ndicated

As clinicall ndicated

Sub ect Travel Reimbursement- Site

lnvoice as incurred

lnvoice as incurred

Cont nuous ECG l\,4onitorin

TB test - Quantrferon - repeat or for
unscheduled visit

Serum Pregnancy test - repeat or fo.
unscheduled visit

Urrne Pregnancy test - repeat or for
unscheduled v sit

TB test - l\,/Iantoux - repeat or for unscheduled
visit

Knee l\4Rl - ncludes interpretation and report
- unscheduled visil

As clinically ndicatedt lnvoice as incurred

To be invoiced as incurred Rece
As clinicall indicated lnvoice as ncrrrred

uired

Record Archrvin

Other Study Level
Costs

lf clinically indicated; includes Cardiologist one hour
lnvoice as incurred

26 000 00

2 726.10

704.60

631.50
000.00

4.'106.70

Cardrac Consultation

87451094 (9002/0888)-Dr. Ashish Ramchandrarao Deshmukh_Site I 012_V L0_09-Jun-1022
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Erhibit 2 to Attirchmcnt A

Beneficiary Details Form
lndia 0U lndiaA Strr.!r.rl rt Exaarlddco

Prtee oescrirti, lrickl
6T

City

""PPB SOlt, Enail Addr.s5 a
"' FErce R.p..*ril.tif,

ltut ndme a,,.t eman a.tJess )
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coo2loaaa 1012[]7451094

x
tl s 6ilt 7

ArrangaOa., Heal0r Ca€ & Rese6rch I I lr
si40

Stbp rc 126. CIS tu 12442,1, Chclan rEdc Cenlre
n31{)O 1

aa3OO,l9295

Qr'Uirry3!?. [uLl? ,@smail.com

dtuakulkao@gna'r coh
ah.ll

"PPR SOVJ EnaoA.ldre3s 2
"PP17 sow EnanAddEis 3

lvErBS,lvlD(Skrn & \41) DNB

E.nh Accounl Holder (n.m.) Arrangabad Healh (]are & Rescarch LLI,
Brnk AccdrnNumbe. 1Dnnd.toft) rin I to 16.ligli5

6

0

B

I DL) I

2 I

crrencyorPayment INR
A' RAN GAEIAD,JAINA ROAD BRANCII
Chelan Trade centrE,OPP SF School

INDIAN BANK

city

lco b standild payaent ntethdt is etectonlc/ wire talass lrdtk e.o@t i6 bt cMpatible
PatLe,,lst be tho ono. of th. b.n* etunt lisled belM Abrls )dmqttdl ts teg, Gd ldr p.ynonts lbcotupkte inlatnatid nay delay patlta.ts

l, the urdeEigned beneficiary/|, the signatory on the behallol the beneicrary, hereby declare that the intomation pro\ided in this aereficiary
Oetails Fom is bolh lru€ and corecl l. ltE undeEign€d ti€refciary/l- lhe signatory on the behalfofthe b€rctciary ack6@led9e that lhe
infonnalion I hat€ pto\ided llerein: t) .nay constitule personal data, and (ii) serEs io enable ICON to make payment/s lo melb rhe benelciary
on behall ot the Study S!6nsor in .ccordance wilh lhe Clinacal Sludy Agre€ment(s) t). lhe Sludy or Studaes which l/the beneficiary
par$c,pate{s) in as a Clinical lmEstigator/lnst,tution or member of the sludy ieam - each subsequent Study being subjecl to tlE erecution ofa
Clinical Sludy Agrem€nt l. lh€ undersigned b€nefciary/|. the signarory on llle behalfotthe beneficiary ackmwledge thal the p.eessang or
lhis data is neca.sary irr lhe perbrn3nc€ ot such Clinical Stody .qgreemenl(s) and urdcdake to prcmptly inft,m ICON of any changes to ihe
inbrmallon stated in lhe Aenefciary Detarls Form-
Furlhemoe l. lhe u.deBiqned bene-fciary/1. lhe signatory on llE beharofthe b€neicaary agree lhat ICON and SPONSOR m.y disclose for
any lawtul PUPose- witldn th€ir sole discElion, the lerms oflhis Agrcement. inclLrding wilhout limitaiion. the lotal comp€nsalion (including Ees
?nd e,.p€nses) payalrle or paiC FuEuanl to tns A!rcemenL l. the un.leE€nc<r benelclary/!. the srg naiory cn lhe behall oI trE berelicrary
consenl lo the Prccessirg olmy/benefciary p€Eanal d.ta by ttE Spohsor. ICON andlcr ils afiliates br llE aboE mertioned purpo.es and
grant my coNent br the transEr olmy/benefciary pereonal data to ICON ardror rts affliatE, Sponso(s), regulatory aulhon[es, audtuls and
sludy related personnel. l, the undeEisned Lleneliciaryll, the sisnaiory onthe behaliotlh€ benenciary underetand and asree that torthe
purPoses dcscnbcd abo',e mylbenefciary personal intlrmatron may be IransEr to lhird counlnes (such as the United States) trhich may not
Prcudc the same le€l of peEond data proteclion l@N will lake all easonable security pr€caulions lo pbteci you/benetciary peGonal dala
against all unlawtul 6ms oJ pmcessing
I. the urtersigned benet.iaryl|, the signalory on lhe behallol the b€netciary will notiry ICON immediately ofany changes lo the abo\r
benetciary details.

Payee raame rF'rf,l) Arrdnsabad Health Cae & Research LLp

Sirc l0l2

c
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Attachment B
INDEVTNIIFICATION AND RESEARCH IN.II]RY POLICY

Pfizer has authorized CR0 to bind Pfizer to the commitments in the policy described below

Pfizer agrees to indcmnily. defend or cover costs of defense lbr. antl hold harmless ("Indemnify") Ihe
Study investigators: arrl institution at which Study activities are corrclucted. its officers. agents. and
emplc'vees: and thc IRII/lEC that approved the Study (collectivell. "lnrlemnifier.l Parties") against any
demand or clainr lirl tlamages ("Claim") arising out ofa Resealch Iniury. the design oflhe Study. the
specifications ol tlre Study Prolocol. or Pllzcr"s use of Study l)ata.

Excluded fionr this Agreemenl to Indemnify are any Claims to lhe e\tent resulting from

(a) failure by any Indemnitied Party to conrply rvith the Protocol

(b) thilure ofanl lntlemnified Party to comply with any applicable law. the Rules or any governmental
regulations. or

(c) negligencc or lilllirl rnisconduct b1 anl lndcnrnificd Partl

Plizer. through CRO. lirllher agrees to rcimburse lDstitution tbr th!' aclual cost of diagnostic 1rtocedures
and medical trealmenl neccssary to lreal a Researclr Injur.v. Institution agrees to directly pay the providels
ofall such services. \vlrcther or not the provider is afflliated rvitli tlrc InstitLrtion. Institution acknorvledges
that neither Pllzcl nor CRO will directly interficc with or mal(e pryrncnts to providers or Stud)' Subiects

in connection $'ilh trcalment or plocedures ncccssary to treat a Rese rch ln_jury.

Research Iniurr. I or pulposes of this I ndern n itlcation and Resealch Injurl' Polic;'. the term "Research

Injury" means adverse cvent. physical injury. or illness caused b1- treatment or procedures requiled by
the Protocol that the Studv Subject rvould not have received ifthe Study Subject had not participared in
the Study. Principal lnvcstigator and Instituliorr agree Io providc or arrange fol prompt diagnosis and

medical treatment ofany Research Injury experienced by a Study SLrb.ject. Principal Investigatol tirrther
agrees to promptly notily CRO ol ary Researclr lnjury.

Notice and Cooperat iorr. I)rincipal Investigalor alrd Institution agrcc to provide CRO $ ith plompl notice
ol'. and Pfizer rvith t'ullcooperation in handling and resolving. anv Clainr that is subject to lndentnitication.
However. failure to provide timely notice will nol relieve Pfizcr of its obligation to Indemnify exccpt to
the extent that Pfizer is prejudiced by tlrc delay. Such cooperation uill include assisting Plizer in the
nranagenent ofa Clainr rrnt il it rs f'ully reso!r'ed. u h ich nrav entail Pfizci requesting and revieu ing nt edical
bills and records related to a Research Inlrrry. lf so reqLrested by Pfizer. Principal lnvestigator and
Institution agree to authorize Pfizer to carry out lhe sole nlanagernenl of def'ense ofan lndemnilied Clainr.

* Slight deviations that do not contribute to the injLrry orjeopardize the validity ofthe Study will
not be considered a failure to adhere to the Protocol.
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Sq €ment or Comoromise. No settlenrent or conrpronrise ofa Claim subject lo Indenrnification will be
binding on Pfizer without Pfizer's priol written consent. Pfizer will not unreasonahlv rvithhold such
consent of a settlernent or compronr ise. No party will admit fault on behalf of an-r nth", party o, enter
into a non-monetary seftlement thal places tirture obligations on another partv rr ithoLit the * ritr., upprouut
of the affected party.
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Attach rncnl ('
EQUIPMENT ANI) NIA I I]ItIALS

CRO/Pfi zer-Providerl llq u it)nren I rtn(l i\trterials

CIRO/l) llzcr'-l'nrr. itled EclLripment

CllO ol Irlizcl u ill provide the equiprnent identilicd bclorr, 1"( RO Equipment") for use by Principll
lnvcsligatol ol Irrsliltrtion in the conduct or repolting ol-thc StrrLlr: NONE

( R() l'llzcr-l'ror id,:d \latcrials

CRO or Pl'i2,.'r rr ill prolide the proprietary nraterials o\\ n!'d or licensed by CRO or Pfizer and
identillcd bclorr ( CRO Materials") for use by Prirrcipal lriresligalor or Institution in the conduct or
repon ing ol rlr!. srud).

Matcrials Srppiicd: NONt.

Vcnrlor'- l'r'or irlcrl Ertui pnrent or M:rterials

CRO or l'!izcr rrill anange fbr a vendor to provide thc lirllrrrrirr! equipnrent or proprictar) rrrrrlcrials
("Vcnrlor l'l'opelt),") tbr use in lhis Study: NONIr

Ownersltip. ('R.O EtlLripnrent, CRO Materials. anti Vcnrlol I)lopcrty arc and remain the property o!-
CRO. l'Jlizcr. tlre' r cndor. or the licensor. as the case nray bc'.

Rcsponsibilitics. l-hc partl receiving and using lhcrrr rr ill hear the risk of loss or damage to C RO
tqrriprrrcnt. ( ll() Matclials, and Vendor Propertv. Il'an\ ( RO Equipnrent. CRO Materials. or Vcndot
Propcrl) mrst be lc'placed by CRO. Pfizer or vendor during Sturlr conduct as the resuh of loss or
danralrc br l part\ ro this Agreement. CRO reservcs thc righl lo tletluct. from future Study funding
pa)nlenls. lhe co\t 1o CRO ol Pfizel ofthe leplacenlcnts.

Liabilitr. Ncithcr CRO nor Pfizer has any liability lor danrlges ol'arrv solt, including personal ilrirrrl
or propcrl\ drnlrge. resulting from the use ofCRO l:quipnrerrt. CRO Materials. or \/cndor Property
erce pl lo lhc c):turl that ( l ) such damages were cat:scd b1 lhc rre lligence or u illliri misc,lr]duct of ( RO.
Pllzct. or llrc rcntlor or (2) a personal injurv corrstitLrtcs u l{csearch Iniury to a Study Subiccl. its

desclibe'd il Alllchmcnt B to this Agreement.
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Pfizer has a long-standing policl l'orbidding bribery and corruption in the condLtct ofour business in the
United States or abroad. Pfizer is comn.ritled to pelforming business with integrity. and acting ethically
and legally in accordance rvitlr all applicablc laws and regulations. We expect tlle same commitment
from the consultants. agents. represcntatives or other companie-; and indi.,itlLrals acting on our behalf
("Business Associates"). as well as those acling on behalfofBusiness Associales (e.g.. subcontractors).
in connection rvith work fol Pfizcl.

Bribery of Government OfJicials

Most countries have laws that forbid nraking. offering or promising any payrncnt or anything of value
(directly or rndirectly) lo a Governrnert Olflcial ivhen the payrnent is intcndcd to influence an official
act or decision to award ol retain business.

"Government O{frcial" shall be bloadly interpreted and means:

(i) any elected or appointed Government official (e.g., a legisiator or a nrember ofa Govemment
m inistry);

(ii) any employee or individual acting 1br or on behalf of a Government Official. agency. or
enterprise performing a governmental function, or owned or controllcd lry. a Governnrent (e.g.,

a healthcare professional employed by a Government hospital ol researclrer employed by a

Government university):

(iii) any political party of'ficer. candidate for public office, officer. or enrployee ol individual acting
for or on behalf of a political party or candidate for public office:

(iv) any employee or individLral acting for or on behalfofa public international organization;

(v) any member of a royal family or member of the military; and

(vi) any individual olhelwise categorizerl as a Government Official undel lau.

"GoveInment" means all levels and subdivisions of governments (i.e.. local. regional. or national and
administrative, legislative, or executive).

Because this definition of "Govenrmert Official" is so broad, it is likely that Business Associares vrill
interact with a Govenlment Official in the ordinary course of their business on behalf ol Pfizer. For
exarnple, doctors employed by Govelnment-owned hospitals would be considered ''Government

Officials.''
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PI-IZER IN fERNATIONAL ANTI-BRIBERY ANI)

ANTI-CORRUPTION BUSINESS PRINCIPLES



The Ll.S. Foreign corrupt Practices Act (thc "FCI,A") prohibits making, proniising, or authorizing a
payment or providing anylhing ofvalue to a non-l I.S. Govemmert Official to irnproperly or.orrupily
influence that olficial to perform an], governmcnlal act or make a decision to assist i companr, in
obtarning or retaining business, or to otherwise gain an irnploper advantage. The FCPA also prohibits a
company o[ person fiom using another company or individr:al to engage in any such activities. As a L].S.
compan)'. Pfizer mr:st comply with the FCPA and could be held liable as a result of acts cornmitted
anywhere in the world b1, a Business Associate.

Anti-Bribery and Anti-Corruption Principles Ciorerninq Interactions with Goyernmclts ancl
Govern nrcnt Officials

Business Associates must communicate and abide by the follorving principles rvith regald to their
interactions tith Governments and Governrnent Olficials:

Business Associates. and those actinq on their behalf in connection ,r,ith work for pfizer. mal
not directly o| indirectly make, prornisc. oI authorize the making ofa corrupt par nrenr or pror ide
anylhing of valLre to any coveurment rJfficial to induce thal Government official ro pcr.forrr anv
go\ernrnental act or make a decision to hcip pfizer obtain or retain busirress. Btrsines.s
Associates. and those acting on thcil behalf iir connection with work for Pfizer, nrav never lrake
a palrncnl o. offer any item or beneflt to a cioverrmenl official. regardless ofvaluc. as an
improper incentive tbr such Governnre,t official to approvc, reimburse. prescribe, or purchase
a Pfizer' Product. to influence the outconre of a clinical trial. or to otherwise bcncljt Ptlzcr's
bLrsiness aclivities improperly.

In condLrcting their Pfizer-related activities. Business Associates. and those actins ori their behalf
in conncction rvith rvork for-Pfizer. rnust Lrndersland and conrplv uith any local livs. r.egulations.
or operating procedures (includin-u requirenrents ol'Covernment entities such as Gover.lnrenl-
ou'tted hospitals or research institutions) thal irnpose lirnits. restrictions. or disclosure obligations
on- compensation. financial support. donatiols- or gifts that may be provided to Goveinnrent
Ofllcials. Ila Business Associate is uncertaiD as to the meaning or applicability ol any identificd
limits. restrictions. or disclosute requirements with respeci to interactions uilh Governrnent
ofllcials. thar Business Associate should consuit rvith his or her primary pfizer contacl befbre
enuauing in such inleractions.

Business Associates. and those acling on their behalf in connection with uork for pllzer. are no1
permitted to offer facilitation paynler)ts. A "thcilitation payment" is a nonrinal paynlenl to a
Gove.,ment official for the purpose ofsecuring or expediting the pertbrma,ce ofa r..Lrtine- non-
discretiorar'1' govcrnnrental action. Examples of facilitation payments irrclude pavmcntr; tc
cxpedite the processing of licenses. pernrits or visas fbr rvhich all paperrvork is in orier.. In the
event that a Busincss Associate. or someone acting on their behalf in connection rvilh work for
Pllzer. r'eceives or bccomes awarc ola request or demarrtl for a lacilitation pal,nrent or bribe in
connectiott rvilh rvork lor Pfizer. the Business Associate shall repor-t such rciquest or clenrand
promptll, to his ol her primary Pfizer contact betbre taking any furlher action.
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Commercid Bribery"

Bribery and corruption can also occur in non-Govemment, business to blsiness relationships Most

countries have laws uhich prohibit offering, promising. giving. requesting. receiving, accepting, or

agreeing to accept money or anything of value in exchange for an improper business advantage'

e"*ampi"r of prohibited conduct could include, bul are not limited to. ploviding expensive gifls, lavish

hospitality, kickbacks. (]r investntent opportunities in order to inlproperlt induce lhe purchase ofgoods

or slrvices. Ptizer colleagues are not penrritted to offcr. give. solicit or accept bribes. and we expect our

Business Assoc iates. an{ those acting on lheir behatf in connection rr rth u ork 1br Pfizer, to abide by the

sanre principles.

Anti-Bribery and Anti-Corruption Principles Governing Int€ractions \r'ith Private Parties and

Pfizer Colleagues

Business Associates nlUst colnntunicate and abide by the follo$ing principles with regard to their

interactions with private parties and Pfizer colleagues:

. Business Associatcs. and tlrose acting on their behall in connectiot) rr ith work for Pfizer, may

not dircctl,\ or intlircctly rnake, promise. or authorize a corl.trpt pa.vnrent ol provide alrything of
valLre to ariy persou to influence thal person to provide an unlawfttl btrsiness advantage for Pfizer.

. Business Associates. ;rntl those acting on their behalf in connection rvith work for Pfizer. may

not dircctl) or rndircctly. solicit. agree to accepl, or recei\e a pa!ment or anything ofvalue as an

impropcr incentivc in connection with their business activities perlbrrred fol Pllzer.

. Pfizer collcagucs are r)ot pennitted to receive gifts, serviccs. perks. enle ainnlent, or other itents

of ntorr. than token or nominal monelary vulue fiom BLtsiness Associates. and those acting on

their b"-half in conrrection wilh rvork for Pfizer. MoLeor et. gilts ot nomirral value are only

permined if thcY arc received on an infrequent basis and only at appropriate gift-giving

occasiotrs.

Reporting Suspetlei or Actuul Violations

Business Associates. and those acting oll their behalf in connection u ith rvork fbr Pfizer. are expected

to raise concerns lelate{ to potential violations ofthese lnlernational Anti-Briberl'and AntiCorruption
Principles or the law. Such reports can be nrade to a Business Associate's primarv point of contact at

Pfizer, or if a Business Associate prefers, to Ptizer's Compliance Group by e-mail at

corporate.conrpliance Opfizer.com or by phone at I-212- '133-30)6.
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CRO Clinicsl Tral Ayreement 

1. 

"protocol" shall mean the Protocol LYT-10M-2/22-204: "A Randmived, Drhde tlind, Foar 
Arm Active and Placeho-controlled De-finding Trial to Evaluate the fieacy, Toerahility, 
Safety and Doe Respone of LYT-109 in Patients with ldiupathie Pulmamary Fitronis IPTY 
and all curret and future arnendmerts thereo s sigped rd gprwed try the rvestigaan each of 
which is incorporated into this AgeemeTt hry this refae. Trial" shall mean the ndues of the 
clinical trial as set forh in the Protoxol. Thís Trial will be a Multicerter Trial with each Irrvestigto 
completing up to 5 subjets. "Enrolled Subjet" shall mean ary subject adrnitted to participate n 
the Trial in accordance with the terns and cnditions of the Protca). Cinical Trial Drug shall 
mean Sponsor's (as defined below) investigaional drug 1.YT-109 

2. 

Terms 

3. 

Term of the Agreement 
The terrn of this Agreenent shall commence on the date that it is fully ezeted ard shall terminate 
six (6) months after the earlier of the following (i) the dzte the Trial is ampleted in accordace 
with the terms of the Protocol and thís Agrenent and final clínical research data is received ard 
approved by CRO; or (ii) the date the Trial is terminated as provided for in Section 7 herein. 

Investigator Obligations 
The Investigator shall diret the Trial and in connection therewith shall (and shall ause cach 
member of the Trial Team [as defined below] to) sdhere to thás Agrement and the Protocol, all 
applicable foderal, state and local regulations and guidelines, inciuding the clinical practice 
requirements as are specified in the New Drugs and Clinical Trials Rules, 2019 and Good Chnical 
Practices guidelines are met and acording to the Drugs & Cosmetics Rules, 1945. all relevant 
laws and ethics prevalent in India and "Good Clínical Practices". Strict compliance by the 
Institution, Investigator, and the Trial Team (2s defined below) with the Protocol and this 
Agreernent is required. 

CRO will provide Investigator with a template informed consent forn. The Investigztor shall 
complete the template with the Investigator's and Institution's information. The Investigator may 
also add any other particular information required under any applicable law. If the Investigator 
makes any changes to the text of the informed consent form, it shall be returmed to CRO or 
designee for review and approval prior to submission to the Institutional Ethics Committee (IEC). 

The IEC shall receive a copy of the Protocol and the informed consent form as part of the original 
submission to the IEC for written approval. Any modifications to the Protocol or the informed 
consent fom recommended by the Investigator or the IEC, after IEC review, must be brought to 
the attention of CRO. The Protocol and the informed consent forn may not be altered without the 
prior written consent of CRO. If Protocol modifications are made after IEC approval has been 
obtained, these modifications must also be approved in writing by the IEC. If appropriate, the 
informed consent form approved by the IEC shall be modified to reflect changes in the Protocol. 
The modified informed consent fom shall also be submitted to the IEC for written approval. Prior 
to each Enrolled Subjed beginning the Trial, Investigator shall cause such Enrolled Subject to 
execute the final informed consent form approved by the IEC and CRO (the "ICF"). As required. 
and from time to time, the Investigator shall be responsible for obtaining additional IEC approvals 
and for submitting IND Safety Reports to the IEC. 
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CRO - Clinical Trial Agreement 

The Investigator shall submit the following documents to CRO for review and approval before 
conducting the Trial and shall retain copies for FDA review: (i) a signed Statement of Investigator 
form (Fom FDA 1572) with the Investigator's curriculum vitac or other statement of qualification 
and that of any sub investigators named on Form FDA 1572 attached thereto; (i) documentation of 
IEC approval of the Protocol and the ICF; (iii) a signed copy of the Protocol, including any 
subsequent amendments thereto, (iv) a properly completed and signed Financial Disclosure Form 
for each person listed on the Fornm FDA 1572, (v) a signed Investigator undertalking to the Drugs 
Controller General of India (DCGI). 

The Investigator thoroughly understands the Protocol and, as of the date of signing this Agreement, 
has no further questions or concerns about the Trial's design or conduct. Notwithstanding the 
foregoing, in the event of a conflict between the terms and conditions of the Protocol and the terms 
and conditions of this Agreement, the terms and conditions of the Protocol shall prevail for the 
interpretation of medical and scientific matters and the terms of this Agreement shall prevail for all 
other matters. 

The Investigator shall exercise independent medical judgment as to the eligibility of cach subject 
in the Trial (subject to the guidelines set forth in the Protocol) and, before including any subject in 
the Trial or initiating any Trial related procedures, shall cause cach subject to execute a copy of the 
ICE. Investigator shall maintain independent records that corroborate subject eligibility and show 
that each subject executed the ICF before inclusion in the Trial. Investigator shall make available 
to CRO a copy of each Enrolled Subject's executed ICF. 

The Investigator shall have a trial coordinator (or sub investigator if there is no trial coordinator) to 
assist the Irnvestigator with the administration of the Trial. The Investigator may have one or more 
sub investigators work on the Trial. Each such sub investigator shall be under the direct control 
and supervision of the Investigator and shall be subject to all of the terms and conditions of this 
Agreement, including all obligations of the Investigator, and Investigator and Institution shall 
remain fully responsible and liable for such trial coordinators or sub investigators. No sub 
investigator may work on the Trial unless he or she is qualified through the appropriate level of 
experience and training necessary to conduct the Trial. Each sub investigator's name shall appear 

in the appropriate section on the FDA Form 1572. 

In accordance with federal regulations, the Investigator shall provide careful custody and accurate 
dispensing records for the Clinical Trial Drug. In addition, the Investigator shall retain shipping 
invoices for supplies received from CRO. 

The Investigator represents that: (i) Investigator is permitted to enter into this Agreement and 
perform the Trial; (ii) the terms and conditions of this Agreement are not inconsistent with and do 
not conflict with Investigator's present employment and other contractual agreements; and (ii) 
Investigator has the experience necessary to perform the Trial. 

Institution represents that it has the staff, facilities and subject population necessary to perform the 
Trial. 

The Investigator and each sub investigator, trial coordinator, lab personnel, and any other 

Institution employee or agent associated with the performance of the Trial at the Institution 

Protocol Number: LYT-100-2022-204 
Site : Mahatma Gandhi Mission (MGM) Medical College & Hospital 
CTA India Template Version 01 Final 

Date 07-Feb-2023 

AResearc n India 

Bangalore 

OAON pY 

Page 3 of 20 



CRO- Clinical Trial Agreement 

(hereinafter collectively referred to as the Trial Team") shall be available during normal business 
hours for consultation with CRO or its designee by telephone and during periodic site visits to 
assess Trial progress. 

If the Investigator leaves the Institution or otherwise becomes unavailable during the term of this 
Agreement, the Institution may nominate a replacement subject to CRO's approval, in CRO's sole 
and absolute discretion. 

4 SMO Obligations: 

1. SMO will manage Study Operations and Study services as directed by Study protocol for the 
duration of the clinical trial. 

2. SMO will appoint Clinical Research Coordinator (CRC) who will be the point of contact for 
Sponsor & CRO and ensure smooth conduct of trial at the site. 

3. The Investigator and Institution and SMO and Study Staff acting as independent contractors of 
Novotech and Sponsor and shall not be considered the employee or agents of Novotech and 
Sponsor. 

4. Neither Novotech nor Sponsor shall be responsible for any employee benefits, pensions, workers 
compensation, withholding or employment-related taxes as to the Investigator or Institution or 
SMO or their staff 

5. It is hereby agreed and acknowledged by the Parties and Sponsor that Novotech has no 
relationship whatsoever with the SMO and that the SMO is acting as independent contractor of the 
Institution. 

4. SMO agrees to abide by all obligations placed on institution in the provisions of this Agreement 
concerning Confidentiality (section 9), Publication (section 10), Property of Sponsor (section 11), 
Debarment (section 12), and Indemnification (section 14). 

5. Clinical Trial Drug 
CRO shall provide Investigator with a clinical supply of Clinical Trial Drug for administration 
during the Trial in accordance with the Protocol and this Agreement. The Investigator, Institution, 
or any menmber of the Trial Team shall not distribute the Clinical Trial Drug to any other person 
except in connection with subject treatment pursuant to the Protocol. None of Institution, 
Investigator or any member of the Trial Team shall use or promote the Clinical Trial Drug, except 
as specifically described in this Agreement and the Protocol. Institution, Investigator and the Trial 
Team shall administer the Clinical Trial Drug only to Enrolled Subjects under Investigator's direct 
supervision. If requested by CRO in writing, Investigator and Institution shall be responsible for 
the destruction of all unused supplies of the Clinical Trial Drug if the Trial is terminated, 
suspended, discontinued or completed. 

It is understood that the Clinical Trial Drug provided hereunder is experimental in nature. CRO 
makes no representations or warranties, express or implied, including, without limitation, any 
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implied warranty of merchantability, fitness for a particular purpose or non-infringement, 
regarding the Clinical Trial Drug, any information supplied by CRO hereunder or any other subject 
matter of this Agreement. Additionally, CRO makes no representations of any kind, express or 
implied, regarding the safety or efficacy with respect to the Clinical Trial Drug in any form. 
6. Safety 
The Investigator shall notify CRO immediately of any deaths or Serious Adverse Experiences (as 
defined in the Protocol) in Enrolled Subjects whether or not such events are believed to be 
associated with the Clinical Trial Drug. These events, regardless of cause or relationship to the 
Trial, shall be reported directly to the Medical Monitor identified for the Trial and followed by a 

written report to the following address: 

Medical Monitor: Ganashree P. (ganashree.p@novotech-cro.com) 
CRO: Novotech Clinical Research India Private Limited 
Address: Level 3, Unit 302, 148 Embassy Square, Infantry Road, Bengaluru, Karnataka., 

560001, India 

7. 

Phone: +91 80 4551 4400 

The Investigator shall also bring all safety issues that are identified after the Trial is underway to 
the attention of his/her IEC. 

Trial Records 

a. Record Maintenance. The Investigator shall maintain independent case histories for 
each subject, including complete records of subject identification, clinical observations, and 
Clinical Trial Drug disposition ("Records"). Blank Case Report Forms (either paper or electronic 
format) will be provided to the Investigator by CRO or designee. The Investigator shall record all 
entries on Case Report Forms in a timely manner following each subject visit. The Investigator 
shall ensure all completed Case Report Forms are accurate and shall submit all such complete 
forms to CRO or its designee in a timely manner. Upon completion or earlier termination of the 
Trial, all Case Report Forms, completed or otherwise, shall be promptly returned to CRO. 

b. Record Retention. Institution and Investigator shall maintain the Records for two 
(2) years following the date a marketing application is approved for the Clinical Trial Drug for the 
indication which is being investigated or, if no application is to be filed or if the application is not 
approved for the Clinical Trial Drug, until the later of (i) two (2) years after CRO has provided 

written notice to the Investigator that the investigation of the Clinical Trial Drug has been 

C Record Access. During the term of this Agreement, Institution and Investigator 
agree to permit representatives of CRO or its designee to examine (and, as applicable, to make 
copies of), at any reasonable time during normal business hours: (i) the facilities where the Trial is 
being conducted; (ii) raw Trial data; and (ii) any other relevant information necessary for CRO or 
its designee to confirm that the Trial is being conducted in conformance with the Protocol, this 

Agreement and in compliance with applicable FDA laws and regulations and as per New Drug and 
Clinical Trial Rules 2019 to the Drugs & Cosmetics Rules, 1945. The parties acknowledge thai the 
FDA or DCGI may conduct independent inspections of the Trial under its jurisdiction. Each of 
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Investigator and Institution shall be obligated to inform CRO of the FDA's / DCGI's intent to 
conduct an inspection immediately upon such party's receipt of notice from the FDA / DCGI. In 
addition, the Investigator and Institution shall cooperate fully in such audits and inspections. 

The subjects' original medical records and other original source documents that are pertinent to the 
Trial shall be made available to CRO or its designee and/or the FDA / DCGI upon request. Subject 
permission for such access shall be obtained by having each prospective subject sign the written 
ICF before entering such subject in the Trial. No subject shall be enrolled in the Trial until the 
subject has executed the ICF. 

8. Termination 

CRO reserves the right to terminate the Trial for any reason upon prior written notice to the 
Investigator and Institution. CRO reserves the right to terminate the Trial without advance written 
notice if subject safety becomes a concerm to CRO, in its sole and absolute discretion. 

Upon termination, the Investigator shall deliver to CRO, at the expense of CRO, materials and 
information generated during the Trial including, without limitation, the Case Report Forms 
(whether or not completed) and safety information. Any unused Clinical Trial Drug will be 
destroyed on site or returned to CRO as directed by CRO. In case of termination, the payments due 
under this Agreement shall be prorated based on actual work properly performed in accordance 
with the Protocol and this Agreement as of the date of the termination. 

9. Confidentiality 
The parties acknowledge and agree that as among CRO, Investigator, Institution, SMO, and the 
Trial Team, Confidential Information shall be the sole and exclusive property of CRO or Sponsor. 
"Confidential Information" shall mean all information disclosed by Sponsor, CRO or its designee 
or developed by the Institution, the Investigator. SMO or the Trial Team and related to or arising 
out of the Trial, including, without limitation, the Protocol, Case Report Forms and all materials 
and information concerning CRO or Sponsor, the Clinical Trial Drug, and the Trial disclosed to the 
Institution, Investigator, SMO or the Trial Team or generated by Institution, Investigator, SMO, 
the Trial Team, Sponsor or CRO during the Trial. No Confidential Information shall be disclosed 
to any third party without Sponsor or CRO's prior written permission except to members of the 
IEC or those members of the Trial Team that have a "need to know" (provided such members shall 
agree to be subject to the confidentiality provisions set forth herein). Institution, Investigator, 
SMO and the Trial Team shall not use Confidential Information for any purpose other than the 
conduct of the Trial and the evaluation of its results, and shall promptly return to CRO all written 
Confidential Information, and any copies thereof, at the request of CR0. Notwithstanding the 
foregoing, the Institution may publish the results of the Trial in strict accordance with Section 9 
below. 

The Investigator, SMO and Institution each shall protect the Confidential Information from 
disclosure to third parties with the same degree of care each such party would protect its own 
confidential information, but in all cases, no less than a reasonable degree of care. In further 
recognition of the value of Confidential Information, each of the Institution, SMO and the 
Investigator acknowledges that it shall not engage in the reproduction of Confidential Information 
other than necessary for conduct of the Trial. When requested by CRO or at the termination of this 
Agreement, whichever first occurs, each of the Institution, SMO and the Investigator immediately 
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shall deliver to CR0 all Confidential Information and all copies thereof in its possession or in the 
possession of its employees, except for original Trial records, which shall remain the property of 
the Institution. 

The Institution, SMO and the Investigator cach acknowledges that (i) the covenants set forth in this 
Section 8 are essential elements of the transactions contemplated in this Agreement that, but for the 
agreement of the Institution and the Investigator and SMO to comply with such covenants, CRO 
would not have entered into such transactions, and that each of the Institution and the Investigator and 
SMO has consulted with, or has had the opportunity to consult with, counsel and has been advised in 
all respects concerning the reasonableness of such covenants as to scope and limit of timne; (i) CRO 

will not have any adequate remedy at law if the Institution, SMO or the Investigator violates the terms 
of this Section 8 or fails to perform any of its other obligations hereunder; and (ii) CRO shall have the 
right, in addition to any other rights it may have, to obtain in any court of competent jurisdiction 
temporary, preliminary and permanent injunctive relief to restrain any breach, threatened breach, or 
otherwise to specifically enforce any of such covenants or any other obligations of the Institution or 
the Investigator or SMO if he or she fails to perform any of his or her obligations under this 

Agreement. 

The provisions of this Section 9 do not apply to any Confidential Information which: 

(1) Institution or Investigator or SMO can demonstrate by written records was lawfully known to 
Institution or Investigator prior to receiving such Confidential Information either directly or 
indirectly from CR0; 

(2) is generally made nown to the public or becomes generally known to the public through no 
action or omission on the part of Institution, Investigator, SMO or the Trial Team; 

(3) is lawfully obtained by Institution or Investigator or SMO from sources independent of CRO 
who have a lawful right to disclose such Confidential Information; or 

(4) is required to be disclosed by law or court order, provided CRO shall be given written notice 
prior to such disclosure and the reasonable opportunity to protect such Confidential 
Information from disclosure. 

In any dispute over whether information is confidential," for purposes of enforcement of this Section, 
it shall be the burden of Institution or Investigator to show that such contested information is not 
proprietary or confidential, or does not constitute a trade secret," as that term is defined under 
governing law. 

10. Publication 

At the conclusion of the Trial, a single or multicenter (as appropriate) abstract reporting the 
primary results of the Trial will be prepared and presented at a meeting determined by CRO. A 
single or multicenter (as appropriate) publication may be prepared for submitting to a reputable 
scientific journal. Other publication of the results of the Trial is not permitted until after the 
presentation or publication of the single or multicenter Trial results are approved and presented. 
Institution shall submit all proposed abstracts, publications, papers or other written materials 
related to the Trial to CRO at least sixty (60) days prior to submission of such written materials for 
presentation or publication. If requested in writing by CRO, Institution shall withhold publication 
for an additional ninety (90) days from the date of such request to allow CRO to file a patent 
application or take such other measures as CRO deems appropriate to establish or preserve its 
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proprietary rights. Notwithstanding the foregoing, Institution shall not include any Confidential 
Information in any disclosure without the prior written consent of CRO, provided that the results of 
the Study may be published by Institution after Institution's compliance with the procedures set 
forth in this Section 10. 

11. Property of Sponsor 
Investigator, SMO and Institution acknowledge and agree that inventions (whether or not 
patentable), discoveries, processes, improvements, techniques, methods, formulations, 
compositions, specifications, designs, reagents, antibodies, skills, concepts, trade secrets, and any 
technical information, copyrights, patents, trademarks, know-how, documentation and data 
(recorded in any form and including, without limitation, the results of the Trial) relating thereto, 
and other intellectual property conceived, generated or reduced to practice as a result of the Trial or 
owned by CRO or PureTech LYT100, Inc. ("Sponsor"), prior to the Trial (collectively, 
"Technology") shall be the sole and exclusive property of Sponsor, and nothing in this Agreement 
shall be construed to confer upon or grant Institution, Investigator, SMO, or any member of the 
Trial Team any right, title or interest therein. Institution, SMO and Investigator hereby assign any 

and all right, title and interest, if any, in and to such Technology to Sponsor and Sponsor will have 
exclusive ownership rights to such Technology, and Institution and Investigator and SMO shall 
take all acts reasonably required to convey such right, title and interest in such Technology to 
Sponsor. 

Institution shall promptly notify Sponsor of any new Technology and shall provide reasonable 
assistance to Sponsor in gaining patent protection for such Technology. Sponsor shall reimburse 
Institution for all reasonable expenses incurred in connection therewith. Any patent application 
shall be filed, maintained, and prosecuted by Sponsor or its designee. 

12. Debarment 

Investigator warrants and represents that Investigator is not now, nor has Investigator ever been, an 
individual, corporation, partnership, association or entity that has been debarred by the FDA 
pursuant to 21 U.S.C. §335 (a) or (b) (a "Debarred Person"). 

Institution warrants and represents that neither it, nor any member of the Trial Team, is now or has 
ever been a Debarred Person. 

Institution further warrants and represents that no Debarred Person has performed or rendered, or 
will be pemitted to perform or render, any services or assistance relating to activities taken 

pursuant to this Agreement. 

SMO warrants and represents that it has not been debarred by the FDA pursuant to 21 U.S.. 
$335a, et seq. or under an equivalent provision of any country where the Services are provided, 
and it will not use in the performance of the Services any person or entity that has been debarred 
by the FDA pursuant to 21 U.S.C. §335a, et seq. or under an equivalent provision of any country 
where the Services are provided. 

Institution, SMO and Investigator further warant and represent that they have no knowledge of 
any circumstances which may affect the accuracy of the foregoing warranties and representations, 
including, but not limited to, FDA / DCGI investigations of, or debarment proceedings against, 
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Institution, Investigator, SMO or any other person or entity performing services or rendering 
assistance relating to activities taken pursuant to this Agreement. 

Institution, SMO and Investigator cach shall immediately notify CRO if such party becomes aware 
of any change in circumstances that would render any of the foregoing representations or 
warranties untrue or misleading in any material respect. 

13. Payment 

Grant payments hereunder will be made by CRO, to the payee identified in Exhibit A attached 
hereto and incorporated herein. Any delay in such payments shall in no way relieve Institution or 
Investigator of any of their respective obligations under this Agreement unless and only to the 
extent this Agreement is terminated pursuant to Section 8. 

14. Indemnification 

CRO agrees to indemnify, hold harmless, and defend Institution, its trustees, regents, directors, 
officers and employees (including the Investigator), physicians and all other qualified personnel 
working under their supervision (collectively, the "Institution Indemnitees") from and against all 
claims, demands, actions and proceedings (collectively, "Claims") which may be brought or 
asserted against Institution Indemnnitees to recover damages and losses for or attributable to bodily 
injury, sickness, disease, or death directly resulting from the administration of the Clinical Trial 
Drug, 

CRO's obligation to indemnify hereunder shall be conditioned upon: (i) the use of the Clinical 
Trial Drug and the conduct of the Trial in accordance with the Protocol, this Agreement and any 
other written information, instructions, or warnings furnished by Sponsor, CRO or its designee; (ii) 
IEC approval of the Trial, Protocol and ICF as required hereunder; (ii) ICF compliance with 
applicable law; and (iv) timely receipt by CRO, in accordance with Section 3 above, of an ICF 
signed by the injured subject prior to enrollment. 

The Institution and Investigator understand that the sole indemnification liability of CRO to the 
Institution Indemnitees will be the indemnification described above. 

CRO shall not be obligated to indemnify, defend or hold harmless any Institution Indemnitee and 
SMO's trustees, regents, directors, officers and employees (including the Designated Partner), 
physicians and all other qualified personnel working under their supervision (collectively, the 
"SMO Indemnitees") with respect to any claims, demands, costs or judgments arising out of: (i) a 
failure of any Institution Indemnitee and/or SMO Indemnitee to adhere strictly to the terms of the 
Protocol or this Agreement; (ii) a subject's pre-existing condition other than the condition that is 
the subject of the Protocol; (ii) negligence, malpractice, or willfiul misconduct by any Institution 
Indemnitee and/or SMO Indemnitee; (iv) a breach of any representation or warranty given by an 
Institution Indemnitee and/or SMO Indemnitee hereunder; or (v) a violation of any applicable 
federal, state or local law or regulation by any Institution Indemnitee and/or SMO Indemnitee. 

The Institution shall indemnify, defend and hold CRO, Sponsor, and their respective, shareholders, 
members, officers, director, employees and agents ("CRO Indemnitees") harmless from any and all 
liability, loss (including reasonable attorneys' fees) or damage they may suffer as the result of 
claims, demands, costs or judgments against them which arise or are alleged to arise from or are 
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connected with or are alleged to be connected with: (i)) an Institution Indemnitee's or any other 
Trial Team member's failure to adhere strictly to the terms of the Protocol and/or this Agreement 

except as provided above, including, without limitation, the enrolling of a subject in the Trial with 
a pre-existing condition unrelated to the condition being studied:; or (ii) an Institution Indemnitee's 

or any other Trial Team member's negligence, malpractice, or willful misconduct; or (iii) an 
Institution Indemnitee's or any other Trial Team member's breach of any representation or 

warranty or any applicable federal, state or local law or regulation. 

CRO's and Institution's agreement to indemnify, defend and hold the other harmless is conditioned 

on the indemnified party: (i) providing written notice to the indemnifying party of any claim, 
demand or action arising out of the indemnified activities within thirty (30) days after the 

indemnified party has knowledge of such claim, demand or action; (ii) permitting the indemnifying 

party to assume full responsibility to investigate, prepare for and defend against any such claim, 

demand or action; (iii) assisting the indemnifying party, at the indemnifying party's reasonable 

expense, in the investigation of, preparation for and defense of any such claim, demand or action; 

and (iv) not compromising or settling any claim, demand or action without the indemnifying 

party's prior written consent, not to be unreasonably withheld. 

Except as provided in this Section 14, no party shall be responsible or liable with respect to any 

subject matter of this agreement or any attachment or terms and conditions related thereto under 

any contract, negligence, strict liability, or other theory for (i) any loss or inaccuracy of data or cost 

of procurement of substitute goods, services or technology, (ii) any indirect, incidental, special or 

consequential damages or (i) any matter beyond its reasonable control. 

15. 

This Agreement is for professional services. Neither Institution nor SMO nor Investigator may 

assign, delegate or otherwise transfer any of its rights or obligations under this Agreement without 

the prior written consent of CRO. Institution, Investigator and SMO understand and agree that 

CRO may assign this Agreement in whole or in part to any affiliate or in connection with the 

merger, consolidation or transfer of all or substantially all the assets to which this Agreement 

relates. Furthermore, CRO may assign any of its obligations hereunder to an unrelated third-party 

service provider, provided CRO remains primarily liable for such obligations and shall have the 

right to enforce the terms of this Agreement. 

16. 

Assignment/CRO's Rights 

17. 

Survival 

The terms of Paragraphs 8, 9, 10, 13, 14 and 15 shall survive the expiration or termination of this 

Agreement, and any other provision of this Agreement that by its nature and intent remains valid 

after termination will survive termination. 

Entire Agreement 
This Agreement, including the Protocol, and Exhibit A, incorporated herein by reference, represent 

the entire Agreement between CRO, the Investigator, SMO and Institution with respect to the 

subject matter hereof and thereof. This Agreement may not be modified except in writing, signed 

and approved by the duly authorized representatives for each party. 
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18. Governing Law 
This Agreement is governed by the laws of India that are applicable to contracts negotiated, executed and performed within India. The parties agree that any claim or controversy arising out of or relating to this Agreement or breach thereof shall be settled by the competent Courts in Delhi as per the laws prevalent in India. 

19. Notice 
Except as set forth in Section 6 above, any notice required to be given under this Agreement shall be personally delivered by overnight commercial courier service with tracking capabilities, or by facsimile (followed by such commercial courier service delivery or certified mail) which shall be deemed given when transmission is confirmed, at the addresses specified below: 

If to CRO: 

Address: 
Novotech Clinical Research India Pyt Ltd. 

Level 3, Unit 302, 148 Embassy Square, Infantry Road, 
Bengaluru, Karnataka, 560001, India 

Attention: 
Email: 

General Counsel 
legal @novotech-cro.com 

If to Institution: 

Mahatma Gandhi Mission (MGM) Medical College & Hospital 
N-6. CIDCO, Aurangabad - 431003. Maharashtra. India 
Attention: Dr. Rajendra Bohra Dean 

Telephone: 0240-6601100 
Email: mgmmca@themgmgroup.com 
Institute Witness: Dr. Deepak Bhosle Professor & Head. Department of Pharmacology 
Telephone +917770087870 
Email: drdeepakmgm@gmail.com 

SMO Address: 

Aurangabad Health Care 

Attention: Dr. Renuka Madnurkar 

Mobile Number: +919420285937 

Email id: drrenuka.ahr@gmail.com 

Protocol Number: LYT-100-2022-204 
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20. 

The Institution, Investigator, SMO or any members of the Trial Team shall not be deemed an agent or employee of CRO, and none of these shall have any authority to bind CRO. As an independent contractor, neither Investigator nor any member of the Trial Team performing the Trial shall 
participate in any CRO employee benefit plans nor receive any other compensation beyond that 
stated above. Payments for services rendered under this Agreement shall be made in full at the 
agreed rate without any deductions for taxes of any kind whatsoever, this being in conformity with 
non-employce status. It is understood that any taxes that may be due and payable as a result of the 
payments herein specified by CRO shall be entirely the recipient's responsibility. It is understood 
that, as part of this Agreement, the recipient undertakes to pay all taxes on such payments for 
which it may be liable when due. 

21. 

Relationship of the Parties 

Use of Name 

Except as required by law, no party may use another party's name in any promotional material, 
advertising material, or other materials without the prior written consent of such other party. 

22. Trademark Usage 

No party shall use another party's trademarkS, service marks, trade names, logos or other 
commercial or product designations, for any purpose, without such other party's prior written 
Consent. 

23. Severability 
If for any reason a court of competent jurisdiction finds any provision of this Agreement, or 
portion thereof, to be unenforceable, that provision of the Agreement shall be enforced to the 
maximum extent permissible so as to affect the intent of the parties, and the remainder of this 
Agreement shall continue in full force and effect. 

24. No Waiver 

25. 

Failure by CRO, SMO, Investigator or Institution to enforce any provision of this Agreement shall 
not be deemed a waiver of future enforcement of that or any other provision. 

Force Majeure 
Neither party shall be liable for any failure or delay in its perfomance under this Agreement due to 
causes including, without limitation, acts of God, acts of civil or military authority, fires, epidemics, 
floods, earthquakes, riots, wars, sabotage, labor shortages or disputes, and govemmental actions. 
which are beyond its reasonable control; provided that the delayed party: (i) gives the other party 
written notice of such cause promptly, and in any event within fifteen (15) days of discovery thereof. 
and (ii) uses its reasonable efforts to correct such failure or delay in its performance. The delayed 
party's time for performance or cure under this Section 25 shall be extended for a period equal to the 
duration of the cause or sixty (60) days, whichever is less. 

26. Financial Disclosure 

For purposes of this paragraph, Investigator or any subinvestigator performing services pursuant to 

this Agreement, or any spouse or dependent child of Investigator or such subinvestigator, shall be 

jointly referred to as "Investigator Personnel." Before conducting the Trial, Investigator and 

Institution agree to submit a written disclosure of: (i) any financial arrangement in which financial 

compensation to any Investigator Personnel who performs services pursuant to this Agreement 
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couid be affected by the outcome of the Trial as defined in 21 CFR 54.2(a); (i) any proprietary 
interest by any Investigator Personnel in the Clinical Trial Drug or test product, as defined in 21 
CFR S4.2(c); (ii) any significant equity interest owned by any Investigator Personnel in CRO, as 
defined in 21 CFR 54.2(b); and (iv) receipt by any Investigator Personnel of any significant 
payments of other sorts as defined in 21 CFR 54.2). Investigator and Institution further agree to 
assist CRO, upon request, in obtaining any information and executing any documents necessary to 
comply fully with 21 CFR Part 54, or any rules or regulations therein. The Investigator and 
Institution also agree to update CRO with regard to any relevant changes in financial status that 
occur during the Trial and for one (1) year after Trial completion. 
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IN WITNESS WHEREOF, the parties have executed this Agreement as of the day and year first 
above written. 

INVESTIGATOR: Dr. Hafiz Deshmukh 

By: 

By: 

NAME & TITLE: Dr. Deepak Bhosale 

INSTITUTION: Mahatma Gandhi Mission (MGM) Medical College & Hospital 
NAME & TITLE: Dr. Rajendra Bora (Dean) 

By: 

SMO: 

By: 

Title: Professor &amp; HOD, Pharmacology Department 
Professor & H..D. 

NAME & TITLE: Dr. Renuka Madnurkar 
Designated Partner 

By: 

MGM'S EDICAL COLLLCi Date 
AURANGABAD 

Dr. HAFIZ DESHMUKH 
Assistant Profussor Dept. cí Pulinonary\25\ Reb12o 23 

Department of Pharmacology 
MGM's Medical College 

NGM Modical Collea 
Afangabad. Reg. NdDate 12/6 

Research 
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Per Subject Fee 

All costs are exclusive of any applicable TAXES/GST (18%) and TAXES/GST of 18% shall be 
added and paid whenever any invoice is raised. 

The CRO will pay INR 562,510 (includes 30% overhead charges) (local tax excluded) per subject 
who has completed the Clinical Trial in accordance with the Protocol. The complete budget sheet 
is attached as EXHIBIT A at the end of this trial agreement. 

Such amount is divided as follows: 

Visit Payment (INR) (Includes 30% 1OH) 

Sereening 
Baseline 

Visit 3 

Visit 4 

Visit 5 

Visit 6 

Visit 7 

Visit 8 

Visit 9 (Follow UP) 
Total Per Patient Fee 

85,800 

73,385 

58,175 

59,475 

55,575 

58,175 

54,275 

81,575 

36,075 

562,510 

The per patient fee above includes funds to reimburse the patient travel and food expenses for up to 
INR 5,000 per visit upon receipt of the actual receipts. 

A subject is considered as having completed the Clinical Trial when he/she has completed the 
specified Clinical Trial period and is evaluated per the Protocol. 

In case of subjects included but not having completed the Clinical Trial, the amount to be paid will 
be calculated according to the fees for the visits actually performed by this subject. Where visits 
are conducted but not all per Protocol tests performed, the CRO reserves the right to withhold 
partial payment at its discretion. No payment will be made for an ineligible subject incorrectly 
enrolled into the Clinical Trial or in case the subject did not complete the Clinical Trial due to 
negligence, malpractice, breach of Protocol, or any willfully wrong act or omission on the part of 
the Investigator or Institution. 
Protocol Number: LYT-100-2022-204 

Site : Mahatma Gandhi Mission (MGM) Medical College & Hospital 
CTA India Template Version 01l Final 
Date 07-Feb-2023 

Research 

Bangalore 

AON 
pajlu 
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CRO -Clinical Trial Agreement 

3 Screen Failures without a participant enrolled will be reimbursed, subsequent SFs will be based 
on the recruitment rate and at the approval of the Sponsor. Re-imbursement will be based on 
procedures that actual performed and against eCRF. For any Subjects that are randomized but are 
not administered Clinical Trial Drug or that do not complete the study, site will be compensated for 
those procedures that have been performed, pursuant to the per-patient study budget. 

The CRO will pay both the costs charged by the Independent Ethics Committee for review of the 
Protocol. 

Central Laboratories will perform all pathology tests. All costs associated with the Central 
Laboratory, including courier charges, are borne separately by the CRO. 

Unless otherwise agreed by the CRO in writing, the CRO will not be liable for any other payment 
other than those specified in this Agreement. 

The parties estimate that the whole Clinical Trial will cost approximately INR 562,510 (Includes 
30% 1OH) per patient (local tax excluded) assuming full enrolment by the Investigator of 5 
completed Clinical Trial subjects. 

Frequency of Payments 
Routine payments will be made quarterly based on the CRF sections that have been completed, 
monitored and collected up until that time. It is expected that CRFs will be completed by the site 
within 7 days of a patient's visit. 

A minimum of 30 days payment terms apply on receipt of invoice. 

Two final quarterly invoices will be withheld for the payment until: 

O the delivery of all CRFs, duly filled and revised and after the positive opinion on the 
part of the CRO regarding their filling; 

Oreceipt of all responses to the data clarification forms (DCFs) from the Investigator: 
O database lock has occurred; 

O the Investigator has returned all remaining Investigational Product; 
return and receipt of all essential documents from the Investigator; 

O the IEC has been informed of Clinical Trial closure by the Investigator: 
O return and receipt of CRO equipment from the Investigator. 

Protocol Number: ILYT-100-2022-204 
Site : Mahatma Gandhi Mission (MGM) Medical College & Hospital 
CTA India Template Version 01 Final 
Date 07-Feb-2023 
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CRO - Clinical Trial Agreement 

Method of Payment 
(please tick one box) 

D Please make payment by cheque. 

Payee Name: Aurangabad Health Care & Research LLP OR 

x Please make payments via Electronic Funds Transfer (EFT). 
Bank: Indian Bank 

Bank Account Name: Aurangabad Health Care & Research LLP 
Account No.: 

IFSC Code: 

Name & Fax No.: 

(for remittance) 

50516370521 

IDIB000A678 

+919420285937 

Protocol Number: LYT-100-2022-204 

Site : Mahatma Gandhi Mission (MGM) Medical College & Hospital 
CTA India Template Version 01 Final 
Date 07-Feb-2023 

Research ind 

Bangalore 

OA0N 
pajiu 

Private 
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CRO � Clinical Trial Agreement 

Trial Information 

Trial Name: 

Arm: 

Project: 

Phase: 

Indication: 

Table 1, Per Subject Fee 

Name 

nformed Consent Procec 

HRCT 
Handling CT scans, preparetonY 
Demogrephic nformabon 

ntial Hstory Onhy 
Socusicn/Ecuson Crterne 
Adverse Events Assessment 
Review Concomitant 

Phys Exem & Vitals Onty 
Brief Visit w/ Vitals 

Biood Colect, Ship & Prep (for 

Urne Colecion, Prep & Ship 
Dip Sbdk UA w/ Microscooy 

Cotinine test (urine) 
Heelthcere Res Ut Ques: 
Spir try 
Diffusng Copact 
Patient-intiated spirometry per 
EOG W/ terpret & Report 
K-BLD (55), EQ-5D (45) and 

OH? Total 

Sekted Oter Dred ss 

Name 

Y 

Y 

Adninister 1st trial medicaton 
Physician's Fees without Exam 
Study Coordioator Fee Per Visit 

Patient Daity Reimbursemert 

Y 

Y 

K-BLD, EQ-5D and SGRO 
K-BLLD, EO-5D and SGRO andY 
Review QUesionnires fo 

Randomzation 

Y 

Vtai satus assessment 

Compliance / drug 
Tral medicatton terminaton 
Diseose Specitk nterview 30 

Training On Heme Montoring Y 

Y 

Y 

Y 

OH? 

Iouantity 

Total Costs 

1.00 
1.00 

2.00 

9.00 

9.00 
2.00 
7.00 

8.00 

8.00 

8.00 
4.00 

8.00 

6.00 

3.00 

1.00 
100 

8.00 

100 

Per Patient Activity Totas: 

1 
7.00 
1.00 

1.00 

1otat 
Quantity 

1.00 
9.00 
9.00 

9.00 

1.0 

0 

1.00 

100 
43000 00 

3.000 00 

(om) zP 

Protocol Number: LYT-100-2022-204 

012-2021_Progressive Fibrosing Interstitial Lung Discase (PF-ILD) 

Standard Arm Post Award Update 75th percentile 16-Jun-20122 
012-2021_ Progressive Fibrosing Interstitial Lung Discase (PF-ILD) 

Phase III 

ldiopathic Fibrosing Alveolitis, ldiopathic Pulmonary Fibrosis, Interstitial 
Pulmonary Fibrosis, IPF 

1.0 

CTA India Template Version 01 Final 
Date 07-Feb-2023 

100 
1.0 

1 

1.00 

1.00 

1.00 

1.00 
1.00 

1.00 
1.00 

1.00 

1.00 

30,450.00 

1.00 

1.00 

10 

100 
26.900 00 

EXHIBIT A Grant payments 

100 

00 

00 

.00 

LO 

21.750.00 

23.000 00 

100 

190 

1.00 

100 

1.00 

100 

100 

1.00 
100 

100 

100 

1.00 

22,750.00 

L.00 

1.00 

23,000 00 

10 

109 

100 

1.00 

1.00 

19,750.00 

1.06 

23,000 00 

Site : Mahatma Gandhi Mission (MGM) Medical College & Hospital 

100 
100 

100 

10 

100 

100 

21,750.00 

23,900 00 

1 

15 

104 

0AON 

1.0 

1 

Bangalore 

14 

100 

100 
19 

10,750.00 9,7000 

1 9 

190 

23,000 00 23,800 00 B004 

4.79. 

paw 

19 

2.% 

1.306 

289 

2295 

3406 

13006 
J.006 

1290 

2.258 

1.500 
1606 

19069 

222.90 

2.650 

6.306.56 
16,906-4 

1500 36 
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CRO- Clinical Trial Agreement 

Overal Patient Cost 

Costs Not Charoed witth Overhead 
Costs Charged with Overhead 

Overhead at 30% 
Selected Cost Per Visit 

Name 

Table 2, Invoiceable Costs 

HRCT 

Televisit fee 

COVID-19 test 

Screen failure 

unscheduled 
visit 

Name 

Study Start-up 
Fee (one off) 

Study Close-out 
Fee 

Site 
Administrative 

fee (Telephone, 
Internet, 
Printing, 

Screening Treatment 

Stationery, etc) 
(per month) 

Calibration 
Syringe 

6,000 00,0 

19,800.00 
85,800.00 

Site Cost 

(INR) 

8,000 

1,000 

Y 

1,000 

Per Invoice 

Per Invoice 

OH 

Table 3, Site Level Other Direct Costs 

56,450.00 
16,935.00 

73,385.00 

30% 

Protocol Number: LYT-100-2022-204 

2,400 

3,000 

OH 

100,000 

50,000 

CTA India Template Version 01 Final 
Date 07-Feb-2023 

Treatnent 

Per 
Invoice 

Site Cost 

(INR) 

Per 
Invoice 

45,000 

300 

300 

Treatment Treatment Treatment Treatment 

44,750.00 45.750.00 

13,425.00 13,725.00 
58.175.00 59,475.00 

30% OH 

30,000 

alt 5 (W 

15,000 

42,750.00 

900 

12,825.00 

55.575.00 

N/A 

Total 
payment 

Site: Mahatma Gandhi Mission (MGM) Medical College & Hospital 

(INR) 

130,000 

nelt s wi 

To be paid on actual procedures performed up to full cost of 
Screening Visit, plus applicable overhead (+ PI and SC time) 

65,000 

44,750.0C 
13,425.00 
58,175.00 

3 SFs without a participant enrolled will be reimbursed, 
subsequent SFs will be based on their recruitment rate and upon 

sponsor approval. 

3,900 

To be paid based on actual procedures performed, including PI 
time, SC time and patient transport reimbursement, plus applicable 

overhead fee. 

45,000 

41,750.00 
12,525 00 
54,275.00 

Site Cost (INR) 

10,400 

1,300 

Dlscontinu Follow Up 
ation 

1,300 

62,750.00 27,750.00 
18,825.00 8.325.00 
81,575.0o 36,075.00 

Total 
cost/Patient 

OAON 

Payment Frequency 

To be paid upon SIV 

432,700.00 
129.810.00 
562.51000 

To be paid upon IRB approval 
date of study termination report 

Bangalore 

To be paid upon SIV until COV 

AResearç n India 

Pass through cost, pay upon 
receipt of a valid invoice by the 

pYju 
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CRO- Clinical Trial Agreement 

Archiving/per 
site (estimated 
for 25 years) 

Y 333,333 

Protocol Number: LYT-100-2022-204 

99,999.90 

CTA India Template Version 01 Final 
Date 07-Feb-2023 

433,332.90 

Site: Mahatna Gandhi Mission (MGM) Medical College & Hospital 

" The Institution will archive all 
relevant records for 25 years after 

the completion of the study at 
Sponsor's expense. 

" Document Archiving fee is 
based on actual inventory and 

invoice at the time of document 
storage to the Institution. 

" Payment will be made after 
submission of study completion or 
termination letter and upon receipt 
of a valid invoice by the Institute. 

esearch, Indi 
Bangalore 

lOnON 

vendor 

PriVate 
pYjju 
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CLINICAL TRIAL AGREEMENT 
This Memorandum of understanding, (hereinafter called MoU) between Mahatma 

Candhi Mission's Medical College & Hospital. N-6 CIDCO, Aurangabad 431003. 

Maharashtra. India (herein after called MGM Medical College & Hospital, Aurangabad) and 

(the second party) Hetero lHealthcare Limited Sy. No.80-84, Melange Towers, 4th Floor, "C 

wing. Patrika Nagar. Madhapur. Hyderabad- 500 081. Tclangana (herein after called HHCIL. 

Hyderabad) and (the third party). Grapecity Rescarch Solutions LLP, Shree Prasad. Block No 

D-2. Prakash Housing Society. Kalewadi Phata, Thergaon, Pune 411033, Maharashtra (herein 

after called Grapeeity Research Solutions LLP,Pune) entered into on this 16th February 2023 

Preamble 

MGM Medical College & Hospital. Aurangabad', 'HHCL, Hyderabad' and Grapecity 

Research Solutions LLP.Pune' are willing to jointly participate in the study "Comparative 

Clinical evauation of Eficacy and Safety Of Clotrimazole Vaginal Film vs Canesten V6 

Vaginal Tablet In The Management Of Symptomatic Vulvovaginal Candidiasis in non 

pregnant omen Open Label, Randomized, Comparative, Parallel, Prospective, Multicentric 

Study 

The Institute of the project will be Mahatma Gandhi Mission's Medical College & 

Hospital. N-6 CIDCO. Aurangabad -431003, Maharashtra, India. 

And 

The Investigator of the project will be Dr. Laxmi Rachakonda Nagbhushanan. 

Consultant Gynaecologist & Obstetrics. Department of Clinical Pharmacology and 

Therapeutics, Clinical Trial Centre, MGM Medical College & Hospital, Aurangabad. 

Maharashtra. India-431003. 

And 

The responsible person from the sponsor will be Dr. U. Shobha Jagdish Chandra, 

Head, Clinical Pharmacology and Therapeutics, Hetero Healthcare Limited, Hyderabad. 

And 

The SMO of the project will be Grapecity Research Solutions LLP, Shree Prasad, Block 

No D-2, Prakash Housing Society, Kalewadi Phata, Thergaon, Pune 41 1033, Maharashtra 

Page 1 of 6 
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Scope of MOU 

1his MOl will cover the joint efforts of MGM Medical (College & Hospital. Aurangabad. 

Maharashtra. "1111C1. Hyderahad", Telangana and 'Grapecity Research Solutions ILP, Pune". 

Maharashtra in the area of study titled "Comparative Clinical evaluation of Eficacy and Safety 

O Clotrimazole Vaginal Film vs Canesten V6 Vaginal Tablet In The Management Of 

Symptomatic Vulvovaginal Candidiasis in non pregnant women Open Label. Randomized. 

Comparative. Parallel. Prospective. Multicentric Study" 

Objective of the study to be done: 

1.To cvaluate the clinical efficacy of Clotrimazole Vaginal film as compared to Canesten V6 

vaginal tablet in the management of synmptomatic vulvovaginal candidiasis in non pregnant 

women 

2. To assess the safety of Clotrimazole vaginal film as compared to Canesten V6 vaginal tablet 

in the management of symptomatic vulvovaginal candidiasis in non pregnant women. 

Responsibilities of MGM Medical College & Hospital, Aurangabad 

1. Enrolment of non-pregnant patients with Symptomatic Vulvovaginal Candidiasis. 

2. Adherence to the study protocol. 

3. Evaluating Vaginal discharge, whiff test, pH measurement, Microscopic examination for 

budding filaments, mycelia, Vaginal signs and symptoms along with their severity scores 

Treatment Emergent Adverse Events, Acceptance of study medication by patient during the 

study. 

4. Conducting clinical evaluation at screening &baseline(day 0), day 3 (on telephone), and day 

7(at study site). 

5. Conducting Safety evaluation for any TEAEs at day14 (End of study). 

6. Reporting of adverse events to the sponsor. 

Responsibilities of HHCL, Hyderabad 

1. Shipping of study medication to the principal investigator as per schedule. 

2. Ensuring proper monitoring during the progress on the trials. 

3. Maintaining and retaining adequate records and reports. 

Page 2 of 6 



4. Ensuring that the investigation is conducted in accordance with the study protocol. 

5. Providing the investigators with the information thev need to conduct the investigation 

properly 

Responsibilitics of Grapecity Research Solutions ILLP, Pune: 

1. Managing the Study Operations and Study services as directed by Study prolocol for the 

duration of the clinical trial. 

2.Grapecity Research Solutions LLP, Pune" will appoint a Clinical Research Coordinator 

(CRC) who will be a point of contact with Sponsor & SMO and ensure smooth conduct of 

trial at the site. 

Following activities will be carried out by appointed CRC: 

1. Performing all the activities in strict adherence to the ICH-GCP guidelines, Schedule 

Y Indian GCP and regulatory requirement. 

2. Communication & Follow up with IRB/IEC Submission and Approval 

3. Patient Identification for assigned study from OPD or Hospital Database. 

4. Maintenance and update of Trial Master File (TMF), site binders and relevant files. 

5. Preparation for Site Monitoring Initiation Visit (SMV) and resolving all action items 

generated during previous visit. 

6. Conduct study according to International Conference of Harmonization (1CH) E6 and 

Indian Good Clinical Practice (GCP) regulation 

7. Assisting Principal Investigator (PI) in administrating ICF and its procedure 

8. Ensure protocol &applicable regulatory guidelines compliance and adherence. 

9. Assisting PI in patients pre-screening, screening enrolment and recruitment. 

10. Preparing source notes and CRF filling 

11. Communication with CRA/ Project Manager, PI, IRB/IEC, site for study updates 

12. Coordinate and schedule subject's regular follow up visits and procedures, maintain 

regular telephonic contact with patients to preventing lost to follow-up and missed 

visits. 

13. Managing clinical trial materials (CTM) maintenance, Accountability, distribution 

and logistics at site 

14. Coordinate all site specific queries-medical, administrative, subject reimbursements 
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and other. 

15. Reporting and coordinating all AE/SAEs according to their timelines as per regulatory 
norms. 

16. Filling up and maintaining trial related logs likes source documentation, drug 

dispensing logs. subject log. visit logs. Investigational produet log. temperature log. 
logisties log. SAE and EC communication log 

17. Documentation of protocol deviation as appropriate and communicate any impacting 

subject safety to the ethics committee. 

18. Attend study related meeting as appropriate 
19. Preparing sites for Auditing visits coordinate close out visit and Archival at site 

20. Preparation for Site selection visit and Site Initiation Visit (SIV) 

21. Regulatory Documents Collection 

22. Coordinate with central and local lab for logistics and sample flow 

23. Any other required activities during the trials. 

Administration: 

Overall responsibilities of the project will rest with MGM Medical College & Hospital, 

Aurangabad. Maharashtra. HHCL, Hyderabad, Telangana & Grapecity Research Solutions 

LLP. Pune. Maharashtra. 

Financial Arrangements: 

Funds for the projects will be from HHCL, Hyderabad, Telangana and the proportion of funds 

to be related to 'Grapecity Research Solutions LLP, Pune', Maharashtra are as follows: 

CLINICAL TRIAL BUDGET 
For 30 patients/per 

study 
15,000 x 30 

Total 
Per patient 

Complete charges 15,000 
4,50,000 

Institutional (1OH) 
overhead charges 

NA 30% 1,35,000 

(500x2x30)+ 
(500xlx5) 

Total cost excluding EC fee 
GST 18%% 

Total cost (+ GST 18%) | 

Lab charges 500 32,500 

6,17,500 
R1,11,1500 
7,28,650 

Note: Ethics committee fee will be provided separately according to the EC requirement. 
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Payment terms: 

1. Ethics committee fee will be paid along with the submitted EC documents. 
2. Total cost excluding EC fee i.e 6,17,500 will be paid in two instalments. 
3. 50% ofT 6,17,500 i.e., 3,08,750 will be paid after getting Ethies Committee approa for conducting the study. 
4. The remaining 50% i.e., 7 3,08,750 will be paid after completion of study. 
5. Payment will be done within 45 days from the date of receiving the invoice. 

. The payment invoice will be raised to Hetero Healthcare Limited. Hyderabad win 

GSTIN 36AABCH6890DIZJ. 

Payee Details: 

Payee Grapecity Research Solutions LLP 
Name: 

Pan card Number AAPFG8186L 

27AAPFG8186L1ZH 
GSTIN of Payee 

007305009846 
Account Number 

ICICO0003363 
IFSC Code 

ICICI Bank Ltd. 

Bank Name 
The following supplies will be provided to MGM Medical College & Hospital, Aurangabad, 

Maharashtra. 

Study medication 

Protocols, CRFs, ICFs and Patient information sheets. 

Intellectual Property Rights: 

1. Any publication shall be by mutual consent of Investigator and sponsor (HHCL). 

Duration of MOU: 

This MOU will be in foree for a period of 1 year (years from the date of it's signing). 

Amendments to the MOU: 

Amendments if any, before the expiry of this MOU shall be made by all the three parties in 

writing after mutual agreement. 

Resolution of Dispute: 
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The place of jurisdiction for any dispute or claim before a court or an arbitrator shail b Hyderabad. 

Seal of parties: 

In witness there of parties MGM Medical College & Hospital, Aurangabad, Maharastnu 
n, yderabad, Telangana & Grapecity Research Solutions LLP, Pune Maharashtra, have 

signed this MOU as mentioned below. 

MGM Medical MGM Medical MGM Medical 
Grapecity 

College & 
Hospital, 

Aurangabad, 
Maharashtra 

HHCL, College & 
Hospital, 

Aurangabad, 
Maharashtra 

(FIRST PARTY) (FIRST PARTY 

Research 

College & 

Hospital, 
Aurangabad, 
Maharashtra 

Hyderabad, 
Telangana 
(SECOND 
PARTY) 

Solutions 

LLP, 
Pune, 

Maharashtra 

(FIRST PARTY) 

Dr. Laxmi 
Rachakonda 

(THIRD PARTY) 
Dr. Sunil Name Dr. Rajendra 

Dr.U. Shobha 
Dr. Deepak 

Bhosle 
Jagdish 

Chandra 
Head of 

Bohra Chaudhary 
Nagbhushnam 

Head of 

Designation Head of Institute Department 
Pharmacology 

Department 
Clinical 

Pharmacology 
&Therapeutics 

Consultant Director 
Gynaecologist & Clinical Trial 

Centre 

Date 28-2-22 2 23 28-01-2023 200 23 

Signature 

MOMS MEDICAL COLLEGE 
AURANGABAD aesea HE ALTR 

Hyderabad 

DEAN 

Seal 
Suo 

. 
hm 
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NOTARIAL NOIARI�LNOTARIAL 

HER MAHARASHTRA 

NOFARIA SNoTABÍAL 

V. 100 

BOUND 

AURACRBAD & 
Reg:io. 3435 IN 

Rs.100 
ONE 

HUNDRED'RUPEES 

INDIA NCON JUDICIAL 
1 O0I OU 

XGINDIAog199991 

MEMORANDUM OF UNDERSTANDING 

HT 227256 

4.6/ABD-158 
Rs/naa. 

This MOU is in between Marathwada association of 

JErmatologists, venereologists & Leprologists and MGM 
Medical College & hospital henceforth referred as MADVL & 

MGM respectively. 

It is mutually agreed that the two machines i. e. 

Intense light (IPL) and Narrow band UVB (NBUVB which are 
owned by MADVL should be kept in Skin OPD of MGM 

SOU\ hospital. 
The revenue generated through the utilization of the 

machine will be divided as 70 % and 30 %(70% to MADVL 

&% 30 % to MGM) 

55



All the towards maintenance, 

DR. A. G. SHROFF 

MADVI sincerely thanks MGM for this collaboration and 
expects the same in the future also, 

Dean MGM- Medical/C<ollege & Hospital 

DR. P. R. SURYAWANSHI 
Deputy Dean MGM Medical College & Hospital 

DR. M. Y. KHEDKAR 
Professor & He ad 
Department of Skin VD. 

OTA 
SRDOUND AREA 
URANGABAD BEBDDScRICS 

..2.. 

OFI 

NOTED & REGISTERED AT Sr. No.3 
THIS BCUMENT CONTAINE 

ZAGE: 
14 

repair, 

DR, PRMBAPALWADE 
Secretary, MADVL 

DR. GOVIND KALE 
Vice President, MADVL 

BEFORE HE 

BAtt.. Advedte toary Govt. of fndia AREA-ANRANGABAD & BEED D8Í'S 8: (0242481952 (MA3HOD3334 
Rey, to. 3A5 

expenses 

servicing, parts replacement etc will be done by MADVL. 



To, 
The Dean, 
MGM Medical college and Hospital, 
Aurangabad 

Sub: Regarding purchase of IPL machine 

Respected sir, 

Date: 25/03/2019 

With respect to conversation happened with Dr. PravinSuryawanshi sir kindly 
allow the old IPL machine [which was belonging to MADVL(Marathwada Association or 
Dermatology, Venereology and Leprologylto take from OPD. The new iPL machine from 
dermaindia company is already installed in OPD. The charges of new machine with exchange 
to old are fixed by Dr.Pravinsuryawanshi sir and are attaching herewith. 
Thanking you 

to tale 

Dr. A R Deshmukh 
HOD Skin and VD 
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To, 

The Dean 

MGMMedical College &Hospital 
Aurangabad. 

THROUGH PROPER CHANNEL 

Subject- Regarding purchase of lPL machine 

Respected Sir, 

As per discussion done with Dr. Pravin Suryvanshi Sir, we purchased new lPL 
machine for 3 lakh Rs. This was done in exchange for old IPL machine which was belonging to 
Marathwada Association of Dermatologist (MADVL). Already 2 lakh Rs is paid to dermaindia buti 
lakh is remaining which is to be paid to Marathwada Association of Dermatologist (MADVL). 
Irequest you to pay the remaining amount. 

Date:-09/08/19 

Thanking you. 

Dr Ashish Deshmukh 

Professor & Head 

Skin & VD 
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