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CLINICAL TRIAL AGREEMENT 

 

 

THIS CLINICAL TRIAL AGREEMENT (“Agreement”), is entered into as of DATE of last signature, 

(“Effective Date”) by and between  

 

PPD Pharmaceutical Development India Private Limited, Office 101, A-Wing, Fulcrum, 

Hiranandani Business Park, Sahar Road, Andheri (East), Mumbai-400099, Maharashtra, India 

(‘‘PPD”). 

and 

 

Mahatma Gandhi Mission,s Medical College & Hospital, with its principal place of business at N-

6,Cidco Aurangabad,431003,Maharashtra, India, represented by Dr. Rajendra Bohra,  The Dean, a 

duly authorized representative with authority to contract on behalf of the Institution (“Institution”)  

 

and 

 

Dr. Syed Umar Quadri, with his/her offices located at Mahatma Gandhi Mission’s Medical College & 

Hospital N-6, Cidco Aurangabad,431003 Maharashtra,India(“Principal Investigator”). 

 

And 

 

Site Management Organization-Doclin Clinical Research Services (SMO), with its principal place of 

business at 445, Maruti Galli, Main Road, Hangarge, Mandoli – Belagavi-590010 Karnataka India 

represented by Mr. Maruti Patil, a duly authorized representative with authority to contract on behalf of 

the SMO (hereinafter referred to as the “SMO”) 

 

PPD, SMO, Institution and Principal Investigator are herein referred to each as a “Party” and, 

collectively, as the “Parties”. 

 

WHEREAS 

 

I. PPD is a global contract research organization that is currently assisting GlaxoSmithKline 

Research & Development Limited, with its registered address at 980 Great West Road 

Brentford Middlesex, TW8 9GS UK (“GSK”) or one of its Affiliates in the conduct of the 

clinical trial in accordance with the protocol entitled “A randomized, double-blind, placebo-

controlled, study evaluating the efficacy and safety of otilimab IV patients with severe 

pulmonary COVID-19 related disease” (“Clinical Trial”), Protocol Number: 214094 and 

any amendments thereto (“Protocol”).  GSK is the sponsor of the Clinical Trial.  PPD is an 

Affiliate of PPD International Holdings Inc. and has been engaged by PPD International 

Holdings Inc. to support the performance of the Clinical Trial;  

 

II. The Institution and Principal Investigator desire to participate in the conduct of the Clinical Trial, 

in accordance with the Protocol;  

 

III Institution has authorized SMO to act as a payee in this Agreement and PPD has no obligation 

whatsoever to pay Institution or other service providers in the event SMO fails to reimburse 

Institution or other service provider for payments submitted by PPD to SMO hereunder. 

 

IV.  The Parties agree to conduct the Clinical Trial in accordance with the terms and conditions 

hereinafter set forth. 

 

THEREFORE, IT IS AGREED AS FOLLOWS: 

 

1. Clinical Trial Performance 

 

1.1 Institution and Principal Investigator shall provide certain services (“Services”) related to the 

conduct of the Clinical Trial, in accordance with the Protocol and any subsequent amendments 

made thereto in accordance with this Agreement, and with all applicable laws, rules and 



 

India_PPD-GSK-SMO_4-way CTA_ Final Template_29Aug2019  Page 2 of 39 

214094_ Dr. Syed Umar Quadri _ Approved for signatures by KJ on 17 July 2020 
 

 

 

regulations relating to the Clinical Trial.  The Protocol is subject to approval by the appropriate 

Institutional Review Board or Ethics Committee or equivalent body (collectively “IRB”).  The 

informed consent (“Informed Consent”) is subject to approval by the IRB.  If there is any 

discrepancy or conflict between the terms contained in the Protocol and this Agreement, the 

terms of the Protocol shall govern and control with respect to clinical matters and the terms of 

the Agreement shall govern and control with respect to all other matters. 

 

1.2 Prior to the commencement of the Services, Institution and Principal Investigator shall review the 

Protocol and notify PPD if they cannot comply with any of the terms contained therein.  If in the 

course of performing the Services, in accordance with generally accepted standards of clinical 

research and medical practice relating to the benefit, well-being and safety of the subjects 

(“Subject(s)”) a deviation from the Protocol is required, such standards will be followed.  In 

such case, the Party aware of the need for a deviation shall immediately notify PPD and GSK of 

the facts supporting such deviation as soon as the facts are known to such Party.  The notification 

shall also be confirmed in writing within three (3) working days of the original notification being 

made to PPD and GSK. 

 

1.3 The Institution and Principal Investigator agree to carry out the Services in strict compliance 

with: 

 

(a) all specifications and timelines established in this Agreement; 

 

(b) the Protocol and any amendments to the Protocol;   

 

(c) the provisions of the current version of the World Medical Association’s Declaration 

of Helsinki, in particular, neither the Institution nor the Principal Investigator must at 

any time jeopardise the health or well-being of any patient by unwarranted 

continuation of the Clinical Trial; 

 

(d) applicable national laws, regulations and guidelines including without limitation the 

“Ethical Guidelines for Biomedical Research on Human Subjects” based on the ICH-

GCP laid down by Indian Council of Medical Research (ICMR),  and the Guideline for 

Good Clinical Practice (GCP) of the International Conference on Harmonisation 

(ICH) of Technical Requirements for the Registration of Pharmaceuticals for Human 

Use and with other generally accepted applicable Guidelines of the ICH  a copy of 

which has been provided to Institution and Principal Investigator.  (ICH Topic E6, 

Consolidated Guideline 1.5.96);  

 

(e) the Clinical Trial is conducted under an Investigational New Drug (IND) the 

conditions specified in the Agreement and in accordance with New Drugs and Clinical 

Trials Rules, 2019 and 

 

(f) Indian GCP and New Drugs and Clinical Trials Rules, 2019 Rule and its 

amendments.  

 

(legislation identified in clauses c, d, e and f above hereinafter referred to as 

Applicable Laws) 

 

1.4 The Clinical Trial shall be conducted only at the following location:  Mahatma Gandhi Mission’s 

Medical College & Hospital N-6, Cidco Aurangabad,431003 Maharashtra,India 

 

1.5 The Institution agrees that the Clinical Trial will be conducted under the direction of the Principal 

Investigator in accordance with the Protocol and this Agreement. 
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1.6 The Principal Investigator will perform Services as agreed under this Agreement personally. In 

the event the Principal Investigator can no longer function in such capacity, then PPD and the 

Institution shall attempt to agree on a replacement.  PPD shall have the right to approve any new 

Principal Investigator designated by the Institution.  The new principal investigator shall be 

required to agree to the terms and conditions of this Agreement.  If a mutually acceptable 

replacement cannot be agreed upon, PPD may terminate this Agreement in accordance with 

Clause 16. 

 

1.7 The Institution and the Principal Investigator shall not subcontract any Services to another person 

or entity without PPD's prior written approval.   

 

1.8 Notwithstanding anything herein to the contrary, if during the term of this Agreement, 

information that becomes available to PPD or GSK which affects the safety or efficacy of the 

Clinical Trial Product (as that term is defined at Clause 3.1 below), or if the Clinical Trial 

Product is approved by any regulatory agency, the Parties shall negotiate, in good faith, a 

modification of this Agreement to either (i) reduce the number of Subjects to be studied; and/or 

(ii) terminate the Clinical Trial, and/or (iii) modify any other relevant provision of this 

Agreement. 

 

1.9 The Clinical Trial includes the collection by Institution of human biological materials from 

Clinical Trial Subjects for research use, Institution will comply with all Applicable Laws, rules, 

regulations and codes of practice and guidance relating to the collection, storage, use, shipping, 

and disposal of human biological materials in the conduct of the Clinical Trial and with respect to 

any such human biological materials from the Clinical Trial retained in Institution’s possession.  

Institution and GSK will mutually agree to appropriate informed consent (including, as 

appropriate, for any genetic analyses) for the Clinical Trial and for research use of any human 

biological materials, with ethics approval.  Institution agrees that any human biological materials 

collected as part of the Clinical Trial that are transferred to GSK or a GSK contractor, or held by 

Institution for GSK, will be under the custodianship and control of GSK. 

 

1.10  Clinical Trial Staff Personal Information: All Processing of the Clinical Trial Staff Personal 

Information shall at all times comply with, and the parties will cooperate with each other to take 

the necessary measures to ensure adherence to Applicable Laws. Institution is responsible for 

supplying the Clinical Trial Staff with sufficient information regarding the collection of, 

handling, and use of their Personal Information by GSK. “Clinical Trial Staff” as used herein 

means the individuals providing services on behalf of Institution with respect to the Clinical Trial 

at Institution, including without limitation sub investigators, Clinical Trial coordinators, and 

other Institution employees, agents, or subcontractor. “Personal Information” as used herein 

means any information or set of information relating to a person that identifies such person or 

could reasonably be used to identify such person.  Clinical Trial Staff Personal Information in 

this section includes the work contact information, and professional experience/educational 

background and qualifications that is routinely provided to and held by GSK in relation to a 

clinical study. “Processing” and its conjugates, including without limitation “Process” as used in 

this section means any operation or set of operations that is performed upon Personal 

Information, including without limitation collection, recording, retention, alteration, use, 

disclosure, access, transfer, storage or destruction. 

 

2. Term of Clinical Trial 

 

2.1 This Agreement shall take effect on the Effective Date and shall continue until each Party hereto 

has fully fulfilled its obligations towards the other Party (“Expiration Period”), unless 

terminated in accordance with Clause 16.    

 

2.2 In the event that the Clinical Trial is extended beyond the Expiration Period, the Parties agree 

that such an extension will be covered by this Agreement and shall not necessitate any 
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amendment to this Agreement. Any continuation of the Services under this Agreement shall 

be confirmed in writing by PPD, prior to the Expiration Period. 

 

2.3 Notwithstanding the above, the Services will not commence until PPD is granted appropriate 

IRB and regulatory approval and the Institution has received copies of said approvals.   

 

2.4 Patient recruitment at the Institution is scheduled to start in AUGUST 2020 and to be completed 

by the 30th of OCTOBER, 2020. The Institution shall use its best efforts to complete Subject 

enrolment by the 19th of OCTOBER, 2020. The Institution is aware that enrollment is 

competitive in the Clinical Trial and Institution will be informed on the maximum number of 

Subjects through the duration of the Clinical Trial / (“Enrolment Maximum”). PPD may at 

any time modify this Enrollment Maximum or end enrollment at Institution at any time at PPD’s 

discretion, including, but not limited to, upon the completion of the overall Study enrollment goal 

across all Study centers. The Institution will not enroll more Subjects than the Enrolment 

Maximum and neither PPD nor GSK will be obligated to make any payment with respect to any 

Subject enrolled in excess of the Enrolment Maximum unless otherwise approved in writing by 

PPD or GSK to exceed the Enrolment Maximum. If, during the Clinical Trial, it becomes 

apparent that Institution and/or Principal Investigator are not able to complete the Clinical Trial 

on schedule, they will notify PPD immediately.  

 

2.5 In the event the Institution is unable to complete the enrolment by such date, PPD may 

reassign the Institution's enrolment slots, thereby reducing the number of Subjects enrolling at 

the Institution in the Clinical Trial. The Institution acknowledges that the Clinical Trial is part 

of a multi-center clinical trial.  When the enrolment goal of 800 Subjects for the Clinical Trial 

as a whole is reached, enrolment will be closed at all institutions, including the Institution, 

regardless of whether the Institution or any other institution has reached its individual 

enrolment goal. 

 

2.6 All Subject visits will be completed no later than 21ST OF DECEMBER. 2020 (“Visits 

Completed Date”).  All electronic case report form (“eCRF”) information associated with a 

Subject's visit must be satisfactorily completed within seven (2) calendar days after the Subject's 

visit or, if applicable, receipt of the Subject's test results.  All final eCRF data will be entered into 

the eCRF and submitted to PPD no later than two (2) calendar days after the Study subject’s 

final visit or, if applicable, receipt of the subject’s final test results.  All data queries from GSK 

must be completed and returned to GSK within seven (7) calendar days or, if during final clean 

up, one (1) calendar day, or such other time set by GSK. In all instances described in this 

clause, time is of the essence. 

 

3. Supply of the Clinical Trial Product and Equipment 

3.1 During the course of the Clinical Trial, PPD shall procure that GSK will provide the 

Institution with GSK3196165 (otilimab) (“Clinical Trial Product”), or other materials as 

GSK determines necessary for the conduct of the Clinical Trial (collectively, the 

“Materials”).   

 

3.2 The Parties acknowledge that GSK shall be responsible for packaging, labelling and shipping 

the Clinical Trial Product supplies to the Institution at GSK’s own expense and in full 

compliance with all Applicable Laws. 

 

3.3 The Clinical Trial Product will be distributed by GSK via a distribution depot to the 

Institution’s pharmacy, which should already be aware of storage and conservation conditions 

required for the Clinical Trial Product. 

 

3.4 The Principal Investigator and the Institution: (i) shall use the Materials only to conduct the 

Clinical Trial in accordance with the Protocol; (ii) shall not chemically, physically, or 

otherwise modify the Materials, except if specifically required by the Protocol; and (iii) shall 



 

India_PPD-GSK-SMO_4-way CTA_ Final Template_29Aug2019  Page 5 of 39 

214094_ Dr. Syed Umar Quadri _ Approved for signatures by KJ on 17 July 2020 
 

 

 

handle, store, and ship or dispose of the Materials with appropriate care in compliance with 

all applicable local, state, and federal laws, rules, and regulations including, but not limited to, 

those governing hazardous substances. 

 

3.5 Upon termination of the Clinical Trial or this Agreement, all unused Materials provided by 

GSK shall be promptly returned at GSK’s expense, to an address provided by GSK or, at 

GSK’s option and expense, destroyed with the destruction certified in writing. 

 

3.6 Any Materials provided by GSK or by PPD in the course of the Clinical Trial may not be 

transferred to any other location or to any third party without the prior written consent of PPD. 

 

3.7 Equipment 

 

(a) Loaned Equipment (“Loaned Equipment”) means any equipment temporarily provided 

to Institution by PPD or GSK pursuant to this Agreement only for use in the Clinical 

Trial, including, but not limited to computer hardware and software if provided for the 

Principal Investigator and other Clinical Trial Staff to use, collect, enter, and report 

Clinical Trial data to GSK. 

 

(b) Transferred Equipment (“Transferred Equipment”) means any equipment permanently 

transferred to Institution by GSK or a GSK Affiliate pursuant to this Agreement, 

including, but not limited to computer hardware and software if provided for the Principal 

Investigator and Clinical Trial  Staff to use, collect, enter, and report Clinical Trial data to 

GSK. 

 

(c) If applicable, with respect to Loaned Equipment provided by GSK for use in the Clinical 

Trial, 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 Clinical Trial and only as described in the Protocol and any other written directions 

provided by PPD or GSK, that the Loaned Equipment will not be transferred by 

Institution to the possession of any third party without the written consent of GSK, and 

that, at the completion of the Clinical Trial or at GSK’s request, Institution will return the 

Loaned Equipment and all related training materials and documentation to GSK or to a 

vendor designated by PPD or GSK. 

 

(d) Principal Investigator and Clinical Trial 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 internet 

connection, telephone line, and/or facsimile line as necessary to use the Loaned 

Equipment.  If Institution fails to return the Loaned Equipment within the timeframe 

specified by PPD or GSK, Institution will be responsible for reimbursing PPD for any 

penalties, late fees, and/or replacement costs. 

  

(e) 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 
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(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. 

 

4. Obligations of the Parties 

 

4.1 Institution obligations 

 

 Institution shall: 

 

(a) be responsible for providing, at its sole cost and expense, the premises, adequate personnel, 

equipment (subject to Clause 3.7) and other resources necessary to conduct the Clinical Trial, in 

accordance with this Agreement, the Protocol and the conditions imposed by the IRB; 

 

(b) ensure that the Principal Investigator observes current legislation, strictly complies with this 

Agreement, the Protocol, ethical regulations on clinical trials with medicines and collaborates in 

the performance of monitoring visits by PPD, audits by auditors appointed by PPD/GSK or its 

Affiliates and inspections by competent health authorities; 

 

(c) promptly advise PPD as soon as possible if Institution observes or becomes aware of: (i) material 

non-compliance with the Protocol, ICH Good Clinical Practice guidelines, or any Applicable 

Laws, rules or regulations, (ii) incomplete or inaccurate recording of data or any significant 

misconduct, (iii) any changes of personnel, facilities or clinical research methods at the 

Institution that may affect the Clinical Trial, or (iv) any other matters, events, conditions or 

difficulties that may jeopardize the proper conduct of the Clinical Trial; 

 

(d) notify PPD and the IRB, in writing, of any unanticipated or serious adverse reactions to the 

Clinical Trial Product, in accordance with Clause 11 below and the procedures set forth in the 

Protocol; 

 

(e) maintain adequate records with respect to Clinical Trial Subject identification, clinical 

observations, laboratory tests, and Clinical Trial Product receipt and disposition;  

 

(f) cooperate with PPD and GSK or its Affiliates in their efforts to monitor the Clinical Trial at the 

Institution premises;  

 

(g) use the data obtained from the Clinical Trial Subjects only for the purposes and in connection 

with the Clinical Trial and as outlined in the Protocol; and 

 

4.2 Principal Investigator Obligations 

 

Principal Investigator shall: 

 

(a) be responsible for overseeing all medical aspects of the Clinical Trial; 

 

(b) ensure that the Clinical Trial activities are performed in accordance with the Protocol, the 

guidelines provided by the correspondent IRB, the terms of this Agreement and any other local 

applicable legislation to the performance of clinical trials in human subjects; 

 

(c) oversee the submission of IRB and Ethical Approval; 

 

(d) oversee the enrolment of patients at the Institution, in accordance with the inclusion/exclusion 

criteria defined in the Protocol; 
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(e) inform all individuals to be enrolled in the Clinical Trial before they agree to participate in the 

Clinical Trial about the purpose(s), methods and conditions of conducting the Clinical Trial, its 

expected therapeutic benefit and Clinical Trial-related risk; 

 

(f) oversee and review all eCRFs for accuracy and completeness and to provide these forms and 

any other Clinical Trial data or samples to PPD in accordance with Clause 2.6 and in the 

format and manner agreed upon by the Parties and in an anonymised form; 

 

(g) obtain an Informed Consent from each Subject recruited for the Clinical Trial (or if permitted, 

their legal representative), in accordance with this Agreement, applicable local laws and 

regulations. The form of such Informed Consent must be the most current form approved by the 

IRB, GSK and PPD, and must contain language necessary to permit regulatory agencies, the 

IRB, GSK and its Affiliates and PPD to have full access to and use of personally identifiable 

information, including patient health information, as defined in applicable privacy laws, rules and 

regulations and according to internationally recognized standards and data protection principles; 

 

(h) not allow a Clinical Trial Subject to be enrolled simultaneously in this Clinical Trial and another 

clinical trial without PPD and GSK prior written approval; 

 

(i) ensure that all Clinical Trial data, Clinical Trial records and eCRFs, including any documents 

which identify and link each Clinical Trial Subject to their eCRF, are stored securely, such 

that they are accessible only with the knowledge of the Institution and the Principal 

Investigator; 

 

(j) promptly report (in writing) any serious or unexpected adverse events to the GSK, PPD and the 

IRB; in accordance with Clause 11 below and following the procedures set forth in the Protocol; 

 

(k) notify GSK, PPD, and the IRB (if applicable), in writing, of any deviations from the Protocol; 

 

(l) engage with GSK in the collaboration of the final report of the Clinical Trial, granting approval 

thereto upon signing it; 

 

(m) report on the progress of the Clinical Trial to the IRB (as appropriate); 

 

(n) perform the Services in accordance with the highest professional standards of skill, care and 

diligence and in compliance with all Applicable Laws and regulations;  

 

(o) notify PPD of any provisions in its local law, or of any changes in that law, which do or could 

affect the Principal Investigator’s ability to conduct the Clinical Trial or to perform his/her duties 

as defined in this Agreement; 

 

(p) provide PPD with the complete results of the tests and all of the data obtained during the Clinical 

Trial;  

 

(q) submit all data and other information related to the Clinical Trial in a timely manner; 

 

(r) cooperate with PPD, GSK and its Affiliates and regulatory authorities in all their efforts to 

monitor the Clinical Trial and conduct audits and inspections;  

 

(s) within twenty-four (24) hours of first knowledge of any SAE (as that term is defined at Clause 

11.1 below), notify PPD, and the IRB, in writing, of any unanticipated or serious adverse 

reactions to the Clinical Trial Product and follow the procedures set forth in the Protocol and 

Clause 11; 
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(t) if he/she is not able to continue as Principal Investigator by reason of retirement, transfer or 

similar reasons, he/she shall provide written notice to PPD as soon as possible and at least within 

three (3) weeks of such departure; and 

 

(u)  inform the patients involved in the Clinical Trial that all their personal data collected through the 

Informed Consent form and other means will be kept in a file whose ownership correspond 

solely to GSK. Principal Investigator shall collect and process all personal data in accordance 

with applicable local regulation on personal data on behalf of GSK and only throughout the 

duration of the agreement signed with GSK and only for the purposes established in the said 

agreement. 

 

4.3 PPD Obligations 

 

PPD shall: 

 

(a) be responsible for obtaining regulatory approval for the Clinical Trial and register a trial on 

             Clinical Trials Registry – India (CTRI) National Institute of Medical Statistics.  

 

(b) be responsible for the submission to the IRB and any competent regulatory authority; 

 

(c) be responsible for the monitoring of the Clinical Trial; 

 

(d) provide to the Institution the Protocol, Informed Consent forms and access to eCRFs; and  

 

(e) inform the Institution and the Principal Investigator of chemical/pharmaceutical, toxicological, 

pharmacological and clinical data and results to justify the design and duration of the Clinical 

Trial. 

 

4.4 SMO Obligations 

 

SMO shall 

 

(a) act as a payee in this Agreement for payments payable to Institution/Principal Investigator 

 

5. Funding of the Clinical Trial and Payments 

 

5.1 As consideration for the performance under the terms and conditions of this Agreement, PPD 

will pay the Institution via SMO in accordance with Exhibit A.  Institution will not be 

compensated for any Subjects who were enrolled without a properly executed informed consent 

form or who do not meet the inclusion/exclusion criteria for the Clinical Trial. The Institution 

shall be responsible for compensating all other entities and individuals who were involved in the 

conduct of the Clinical Trial, including (without limitation) the Principal Investigator and the 

Clinical Trial Staff. 

 

5.2 Payments under this Agreement are pass-through payments from GSK.  PPD shall make 

payment to the Institution via SMO, in accordance with Exhibit A.   

 

5.3 Payments are dependent upon the reports and other information pursuant to Clauses 4.1 and 

4.2 being submitted in a timely and satisfactory manner.  Payment for partially completed 

Services, e.g, early withdrawal of Subject, shall be made on a pro-rata basis for Services 

performed according to Exhibit A.  No payment will be due or paid for Services performed 

that are deemed violations of or deviations from the Protocol or this Agreement.  

 



 

India_PPD-GSK-SMO_4-way CTA_ Final Template_29Aug2019  Page 9 of 39 

214094_ Dr. Syed Umar Quadri _ Approved for signatures by KJ on 17 July 2020 
 

 

 

5.4 Invoices are payable within sixty (60) days following receipt of a valid invoice, as described 

in the payment terms of Exhibit A. 

 

5.5     Payments for Services rendered under this Agreement shall be made in full in accordance 

with the Agreement, without deductions for taxes of any kind.  Any taxes due and payable as 

a result of the payments by PPD to the Institution shall be Institution’s sole responsibility and 

Institution shall pay all such taxes for which it is liable in a timely manner.   

 

5.6 PPD will reimburse the Institution for travel costs incurred by Subjects in accordance with 

Exhibit A.  

 

5.7 The Institution acknowledges and agrees that it shall be solely responsible for paying the 

appropriate amount of all local taxes/GST with respect to all fees and compensation paid 

pursuant to this Agreement.  

 

5.8 SMO, Institution and Principal Investigator agree that GSK or its Affiliates may make public 

the amount of funding provided to the Institution by PPD for the conduct of the Clinical Trial 

and may identify the SMO,Institution and the Principal Investigator as part of this disclosure.  

Institution has obtained the Principal Investigator’s consent to this disclosure. 

 

5.9 Statement of Investigator Financial Interest form 

 

The Principal Investigator hereby acknowledges the requirements of the FDA Financial 

Disclosure Rule and agrees to fill in and return to PPD, upon PPD or PPD representative’s 

request, the Statement of Investigator Financial Interest form before the start of the Clinical 

Trial. The Principal Investigator also consents to the disclosure of the so filled Form to the 

FDA if necessary. 

 

5.10 Institution and Principal Investigator shall not charge any Subject or third-party payor for 

Clinical Trial procedures required by the Protocol that are paid for by PPD or GSK under this 

Agreement or for any Clinical Trial Product that is provided or paid for by PPD or GSK under 

this Agreement. 

 

5.11 All of PPD’s payment obligations are conditioned upon Institution reporting to PPD and/or 

GSK all data required by the Protocol and other governing documents for the Clinical Trial, 

including all adverse events, and upon Institution's compliance with standards identified in 

this Agreement. 

 

5.12 The amounts paid under this agreement are bona fide fair market value compensation for the 

work conducted under this Agreement. The Parties agree that no payments by PPD pursuant 

to this agreement shall be passed in whole or in part, directly or indirectly, to any third party 

as a rebate or discount for the purchase of GSK products.  Notwithstanding the foregoing, 

commercially reasonable payments to a subcontractor who is performing Services under the 

terms of this Agreement that meet the criteria for bona fide Services are not considered to be a 

pass-through rebate or discount payments (even if the subcontractor is a GSK customer). 

 

6. Clinical Trial Subject 

 

6.1 Informed Consent of each of the Subjects participating in the Clinical Trial shall be obtained 

in accordance with applicable local laws and regulations in India, including completion of the 

approved Informed Consent form, which has been approved by the IRB. The 

Institution/Principal Investigator shall administer the Clinical Trial Product only to Subjects 

from whom Informed Consent has been properly obtained by the Principal Investigator under 

Clause 4.2(g) and this Clause 6. The Institution/Principal Investigator shall maintain adequate 

documentation of its obtainment of the Informed Consent of each Subject. 



 

India_PPD-GSK-SMO_4-way CTA_ Final Template_29Aug2019  Page 10 of 39 

214094_ Dr. Syed Umar Quadri _ Approved for signatures by KJ on 17 July 2020 
 

 

 

 

6.2 PPD, the Institution and the Principal Investigator shall hold in confidence the identity of the 

Subjects and shall comply with all Applicable Laws regarding the confidentiality of their 

identities and their individual medical records. 

 

6.3 The method of explanation to the patient and the obtaining of consent should be conducted in 

accordance with the directions of the IRB and is a Principal Investigator responsibility.  Each 

Subject shall be provided with their own copy of the patient information sheet (hard copy or 

electronic copy) which they can retain for their own records. 

 

6.4  Data Rights of Subjects 

 

(a) The parties agree that, as between them, Institution is best able to manage requests from Subjects 

for access, amendment, transfer, blocking, or deletion of Personal Information. In the event GSK 

receives a request from a Subject for such access, amendment, transfer, blocking, or deletion, 

GSK shall forward the request to Institution. 

 

(b) Institution shall respond to Subjects’ requests for access, amendment, transfer, blocking, or 

deletion of Personal Information in accordance with Applicable Laws and the Agreement. 

Institution acknowledges that in order to maintain the integrity of Clinical Trial results, the ability 

to amend, block, or delete Personal Information may be limited, under Applicable Laws. 

 

(c) GSK acknowledges that Subjects may withdraw their informed consent to Clinical Trial 

participation and consent to Processing of Personal Information at any time as described in the 

Informed Consent Form signed by the Subject. Institution shall promptly notify GSK of any such 

withdrawal that may affect the use of the Personal Information under the Agreement.  Institution 

will use its best efforts to clarify what the Subject’s expectations are if the Subject withdraws 

from the Clinical Trial, including what forms of communication the Institution may use to 

follow-up with the Subject, if any, about their Subject’s status after withdrawing from the 

Clinical Trial. 

 

(d) The obligations of this Section 6.4 shall survive termination of this Agreement. 

 

7. Clinical Trial Results and Intellectual Property 

 

7.1 The Parties are in agreement that all of the Materials and data gained through the conduct of 

the Services shall be the property of GSK. 

 

7.2 GSK shall exclusively own all rights, title (“Rights”) in and to any invention, and interest in 

and to inventions (in any clinical specimens or samples obtained from the Subject), 

discoveries, know-how, patents (whether patentable or not), copyright, trade secrets and other 

intellectual rights, including but not limited to inventions, discoveries and technology relating 

to the Clinical Trial Product or otherwise generated by the Clinical Trial (collectively, 

“Inventions”).  The Institution and Principal Investigator hereby irrevocably transfer and 

assign any and all their Rights in any Invention to GSK.  The Inventions will be the sole 

property of GSK. 

 

7.3 The Institution and Principal Investigator agree to: (i) immediately notify in writing to PPD of 

any Invention, and (ii) to cooperate and assist GSK to apply for and to execute applications, 

assignments, affidavits, or other documents, reasonably necessary to obtain any patent, 

copyright, trademark or other statutory protection for the Inventions, as GSK deems 

appropriate, and (iii) to treat all Inventions as confidential information in accordance with 

Clause 8. 
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7.4 Neither the Institution nor the Principal Investigator shall acquire any rights of any kind with 

respect to the Inventions or to the Clinical Trial Product. 

 

7.5 The obligations of this Clause shall survive after the term or termination of this Agreement. 

 

8. Confidential Information  

 

8.1 Institution/Principal Investigator and their employees and agents and third parties involved in the 

Clinical Trial by the Principal Investigator and/or Institution shall not disclose to any third party 

or use for any purposes other than for the performance of the Clinical Trial any data, records or 

other information (hereinafter, collectively “Information”) disclosed to Institution/Principal 

Investigator by GSK or PPD or generated as a result of this Clinical Trial without the prior 

written consent of GSK and shall sign a written non-disclosure agreement.  Such Information 

shall remain the confidential and proprietary property of GSK and shall be disclosed only to 

Institution/Principal Investigator and their employees or agents who have a “need to know”.  The 

obligation of nondisclosure shall not apply to the following Information: 

 

(a) that is generally known to the public or that becomes publicly available through no act or 

omission on the part of Institution/Principal Investigator; 

 

(b) that is disclosed to Institution/Principal Investigator by a third party legally entitled to 

disclose such information; 

 

(c) which the Institution/Principal Investigator, as applicable, can demonstrate that it 

possessed prior to, or developed independently from, disclosure or development of this 

Agreement; 

 

(d) that is required by law to a government authority or by order of a court of competent 

jurisdiction, provided that (i) such disclosure is subject to all applicable governmental 

or judicial protection available for like material; (ii) reasonable advance notice is 

given to GSK; and (iii) all reasonable steps to limit the scope of such disclosure have 

been taken. 

 

8.2 The obligations of this Clause shall survive after the term or termination of this Agreement. 

 

9. Publications 

 

9.1 GSK will post a Clinical Trial Protocol summary on a publicly available protocol register 

prior to the enrollment of Subjects.  

 

9.2  GSK will post a Clinical Trial results summary on a publicly available results register no later 

than twelve (12) months following completion of the Clinical Trial at all Clinical Trial sites as 

defined in the Clinical Trial Protocol.  Posting of summary Clinical Trial results may occur 

prior to publication of Clinical Trial results in the peer-reviewed literature.  GSK will also 

post full Clinical Trial Protocol and statistical analysis plan at the time of results summary 

posting. 

 

9.3  GSK will seek to publish the Clinical Trial results in the searchable, peer reviewed scientific 

literature. First publication and all subsequent publications of the Clinical Trial results from 

all Clinical Trial sites (“GSK Publication(s)”) or disclosure(s) of the Clinical Trial results 

shall be coordinated by GSK.  

 

9.4  Any participation of Principal Investigator or other representatives of Institution as a named 

author of this GSK Publication will be determined in accordance with the International 

Committee of Medical Journal Editors (“ICMJE”) Uniform Requirements for Manuscripts 



 

India_PPD-GSK-SMO_4-way CTA_ Final Template_29Aug2019  Page 12 of 39 

214094_ Dr. Syed Umar Quadri _ Approved for signatures by KJ on 17 July 2020 
 

 

 

(or if more stringent, the authorship criteria of the specific journal).  Institution and Principal 

Investigator acknowledge that the enrolment of Subjects alone is not a qualification for 

authorship.  If the Principal Investigator or other representative of Institution is a named 

author of the GSK Publication, as an author (s)he: (1) will enter into a written author 

agreement prior to the beginning of the work on the GSK Publication;  (2) will have access to 

the Clinical Trial data from all Clinical Trial sites as necessary to fully participate in the 

development of the GSK Publication; and (3) will disclose as part of the GSK Publication that 

GSK financially supported the Clinical Trial and the GSK Publication, and will disclose any 

personal financial relationship with GSK.  GSK will not compensate authors for authorship 

activities.    

 

9.5  If considered appropriate by GSK, the Principal Investigator or other Institution personnel 

involved with the Clinical Trial may participate in the Publication Steering Committee 

(“PSC”) or core writing team(s) for the Clinical Trial or in public presentations of the Clinical 

Trial results. Persons participating as a member of a PSC, in core writing team(s)’ activities or 

in public presentation of the Clinical Trial results will not receive any payment, honorarium 

or other fee for participation in such activities nor ownership to nor other title or interest in 

work product arising out of such activities. However, GSK will reimburse such persons or the 

Institution (as the case may be and as advised by such persons) for their reasonable travelling 

and lodging expenses while travelling at GSK’s request, provided that travel and lodging 

expenses have been authorized by GSK in writing in advance and that GSK receives proper 

original receipts. 

 

9.6  Institution and Principal Investigator agree that GSK may make public the names of the 

Principal Investigator and the Institution as part of a list of investigators and institutions 

conducting the Clinical Trial when making either Protocol or results summary register 

postings.  Institution and Principal Investigator agree that GSK may make public the amount 

of funding provided to Institution by GSK for the conduct of the Clinical Trial and may 

identify Institution and Principal Investigator as part of this disclosure.  Principal Investigator 

agrees that when (s)he speaks publicly or publishes any article or letter about a matter related 

to the Clinical Trial or Clinical Trial Product or that otherwise relates to GSK, Principal 

Investigator will disclose that he/she was an investigator for the Clinical Trial.  

 

9.7  Once the Clinical Trial is published in a scientific journal, GSK may list the Clinical Trial on 

an external website for patient-level data sharing for further research and may also make 

available the full Clinical Trial report on the GSK register. 

 

9.8   Institution, consistent with scientific standards and in a scientific forum, may publish or 

present the Clinical Trial results from site’s Clinical Trial data (an “Institution 

Publication”), provided that the Institution Publication does not also disclose any GSK 

Confidential Information other than the Clinical Trial results from Institution’s Clinical Trial 

data.  Institution shall submit to GSK for review and comment any proposed Institution 

Publication at least thirty (30) days prior to submitting the Institution Publication to any third 

party. If GSK requests a delay in order to file patent applications relating to new 

investigational product, Institution agrees to delay submitting the Institution Publication to 

any third party for up to one hundred twenty (120) days after GSK’s request. Institution also 

agrees that any Institutional Publication shall only be made after the GSK Publication, and 

consistent with any limitations and restrictions that may apply, provided that the GSK 

Publication is submitted within eighteen (18) months after last subject last visit at all sites as 

defined in the Clinical Trial Protocol.  The Institution Publication will reference the GSK 

Publication(s). Institution agrees that GSK’s financial support of the Clinical Trial will be 

disclosed in any Institution Publication.  Institution shall ensure that Principal Investigator 

complies with the obligations identified in this subsection. 
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9.9 Subjects’ personal Information, such as name or initials, shall not be publicly disclosed at any 

time. 

 

9.10  The obligations of this Section shall survive termination of this Agreement. 

 

10. Data Protection and Security  

 

10.1 Institution and Principal Investigator shall comply and shall require any of the persons or 

entities performing the Services on their behalf to comply, with all Applicable Laws, rules, 

regulations, and guidelines governing the privacy of personally identifiable information and 

patient health information in India. 

 

10.2 PPD guarantees that the Protocol establishes the mechanisms that allow the disassociation of 

data with a personal nature of the Subjects participating in the Clinical Trial.  

 

10.3 Institution assures PPD and GSK that the Principal Investigator shall inform the Subjects 

 involved in the Clinical Trial that all their personal data collected through the Informed Consent 

form and other means will be kept in a file which is owned by GSK.  All personal data collected 

shall be treated with the privacy, confidentiality and safety measures established by the relevant 

applicable regulation. 

 

10.4   All parties shall comply with all Applicable Laws, including without limitation all Applicable 

Laws relating to the privacy and security of Personal Information and shall implement 

appropriate technical and organizational measures in such a manner that Processing will meet the 

requirements of the General Data Protection Regulation (“GDPR”) and ensure the protection of 

the rights of the data subject.  

 

10.5  With respect to the coded Clinical Trial data provided to GSK, the Institution and GSK are both 

considered data controllers for the Processing of the Personal Information and will both act in 

accordance with the Applicable Data Protection Law. 

 

10.6 Before Processing any Personal Information each party shall ensure, taking into account industry 

good practice, the costs of implementation and the nature, scope, context and purpose of 

Processing, as well as the risk of varying likelihood and severity for the rights and freedoms of 

natural persons, that appropriate technical and organizational controls are in place to prevent 

unauthorized or unlawful Processing of any Personal Information it may hold and to protect any 

such Personal Information from accidental loss, damage or destruction. 

 

10.7 Security Breaches 

 

(a) Notification of Security Breaches. The parties agree to notify each other without undue delay 

after of discovery of a Security Breach.  

 

i. Notice of a Security Breach to GSK, will be sent via e-mail to csir@gsk.com 

ii. Notice of a Security Breach to Institution will be sent to mgmmca@themgmgroup.com 

 

(b) In the course of notification to each other, the parties will provide, as feasible, sufficient 

information for the parties to jointly assess the Security Breach and make any required 

notification to any government authority within the timeline required by Applicable Data 

Protection Laws. Such information may include, but is not necessarily limited to:  

 

i. The nature of the Security Breach the categories and approximate number of data subjects and 

records;  

ii. The likely consequences of the Security Breach, in so far as consequences are able to be 

determined; and 
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iii. Any measures taken to address or mitigate the incident.  

 

(c) The parties will jointly decide on the basis of all available information and Applicable Laws if 

the Security Breach will be considered a reportable Security Breach and arrange for notification 

to data subjects and/or government authorities if required by Applicable Laws. Where the parties 

decide that notification is required by Applicable Data Protection Laws, the party that incurred 

the Security Breach shall be responsible for providing such notification. 

 

(d) Assistance in Event of Security Breach. In the event of a Security Breach relating to the Personal 

Information and/or GSK Confidential Information collected or received by a party under this 

Agreement, the receiving party agrees to assist and fully cooperate with the sending party with 

any internal investigation or external investigation by third parties, such as law enforcement, 

through the provision of information, employees, interviews, materials, databases, or any and all 

other items required to fully investigate and resolve any such incidents and provide information 

necessary to provide required notifications. The breached party agrees to take such remedial 

actions as the parties mutually agree is warranted. 

 

(e) Neither party shall disclose, without the other party’s prior written approval, any information 

related to the suspected Security Breach to any third party other than a vendor hired to 

investigate/mitigate such Security Breach and bound by confidentiality obligations, except as 

required by Applicable Laws. 

 

(f)  Institution agrees to indemnify GSK, for all losses resulting from any Security Breach due to 

negligence or wilful misconduct by Institution, its agents, its Affiliates, or any vendor retained by 

Institution, including but not limited to legal damages, government penalties, and/or mitigation 

expenses. 

 

11. Adverse Events Reporting 

 

11.1 For the purposes of this Agreement an Adverse Event (“AE”) shall mean any untoward 

medical occurrence whether thought to have been caused by the Materials or the Clinical Trial 

or not and Serious Adverse Event (“SAE”) shall mean any adverse event which is fatal, life 

threatening, disabling or incapacitating, requires in-patient treatment or prolongs existing 

hospitalization, is a congenital anomaly in the off-spring of the patient or which may require 

intervention to prevent the previously stated outcomes.  

 

11.2 Any SAE must be reported as defined in the Protocol within twenty-four (24) hours of first 

knowledge of any SAE and using the eCRF.  This applies also for any event that could affect the 

safety of the Clinical Trial participants or the conduct of the Clinical Trial. 

 

11.3 The Institution is responsible for ensuring that the Principal Investigator notifies GSK, the 

Institution and the Responsible Ethics Committee of any Adverse Events (including Serious 

Adverse Events) that occur during the course of the Clinical Trial in accordance with the 

Protocol, and relevant ethical and regulatory guidelines, and in the case of the Institution and 

the Responsible Ethics Committee with their policies and procedures. 

 

11.4 Nothing in this Agreement shall remove or restrict any obligation on Institution and/or Principal 

Investigator to report clinical safety information arising during the Clinical Trial to the regulatory 

authorities in India, in accordance with the local requirements or comply with any other legal or 

administrative obligation in connection with the Clinical Trial. 

 

11.5 The Institution shall monitor the Subjects in accordance with the Protocol. The Institution 

shall require the Principal Investigator to promptly (within twenty-four (24) hours of the 

occurrence of any SAE) report via the electronic eCRF all SAEs that may be associated with 

the administration of the Clinical Trial Product that occurs during the course of the Clinical 
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Trial.  Failure to comply with this Clause shall constitute reasonable grounds for PPD to 

terminate this Agreement as provided in Clause 16. 

 

11.6 GSK maintains its own Investigator Brochure(s) (“IB(s)”) for the Clinical Trial Product(s) being 

investigated under the Clinical Trial,  so GSK will provide these IB(s), and any updates and/or 

supplements to these IB(s), to the Institution during the course of the Clinical Trial for 

information purposes. 

 

11.7 GSK agrees to reimburse the Institution/Principal Investigator for reasonable and necessary 

medical expenses incurred as a direct result of diagnosing and treating of an SAE related to 

the Clinical Trial Product and Clinical Trial related procedure and incurred during the course 

of the Clinical Trial, provided that the Clinical Trial Product was administered in accordance 

with the Protocol and the SAE did not occur as a direct result of the Institution or Principal 

Investigator’s negligence or misconduct. The Institution/Principal Investigator agrees to 

treat any such illness or injury. Payments will be made following an invoice per treatment and 

confirmation by GSK or PPD that the treatment has been performed as a result of such SAE. 

Institution or Principal Investigator will provide all information reasonably requested by GSK 

or PPD to confirm such treatment. 

 

11.8 Without prejudice to the foregoing if injury is suffered by a Subject while participating in the 

Clinical Trial, the GSK agrees to operate in good faith in accordance with the guidelines 

entitled “GlaxoSmithKline’s – Clinical Trial Compensation Guidelines” (refer Exhibit C) 

and New Drugs and clinical trials rules, 2019, and the Principal Investigator shall make clear 

to the Subjects that the Clinical Trial is being conducted subject to these Guidelines. 

 

12. Recordkeeping and Audits 

 

12.1 The Institution and Principal Investigator shall keep complete and systematic data related to the 

Clinical Trial and the Services performed and any other records generated as a part of this 

Agreement for a minimum period of twenty-five (25) years from the issue date of the Clinical 

Trial report/summary or equivalent.  GSK will inform the Principal Investigator of the date on 

which the GSK required retention period will expire.   

 

12.2 Upon the expiration of the above time period, Institution is responsible for complying with any 

remaining relevant local, organizational, state, national and/or regulatory guidelines for records 

retention. If, at any time during the retention period, Investigator and/or Institution are unable 

to comply with the record retention responsibilities in this Section (e.g., Principal Investigator 

retirement; Principal Investigator is no longer employed by or associated with Institution; or, 

Institution site closure), Principal Investigator or Institution shall transfer responsibility for 

record retention to another party at the Institution or to a third party off-site archive facility.  

Principal Investigator or Institution must provide written notice to PPD and/or GSK prior to 

such transfer which specifies the name and address of the new responsible party and, if 

applicable, the new file location address. 

 

12.3 During the Institution’s regular business hours and with reasonable advance notice, PPD, GSK or 

its Affiliates or their designee may audit the Institution’s records, facilities, equipment, or 

procedures related to Institution’s obligations under this Agreement.  Such audits may include, 

without limitation, Institution’s records related to the Clinical Trial and the performance of the 

Services, in order to verify Institution’s compliance. 

 

12.4 If any governmental or regulatory authority notifies the Institution/Principal Investigator that it 

will inspect Institution’s records, facilities, equipment, or procedures, or otherwise take action 

related to the Clinical Trial and/or the Services under this Agreement, Institution/Principal 

Investigator shall co-operate with the authority and notify PPD and GSK as soon as is practicable 

(to the extent possible, within two (2) business days and prior to the inspection or action), allow 
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the authority to conduct an inspection or take other legal action, allow PPD and GSK to be 

present at the inspection or participate in any response to the action, and provide PPD with copies 

of any reports issued by the authority and Institution’s proposed response for GSK’s prior review 

and approval (such approval not to be unreasonably withheld). 

 

13. Insurance 

 

13.1 PPD declares that an insurance policy to cover the conduct of the Clinical Trial, in pursuance 

of current national laws, is in place.  Said policy shall be maintained and updated throughout 

the duration of the Clinical Trial. 

 

13.2 The insurance of the GSK does not relieve the Investigator, Institution and/or their agents 

participating in the Clinical Trial from their obligation to be liable and responsible to GSK 

and PPD for their own negligence and wilful misconduct, or their failure to adhere to the 

terms of the Protocol or any laws or regulation applicable to the Clinical Trial. The Principal 

Investigator and Institution each represent and warrant that they possess, through insurance or 

otherwise sufficient financial resources to meet their obligations under this Agreement. The 

Institution shall provide evidence of its insurance upon request by PPD. 

 

14. Representations and Warranties 

 

14.1 Institution and Principal Investigator represent and warrant to the best of their knowledge, that 

the Institution and the Principal Investigator are not bound by any other agreement which 

could prevent, or be violated by, or under which there would be a default as a result of, the 

execution and performance of this Agreement, and that each will not enter into any such 

conflicting agreements during the term of this Agreement. 

 

14.2 Institution represents and warrants that all persons involved in the Clinical Trial and the 

Principal Investigator (i) have not been debarred or convicted of a crime which could lead to 

debarment under any applicable law, rule or regulation; (ii) have not been disqualified as a 

testing facility under applicable local regulation; or (iii) are not disqualified as a clinical 

investigator under applicable local regulation. If such persons later become debarred or 

receive notice of any action or threat of action with respect to debarment and 

Institution/Principal Investigator gain knowledge thereof, PPD will immediately be notified. 

 

 

14.3 Institution shall indemnify GSK and PPD against all direct losses, damages, liabilities and 

expenses (including legal expenses) incurred by PPD and/or GSK as a result of any breach of 

the warranties contained in this Clause. 

 

14.4 Principal Investigator hereby warrants that he is authorized to perform the Services at the 

Institution premises under his/her own name and that the performance of the correspondent 

agreement and the acceptance of any payments is not in violation of legal or internal regulations 

of the Institution or other entity to which Principal Investigator is associated or any agreement to 

which Principal Investigator is bound. Likewise, Principal Investigator further warrants that 

he/she has obtained all required consents from and/ or filed all required notifications to/from the 

Institution board or other regulatory or self-regulatory authority, board or committee.  

 

15. Limitation of Liability and Indemnification 

 

15.1 Institution and Principal Investigator shall indemnify, defend and hold harmless PPD and 

GSK and its Affiliates from any and all losses, injuries, harm, costs or expenses, including 

without limitation, reasonable attorney's fees, incurred by PPD or GSK or its Affiliates as a 

result of the negligence or wilful misconduct of Institution and/or Principal Investigator. 
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15.2 A Party shall give written notice to the other Parties as soon as is practicable of the details of 

any claim or proceedings brought or threatened against it by a third party in respect of which a 

claim will or may be made under Clause 15.1 above. 

 

15.3 Upon request by Institution and/or Principal Investigator, indemnification of Institution and 

Principal Investigator by GSK shall be governed by a separate letter agreement between GSK, 

Institution and Principal Investigator.   

 

15.4 Nothing in this Clause 15 or otherwise in this Agreement shall exclude or in any way limit 

Institution’ liability for (i) fraud, (ii) death or personal injury caused by its negligence; and 

(iii) any liability to the extent the same may not be excluded or limited as a matter of law. 

 

15.5 No Party shall be liable to the other Parties for any punitive, exemplary damages or for an 

indirect or consequential loss or damage resulting from any breach of this Agreement even if 

the other Parties have been advised of the possibility of such damages. 

   

15.6 Each Party's agreement to indemnify and hold the other Party or Parties harmless is 

conditional 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 ten (10) 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 or demand, (iii) assisting the indemnifying Party, at the indemnifying Party's 

reasonable expense, in the investigation of, preparation for and defence of any such claim or 

demand, and (iv) not compromising or settling such claim or demand without the 

indemnifying Party's written consent. 

 

15.7 The obligations of this Clause shall survive termination of this Agreement. 

16. Termination 

 

16.1 PPD may terminate this Agreement at any time, without cause, by giving thirty (30) days written 

notice to the Institution and Principal Investigator if any of the following conditions occur: 

 

(a) the authorization and approval to perform the Clinical Trial in India is withdrawn by the 

IRB or any other competent authority; 

 

(b) if PPD's agreement with GSK is terminated; 

 

(c) if available data indicate that it is not safe to continue to administer the Clinical Trial 

Product to Subjects; 

 

(d) if overall Clinical Trial enrolment has not been met, even if the enrolment at the 

Institution has not been completed; 

 

(e) the Principal Investigator is unable to continue, and an acceptable successor is not agreed 

upon; 

 

(f) adherence to the Protocol is poor, or Clinical Trial data recording is chronically 

inaccurate or incomplete; 

 

(g) the Clinical Trial is terminated;  

 

(h) material breach of this Agreement; or 

 

(i) by mutual agreement of the Parties. 
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16.2  In the event this Agreement is terminated for any reason prior to the end of the Clinical Trial, the 

Institution shall take all reasonable steps required by PPD, including communicating with the 

Subjects, to facilitate completion of the Clinical Trial at an alternative clinical site designated by 

PPD.  In such event, PPD will (except where the termination was as a result of the breach by the 

Institution of its obligation under this Agreement) reimburse the Institution for its reasonable 

direct costs incurred in connection with such transfer, as well as for reasonable non-reimbursed 

costs incurred and non-cancellable commitments made prior to the receipt by the Institution that 

the Agreement will be terminated. 

 

16.3  Termination of this Agreement by any Party shall not affect the rights and obligations of the 

Parties that have accrued prior to the effective date of the termination. 

 

17. Effect of Termination 

 

17.1 In the event of termination, the sum payable under this Agreement shall be limited to prorated 

fees based on actual Services performed pursuant to the Protocol as determined in accordance 

with Exhibit A.   

 

17.2 Upon completion of the Clinical Trial or earlier termination thereof, Institution and/or 

Principal Investigator shall ensure that all data, information, reports and Clinical Trial results 

are properly recorded in eCRFs and submitted to PPD, and shall return to PPD all 

Information. 

 

17.3 Upon completion of the Clinical Trial or early termination thereof, all unused Clinical Trial 

Product, and/or Materials furnished to Institution and/or Principal Investigator by or on behalf 

of GSK or PPD shall be returned to PPD or GSK, as described in Clause 3. 

17.4 Immediately upon receipt of a notice of termination, Institution and Principal Investigator shall 

cease entering Subjects into the Clinical Trial, cease conducting procedures to the extent 

medically permissible on Subjects already entered into the Protocol, and refrain from incurring 

additional costs and expenses to the extent possible 

 

17.5 All provisions of this Agreement that by their nature would be expected to survive 

termination of this Agreement shall survive such termination, including - but not limited to – 

Clauses 1, 2, 3, 4, 5, 7, 8, 9, 10, 11, 12, 14, 15, 16, 17, 18, 19 and 20. 

 

18. Compliance with Laws and Human Rights 

 

18.1 Each Party shall perform its obligations under this Agreement in a manner that complies with 

all applicable international, national and local laws in relation to, or otherwise relevant to, its 

obligations under this Agreement and shall promptly notify the other Parties if it receives a 

written allegation of non-compliance with any such law by any person which relates to its 

performance of such obligations. 

 

18.2 Institution and the Principal Investigator (the “Site”) agree to the terms of Exhibit B. 

 

18.3 Each Party expressly agrees that this Agreement is the result of arms-length negotiations, and 

that neither Party has entered into this Agreement with a corrupt motive to obtain or retain 

business or to secure an unfair business advantage. 

 

18.4 Each Party hereby warrants and undertake that they shall at all material times keep and 

maintain accurate and up to date accounting records to ensure that all transactions relating to 

this Agreement are sufficiently documented. 
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18.5 Respectful of its employees right to freedom of association, Institution represents and warrants, 

to the best of its knowledge, that in connection with this Agreement, it respects the human rights 

of its staff and does not employ child labor, forced labor, unsafe working conditions, 

discrimination of protected characteristic or cruel or abusive disciplinary practices in the 

workplace; and that it pays each employee at least the minimum wage, provides each employee 

with all legally mandated benefits, and complies with the Applicable Laws on working hours and 

employment rights in the countries in which it operates. Institution shall be respectful of its 

employee’s right to freedom of association, and Institution shall encourage compliance with 

these standards by any supplier of goods or services that it uses in performing its obligations 

under this Agreement. 

 

19. Applicable law and competent jurisdiction 

 

19.1 This Agreement shall be governed by and interpreted in accordance with the laws of India.   

 

19.2 The Parties, expressly waiving any other jurisdiction to which they might be entitled, agree to 

submit any disputes arising out or in connection with this Agreement (whether of a 

contractual or non-contractual nature) to the Courts of India. 

 

20. Miscellaneous 

 

20.1 Independent Contractor  

 

The Institution, including its agents and employees, shall be an independent contractor at all 

times, and shall not be an agent of PPD or GSK and shall have no actual, apparent or implied 

authority to bind PPD or GSK in any manner or to any obligation whatsoever. The Principal 

Investigator shall not be or be deemed to be an employee of PPD or GSK and shall not be 

entitled to any benefits available to employees of PPD or GSK. 

 

20.2 Assignment 

 

Institution shall not assign this Agreement in whole or in part to any other Party and shall not 

appoint any other person as Principal Investigator without PPD's written consent. PPD may 

assign this Agreement in whole or in part, including to any corporate parent, affiliate or 

subsidiary of PPD, without the Principal Investigator’s/Institution's consent. 

 

This Agreement shall be binding upon the Parties, their legal representatives, successors and 

permitted assigns.  Institution and Principal Investigator acknowledge and agree that GSK and 

each of its Affiliates is a third party beneficiary to this Agreement and shall be entitled to enforce 

all of the rights and benefits of this Agreement at all times as if it were a party to this Agreement. 

 

20.3  Use of Name 

 

No Party shall make (or have made on its behalf) any oral or written release of any statement, 

information, advertisement or publicity in connection with this Agreement which uses the other 

Parties names, symbols, or trademarks without the other Parties prior written approval.   

 

20.4 Notices 

 

(a) All notices under this Agreement shall be sent by registered or certified mail, postage 

prepaid, or by overnight courier service.  Notices may be sent by facsimile or e-mail, if 

confirmed by also sending as described above. 

 

(b) Notices pertaining to this Agreement shall be sent to: 
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If to Institution:  

Attn.:Dr. Rajendra Bohra 

Title: The Dean  

Mahatma Gandhi Mission’s Medical 

College &  Hospital 

N-6,Cidco, 

Aurangabad,431003,Maharashtra, 

India 

Tel.:0240-2481437,0240-2482235 

Fax: 0240-2482235 

E-mail address: 

mgmmca@themgmgroup.com 

 

If to PPD: 

Attn.: Rashmi Chitgupi  

Title: Associate Director, Clinical Management 

PPD Pharmaceutical Development India 

Private Limited 

101, A-Wing, Fulcrum, Hiranandani Business 

Park, Sahar Road, Andheri (East), Mumbai-

400099, Maharashtra, India 

Tel.: +91 22 4247 2900 

Fax: +91 22 4248 6900 

E-mail address: Rashmi.Chitgupi@ppdi.com 

 

 

If to the Principal Investigator:  

Attn.: Dr Syed Umar Quadri 

Mahatma Gandhi Mission’s Medical 

College & Hospital 

N-6,Cidco, 

Aurangabad,431003,Maharashtra, 

India 

Tel.: 9923798702 

Fax: 0240-2482235 

E-mail address: 

 

 

If to the SMO: 

Attn.: Mr. Maruti Patil 

Doclin Clinical Research Services 

445,Maruti Galli,Main Road, Hangrage 

Mandoli Belagavi-590008 Karnataka 

Tel.: 9591358733 

 E-mail :maruti.patil171@gmail.com 

     

  

20.5 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 in any way be 

affected. 

 

20.6 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 any Party to 

enforce any rights under this Agreement shall not be construed as a waiver of such rights nor 

shall a waiver by any Party in one or more instances be construed as constituting a continuing 

waiver or as a waiver in other instances. 

 

20.7  Force Majeure 

 

If any Party is delayed in performing an obligation under this Agreement by strike, lockout, or 

other labor troubles of a third party; by restrictive governmental or judicial order not directly 

related to this Agreement; or by riots, insurrection, war, inclement weather, or Acts of God; 

performance is excused for the period of such delay.  The delayed Party shall promptly notify 

the other Parties in writing of the delaying event. 

 

20.8 Entire Agreement 

 

This Agreement and its exhibits constitute the entire agreement and understanding between 

the Parties with respect to the subject matter hereof and supersedes any prior agreement, 

understanding or arrangement between the Parties, whether oral or in writing. No 

representation, undertaking or promise shall be taken to have been given or be implied from 

umarazmed@gmail.com

mailto:umarazmet@gmail.com
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anything said or written in negotiations between the Parties prior to this Agreement except as 

expressly stated in this Agreement.  

 

20.9 Miscellaneous 

 

(a) For the purposes of this Agreement, “Affiliate” means any entity that controls, is controlled 

by, or is under common control with, a party to this Agreement. In this context, “control” 

shall mean (i) ownership by one entity, directly or indirectly, of at least forty percent (40%) of 

the voting stock of another entity; (ii) power of one entity to direct the management or 

policies of another entity, by contract or otherwise; or (iii) any other relationship between 

GSK or Institution and an entity which GSK and Institution have agreed in writing may be 

considered an “Affiliate” of GSK or Institution (as the case may be). 

 

(b) PPD or GSK may provide supportive measures to strengthen the Institution’s research 

capacity for the benefit of the community.  PPD, GSK and the Institution agree that any of 

these measures that may be provided by PPD or GSK are not intended to be for the exclusive 

benefit of the Clinical Trial or of GSK studies generally, or to induce the Institution to 

participate in the Clinical Trial or to induce or reward any use, purchase, recommendation, or 

prescription of GSK products.  GSK and the Institution also agree that any of these measures 

that may be provided by PPD or GSK are intended to be sustainable by the Institution and the 

local community following the Clinical Trial. 

 

(c) GSK and/or PPD and the Institution have sought agreement with key interested external 

parties, including ethics committees, research investigators, national government, health 

ministry, local health authorities, ethics groups, non-governmental organisations, or 

representatives of the communities who might participate in the Clinical Trial, that it is 

appropriate to conduct the Clinical Trial at the Institution,  including discussion of the 

standard of care to be provided during the Clinical Trial, the scientific rationale for 

interventions (including placebo), the provision of healthcare for subjects after the Clinical 

Trial, and the fate of any capacity built for the conduct of the Clinical Trial.  

 

(d) The Institution agrees that any nationally-licensed medicinal products that are not the subject 

of the Clinical Trial but are required for the routine care of a Clinical Trial subject during and 

after the Clinical Trial for the disease or condition to which the Clinical Trial relates are 

expected to be available to the Clinical Trial Subject and funded through the usual operations 

of the local healthcare system independently from the Clinical Trial and without expectation 

of GSK support. 

 

20.10 Counterparts and Electronic Signatures.: This Agreement and all associated amendments 

may be executed in counterparts, each of which shall be deemed an original and all of which 

together shall constitute one and the same instrument.  Each party may execute this 

Agreement and all amendments by electronic signature (whatever form the electronic 

signature takes) or in Portable Document Format (or other file format) sent by electronic 

means.  Signatures of authorized signatories of the parties completed by electronic signature 

or sent by electronic means in Portable Document Format shall have the same force and effect 

as manual signatures, shall be valid and binding, and, upon delivery, shall constitute due 

execution of this Agreement any amendments hereunder. 
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EXHIBIT A 

 

BUDGET AND PAYMENT SCHEDULE 

Payment by PPD shall be made payable to the payee and at the address indicated on the PAF form or 

other applicable form provided to PPD prior to the execution of this Agreement (“Payee”) as follows: 

 

Payee Name: Doclin Clinical Research Services 

Payee Address: 445, Maruti Galli, Main Road, Hangarge, Mandoli – Belagavi 590008 

Karnataka India 

Bank Information       

and Routing number  

as applicable:  Bank Name: Axis Bank,  

  Nehrunagar Belagavi-590010 Karnataka India 

 Account Number:919020049795418 

 IFSC Code- UTIB0001690 

                                    Swift Code: CHASUS33 

 

GST Number:           29AZXPP8818R1ZP 

 

Institution may request to revise the payee details provided herein during the course of the Study. In 

such cases, the parties agree that no amendment to this Agreement shall be required provided that 

Institution provides written notification to PPD with the revised payee details and, if applicable, a 

revised PAF(Payment Authorization Form). The parties further agree that PPD assumes no liability 

for incorrect payee details provided by Institution. 

 

Cost per Subject: The amount to be paid to the Payee per completed subject is outlined on the 

Exhibit A-1, less ten percent (10%) withholding.  Payments will be made on a quarterlybasis in Indian 

Rupees and will be based on completed visits, verified as applicable in the subject electronic case 

report forms (eCRFs). 

 

Enrollment:  Institution shall apply best efforts for enrollment in accordance with the Study subject 

eligibility criteria specified in the Protocol for up to a maximum of thirty (30) Study subjects. With 

the express, written pre-approval of the Sponsor, the Institution may enroll beyond these thirty (30) 

randomized subjects into the study 

Study Start-Up Fee: A one-time non-refundable Start-Up Payment at the rate set forth in Exhibit A-1, 

for Study Start-Up Activities, will be payable to SMO based on full execution of this document, proper 

completion and submission to GSK or GSK designated vendor of all regulatory documents as defined by 

the GSK Study team for the Study, including, but not limited to, and financial disclosure documents as 

well as IRB submission. The receipt of a correct and itemized invoice must be received prior to payment. 

 

Screen Failures:  The Payee will be paid for twenty (20) screen fails (as defined below) without pre-

approval from Sponsor and may be paid up to a maximum of thirty (30) with express pre-approval from 

Sponsor.  Payee will be reimbursed in accordance with the rates set forth for the Screening visit in the 

Budget, as verified in the CRF. For purposes of this Agreement, a Screen Failure shall mean any subject, 

who initially appears to meet the criteria for pre-screening, signs the informed consent form, completes 

the pre-screening and/or screening visit but does not randomize into the Study. 

 

IRB Fees:  Central IRB is defined as the IRB selected and paid by the Sponsor. Local IRB Fees will be 

submitted to PPD by the Institution and reimbursed by PPD directly to the Payee upon the receipt of 

correct and itemized invoices. 

 

Record Storage and Archiving:  A one-time record storage and archiving fee at the rate set forth in 

Exhibit A-1 will be paid to the SMO for purposes of compliance with this Agreement.  SMO will be paid 
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this fee upon execution of this Agreement, confirmation of IRB meeting and approval, and completion of 

pre-Study requirements as specified by Sponsor or PPD/its designee.    

 

Pharmacy Start-Up Fees: Payee will receive a one-time fee at the rate set forth in Exhibit A-1 to cover 

set-up of the pharmacy services on this Study.  The pharmacy start-up fees will be payable upon PPD’s 

receipt of a correct and itemized invoice from Payee. 

 

Unscheduled visits:  An “Unscheduled Visit” shall be defined as a Study subject visit which is not 

expressly set forth in the Protocol, but is otherwise required for the Study.  Unscheduled Visits will be 

paid at the rates set forth in Exhibit A-1 upon PPD's receipt of correct and itemized invoices. 

 

Loaned Equipment: Loaned Equipment described as follows: 

eConsent logpads will be provided to sites by vendor, DrugDev (IQVIA) and must be returned to 

vendor at Institution close out. 

 

Invoices:  All correct and itemized invoices pertaining to this Study should be addressed to PPD and 

submitted quarterly for reimbursement to the following: 

 

PPD Pharmaceutical Development India Private Limited, Office 101, A-Wing, Fulcrum, Hiranandani 

Business Park 

Sahar Road, Andheri (East)  

Mumbai-400099, Maharashtra 

INDIA 

GSKROWInvestigatorPayments@ppdi.com 

 

All invoices must include the following: 

• Institution Name and Address 

• Protocol Number 

• Investigator Name 

• Invoice Date 

• Invoice Number 

• Clear description of items being invoiced, subject numbers, date of service, and if applicable 

supporting documentation (including but not limited to receipts, to and from addresses, invoices from 

vendors, etc.) 

o NOTE!  DO NOT include any subject identifiers, other than subject numbers, in the invoice or 

back-up details.  Subject names, initials, addresses, phone numbers, ages, and birthdates will 

need to be redacted on back-up details, receipts, and vendor forms to ensure patient privacy 

before sending to PPD 

• Correct amount listed for each invoiced item 

• Total amount being invoiced 

• Payee information including name and address for sending payment (this should match the 

payment information listed in this Agreement) 

 

All invoices for Study payments, as outlined in this budget and payment schedule, must be submitted 

to PPD within ninety (90) days of the Institution’s Study close-out visit.  Invoices received after this 

time will not be reimbursed. 

 

GST: All fees payable by PPD will be exclusive of GST and similar indirect taxes as per the existing 

rules in India.  PPD will pay the vendor on receipt of a legal tax invoice raised according to the terms 

of this agreement and the indirect tax / GST laws applicable in India 

 

Final Payment:  The final payment, which corresponds to the remaining ten percent (10%) of costs, 

shall be made upon completion of the close-out visit and upon receipt of (i) all completed and 

corrected case report forms and queries, of (ii) all Study documentation, of (iii) all unused Study drug 
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has been accounted for and (iv) all study equipment and supplies returned as specified by PPD and 

Sponsor. PPD must be notified of any discrepancies within ninety (90) days from receipt of final 

payment. 

If at the completion of the Study, PPD has advanced sums under the terms of this Agreement that 

exceed the earned amount for all Study subject visits completed, Payee shall reimburse PPD within 

sixty (60) days any amount by which amounts advanced by PPD exceed the fees earned. 

 

No other additional funding requests will be considered without the prior written consent of GSK. 
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Exhibit A-1 

727,291.50

MGM medical College and Hospital

Dr.Syed Umar Quadri

Informed consent Y 3,000.00 3,000.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00

Eligibility assessment Y 1,500.00 1,500.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00

Thoracic CT scan or Chest X-Ray Y SOC SOC

Demography Y 900.00 900.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00

Medical history Y SOC SOC

Daily clinical features of COVID-19 (for non-

mechanically ventilated participants)

Y 2,300.00 0.00 2,300.00 2,300.00 2,300.00 2,300.00 2,300.00 2,300.00 2,300.00 2,300.00 2,300.00 2,300.00 2,300.00 2,300.00 2,300.00 2,300.00 2,300.00 2,300.00 2,300.00

Initial Full physical examination Y SOC SOC

Follow up Full physical examination Y SOC

12-lead ECG Y 500.00 500.00 500.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00

Blood pressure and pulse Y SOC SOC SOC

Respiratory Rate and temperture Y SOC SOC SOC SOC SOC SOC SOC SOC SOC SOC SOC SOC SOC SOC SOC SOC SOC SOC SOC

SpO2 (for participants not on invasive mechanical 

ventilation)

Y SOC SOC SOC SOC SOC SOC SOC SOC SOC SOC SOC SOC SOC SOC SOC SOC SOC SOC SOC

Concentration of inspired oxygen (FiO2) and / or 

oxygen flow rate (L/min)

Y SOC SOC SOC SOC SOC SOC SOC SOC SOC SOC SOC SOC SOC SOC SOC SOC SOC SOC SOC

Ordinal scale Y 2,000.00 2,000.00 2,000.00 2,000.00 2,000.00 2,000.00 2,000.00 2,000.00 2,000.00 2,000.00 2,000.00 2,000.00 2,000.00 2,000.00 2,000.00 2,000.00 2,000.00 2,000.00 2,000.00

SOFA score (for ICU) Y SOC SOC SOC SOC SOC SOC SOC SOC SOC SOC SOC SOC SOC SOC SOC SOC SOC SOC SOC

AE review Y 1,000.00 0.00 1,000.00 1,000.00 1,000.00 1,000.00 1,000.00 1,000.00 1,000.00 1,000.00 1,000.00 1,000.00 1,000.00 1,000.00 1,000.00 1,000.00 1,000.00 1,000.00 1,000.00

Concomitant medication review Y 700.00 700.00 700.00 700.00 700.00 700.00 700.00 700.00 700.00 700.00 700.00 700.00 700.00 700.00 700.00 700.00 700.00 700.00 700.00

Survival follow-up Y 2,000.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00

Hematology Y 500.00 500.00 500.00 500.00 0.00 500.00 0.00 0.00 500.00 0.00 0.00 0.00 0.00 0.00 0.00 500.00 0.00 0.00 0.00

Chemistry Y 3,000.00 3,000.00 3,000.00 3,000.00 0.00 3,000.00 0.00 0.00 3,000.00 0.00 0.00 0.00 0.00 0.00 0.00 3,000.00 0.00 0.00 0.00

Lactate Y 900.00 900.00 900.00 900.00 0.00 900.00 0.00 0.00 900.00 0.00 0.00 0.00 0.00 0.00 0.00 900.00 0.00 0.00 0.00

Troponin Y 1,200.00 1,200.00 1,200.00 1,200.00 0.00 1,200.00 0.00 0.00 1,200.00 0.00 0.00 0.00 0.00 0.00 0.00 1,200.00 0.00 0.00 0.00

D-dimer Y 1,400.00 1,400.00 1,400.00 1,400.00 0.00 1,400.00 0.00 0.00 1,400.00 0.00 0.00 0.00 0.00 0.00 0.00 1,400.00 0.00 0.00 0.00

CRP Y 1,103.00 1,103.00 1,103.00 1,103.00 0.00 1,103.00 0.00 0.00 1,103.00 0.00 0.00 0.00 0.00 0.00 0.00 1,103.00 0.00 0.00 0.00

Ferritin Y 2,800.00 2,800.00 0.00 0.00 0.00 0.00 0.00 0.00 2,800.00 0.00 0.00 0.00 0.00 0.00 0.00 2,800.00 0.00 0.00 0.00

Procalcitonin Y 2,378.00 2,378.00 0.00 0.00 0.00 0.00 0.00 0.00 2,378.00 0.00 0.00 0.00 0.00 0.00 0.00 2,378.00 0.00 0.00 0.00

ESR Y 519.00 519.00 0.00 0.00 0.00 0.00 0.00 0.00 519.00 0.00 0.00 0.00 0.00 0.00 0.00 519.00 0.00 0.00 0.00

Coagulation Y 1,355.00 1,355.00 1,355.00 1,355.00 0.00 1,355.00 0.00 0.00 1,355.00 0.00 0.00 0.00 0.00 0.00 0.00 1,355.00 0.00 0.00 0.00

Pregnancy Test - Serum Y 800.00 800.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00

PD Sample (Cytokines) Y 3,000.00 3,000.00 0.00 3,000.00 0.00 3,000.00 0.00 0.00 3,000.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00

PK sample Y 3,000.00 0.00 3,000.00 3,000.00 0.00 0.00 0.00 0.00 3,000.00 0.00 0.00 0.00 0.00 0.00 0.00 3,000.00 0.00 0.00 0.00

Spec Handling (simple) Y 1,500.00 0.00 1,500.00 1,500.00 0.00 0.00 0.00 0.00 1,500.00 0.00 0.00 0.00 0.00 0.00 0.00 1,500.00 0.00 0.00 0.00

IV dosing with otilimab or placebo Y 9,000.00 0.00 9,000.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00

Per Patient Activity Totals: 27,555.00 29,458.00 22,958.00 6,000.00 18,458.00 6,000.00 6,000.00 28,655.00 6,000.00 6,000.00 6,000.00 6,000.00 6,000.00 6,000.00 25,655.00 6,000.00 6,000.00 6,000.00

Day 12 Day 13 Day 14 Day 15 Day 16 Day 17Day 6 Day 7 Day 8 Day 9 Day 10 Day 11

Procedures

Name OH? Selected 

Cost Screening Day 1 Day 2 Day 3 Day 4 Day 5

Institution: Overhead Percent: 30.00%

PI: Currency: INR - Indian Rupee

Budget Information

Total Cost per Patient: Location: India
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Informed consent Y 3,000.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00

Eligibility assessment Y 1,500.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00

Thoracic CT scan or Chest X-Ray Y SOC

Demography Y 900.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00

Medical history Y SOC

Daily clinical features of COVID-19 (for non-

mechanically ventilated participants)

Y 2,300.00 2,300.00 2,300.00 2,300.00 2,300.00 2,300.00 2,300.00 2,300.00 2,300.00 2,300.00 2,300.00 2,300.00 2,300.00 2,300.00 2,300.00 2,300.00 2,300.00

Initial Full physical examination Y SOC

Follow up Full physical examination Y SOC SOC

12-lead ECG Y 500.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 500.00 0.00 0.00 0.00

Blood pressure and pulse Y SOC SOC

Respiratory Rate and temperture Y SOC SOC SOC SOC SOC SOC SOC SOC SOC SOC SOC SOC SOC

SpO2 (for participants not on invasive mechanical 

ventilation)

Y SOC SOC SOC SOC SOC SOC SOC SOC SOC SOC SOC SOC SOC

Concentration of inspired oxygen (FiO2) and / or 

oxygen flow rate (L/min)

Y SOC SOC SOC SOC SOC SOC SOC SOC SOC SOC SOC SOC SOC

Ordinal scale Y 2,000.00 2,000.00 2,000.00 2,000.00 2,000.00 2,000.00 2,000.00 2,000.00 2,000.00 2,000.00 2,000.00 2,000.00 2,000.00 2,000.00 2,000.00 2,000.00 2,000.00

SOFA score (for ICU) Y SOC SOC SOC SOC SOC SOC SOC SOC SOC SOC SOC SOC SOC

AE review Y 1,000.00 1,000.00 1,000.00 1,000.00 1,000.00 1,000.00 1,000.00 1,000.00 1,000.00 1,000.00 1,000.00 1,000.00 1,000.00 1,000.00 1,000.00 1,000.00 1,000.00

Concomitant medication review Y 700.00 700.00 700.00 700.00 700.00 700.00 700.00 700.00 700.00 700.00 700.00 700.00 700.00 700.00 700.00 700.00 700.00

Survival follow-up Y 2,000.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 2,000.00 2,000.00 2,000.00 2,000.00 2,000.00

Hematology Y 500.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 500.00 500.00 0.00 0.00 0.00

Chemistry Y 3,000.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 3,000.00 3,000.00 0.00 0.00 0.00

Lactate Y 900.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 900.00 900.00 0.00 0.00 0.00

Troponin Y 1,200.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 1,200.00 1,200.00 0.00 0.00 0.00

D-dimer Y 1,400.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 1,400.00 1,400.00 0.00 0.00 0.00

CRP Y 1,103.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 1,103.00 1,103.00 0.00 0.00 0.00

Ferritin Y 2,800.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00

Procalcitonin Y 2,378.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00

ESR Y 519.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00

Coagulation Y 1,355.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 1,355.00 1,355.00 0.00 0.00 0.00

Pregnancy Test - Serum Y 800.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 800.00 0.00 0.00 0.00

PD Sample (Cytokines) Y 3,000.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00

PK sample Y 3,000.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00

Spec Handling (simple) Y 1,500.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00

IV dosing with otilimab or placebo Y 9,000.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00

Per Patient Activity Totals: 6,000.00 6,000.00 6,000.00 6,000.00 6,000.00 6,000.00 6,000.00 6,000.00 6,000.00 6,000.00 15,458.00 18,758.00 8,000.00 8,000.00 8,000.00 8,000.00

Follow-up 

Phone call 

(Day 60)/ 

Early 

Withdrawal

Day 14 

Phone Visit if 

Subject is 

discharged

Day 28 

Phone Visit if 

Subject is 

discharged

Follow-up 

Phone call 

(Day 42)/ 

Early 

WithdrawalDay 24 Day 25 Day 26 Day 27 Day 28

Discharge/Early 

WithdrawalDay 18 Day 19 Day 20 Day 21 Day 22 Day 23

Name OH? Selected 

Cost
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Physician's Fees without Exam Costs Y 5,000.00 7,500.00 7,500.00 7,500.00 5,000.00 6,250.00 5,000.00 5,000.00 10,000.00 5,000.00 2,500.00 2,500.00 2,500.00 2,500.00 2,500.00 10,000.00 2,500.00 2,500.00 2,500.00

Study Coordinator Fee Per Visit Y 3,000.00 4,500.00 4,500.00 4,500.00 3,000.00 4,500.00 3,750.00 3,000.00 6,000.00 3,000.00 1,500.00 1,500.00 1,500.00 1,500.00 1,500.00 6,000.00 1,500.00 1,500.00 1,500.00

Pharm Disp p/visit (use w/infusion) Y 1,000.00 0.00 1,000.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00

Per Patient Other Direct Cost Totals: 12,000.00 13,000.00 12,000.00 8,000.00 10,750.00 8,750.00 8,000.00 16,000.00 8,000.00 4,000.00 4,000.00 4,000.00 4,000.00 4,000.00 16,000.00 4,000.00 4,000.00 4,000.00

Screening Treatmen

t

Treatmen

t

Treatment Treatment Treatmen

t

Treatmen

t

Treatmen

t

Treatmen

t

Treatmen

t

Treatmen

t

Treatmen

t

Treatmen

t

Treatmen

t

Treatmen

t

Treatmen

t

Treatmen

t

Treatmen

t

39,555.00 42,458.00 34,958.00 14,000.00 29,208.00 14,750.00 14,000.00 44,655.00 14,000.00 10,000.00 10,000.00 10,000.00 10,000.00 10,000.00 41,655.00 10,000.00 10,000.00 10,000.00

11,866.50 12,737.40 10,487.40 4,200.00 8,762.40 4,425.00 4,200.00 13,396.50 4,200.00 3,000.00 3,000.00 3,000.00 3,000.00 3,000.00 12,496.50 3,000.00 3,000.00 3,000.00

51,421.50 55,195.40 45,445.40 18,200.00 37,970.40 19,175.00 18,200.00 58,051.50 18,200.00 13,000.00 13,000.00 13,000.00 13,000.00 13,000.00 54,151.50 13,000.00 13,000.00 13,000.00

Costs Charged before overhead

Overhead at 30%

Selected Cost Per Visit

Day 14 Day 15 Day 16 Day 17Day 8 Day 9 Day 10 Day 11 Day 12 Day 13

Overall Patient Cost

Screening Day 1 Day 2 Day 3 Day 4 Day 5 Day 6 Day 7

Day 14 Day 15 Day 16 Day 17Day 8 Day 9 Day 10 Day 11 Day 12 Day 13Day 2 Day 3 Day 4 Day 5 Day 6 Day 7

Non Procedures

Name OH? Selected 

Cost Screening Day 1

 
 

Physician's Fees without Exam Costs Y 5,000.00 2,500.00 2,500.00 2,500.00 2,500.00 2,500.00 2,500.00 2,500.00 2,500.00 2,500.00 2,500.00 6,250.00 6,250.00 6,250.00 6,250.00 5,000.00 5,000.00

Study Coordinator Fee Per Visit Y 3,000.00 1,500.00 1,500.00 1,500.00 1,500.00 1,500.00 1,500.00 1,500.00 1,500.00 1,500.00 1,500.00 3,750.00 3,750.00 3,750.00 3,750.00 3,000.00 3,000.00

Pharm Disp p/visit (use w/infusion) Y 1,000.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00

Per Patient Other Direct Cost Totals: 4,000.00 4,000.00 4,000.00 4,000.00 4,000.00 4,000.00 4,000.00 4,000.00 4,000.00 4,000.00 10,000.00 10,000.00 10,000.00 10,000.00 8,000.00 8,000.00

Treatmen

t

Treatmen

t

Treatmen

t

Treatmen

t

Treatmen

t

Treatmen

t

Treatmen

t

Treatmen

t

Treatmen

t

Treatmen

t

Treatmen

t

Discontinuation Follow Up Follow Up Treatment Treatment

10,000.00 10,000.00 10,000.00 10,000.00 10,000.00 10,000.00 10,000.00 10,000.00 10,000.00 10,000.00 25,458.00 28,758.00 18,000.00 18,000.00 16,000.00 16,000.00

3,000.00 3,000.00 3,000.00 3,000.00 3,000.00 3,000.00 3,000.00 3,000.00 3,000.00 3,000.00 7,637.40 8,627.40 5,400.00 5,400.00 4,800.00 4,800.00

13,000.00 13,000.00 13,000.00 13,000.00 13,000.00 13,000.00 13,000.00 13,000.00 13,000.00 13,000.00 33,095.40 37,385.40 23,400.00 23,400.00 20,800.00 20,800.00

727,291.50

Day 14 

Phone Visit if 

Subject is 

discharged

Day 28 

Phone Visit if 

Subject is 

discharged

Costs Charged before overhead

Overhead at 30%

Selected Cost Per Visit

Day 25 Day 26 Day 28

Discharge/Early 

Withdrawal

Follow-up 

Phone call 

(Day 60)/ 

Early 

WithdrawalDay 19 Day 20 Day 21 Day 22 Day 23 Day 24

Follow-up 

Phone call 

(Day 42)/ 

Early 

WithdrawalDay 18 Day 27

Day 28 

Phone Visit if 

Subject is 

discharged

Overall Patient Cost

Day 26 Day 27 Day 28

Discharge/Early 

Withdrawal

Follow-up 

Phone call 

(Day 60)/ 

Early 

Withdrawal

Day 14 

Phone Visit if 

Subject is 

discharged

Follow-up 

Phone call 

(Day 42)/ 

Early 

WithdrawalDay 20 Day 21 Day 22 Day 23 Day 24 Day 25Day 18 Day 19

Non Procedures

Name OH? Selected 

Cost
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Site Level Other Direct Costs

Archiving/Document storage/per site N 200,000.00

Pharmacy set-up fee N 60,000.00

Site Start-up Costs N 75,000.00

Invoiceable Procedures

3,000.00 900.00 3,900.00

5,907.00 1,772.10 7,679.10

500.00 150.00 650.00

9,000.00 2,700.00 11,700.00

1,000.00 300.00 1,300.00

Name Selected 

cost

Overhead Total incl 

OH

Patient Travel Reimbursement per visit

Hospitalisation Fees(ICU)/day

Re-consent Process, per patient

SAE Review

Pregnancy Test -Urine 

Name OH? Selected 

Cost
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EXHIBIT B 

 

GSK ANTI-BRIBERY AND ANTI-CORRUPTION TERMS 

 

1. Institution agrees that it shall comply fully at all times with all applicable laws and regulations, 

including but not limited to anti-corruption laws, and that it has not, and covenants that it will 

not, in connection with the performance of this Agreement, directly or indirectly, make, promise, 

authorise, ratify or offer to make, or take any act in furtherance of any payment or transfer of 

anything of value for the purpose of influencing, inducing or rewarding any act, omission or 

decision to secure an improper advantage; or improperly assisting it or GSK in obtaining or 

retaining business, or in any way with the purpose or effect of public or commercial bribery, and 

warrants that it has taken reasonable measures to prevent subcontractors, agents or any other 

third parties, subject to its control or determining influence, from doing so. For the avoidance of 

doubt this includes facilitating payments, which are unofficial, improper, small payments or gifts 

offered or made to Government Officials to secure or expedite a routine or necessary action to 

which we are legally entitled. 

 

2. Institution shall not contact, or otherwise knowingly meet with any Government Official for the 

purpose of discussing activities arising out of or in connection with this Agreement, without the 

prior approval of GSK and, when requested by GSK, only in the presence of a GSK designated 

representative. 

 

For the purpose of this Agreement “Government Official" (where ‘government’ means all levels 

and subdivisions of governments, i.e. local, regional, national, administrative, legislative, 

executive, or judicial, and royal or ruling families) means: (a) any officer or employee of a 

government or any department, agency or instrumentality of a government (which includes 

public enterprises, and entities owned or controlled by the state); (b) any officer or employee of a 

public international organisation such as the World Bank or United Nations; (c) any officer or 

employee of a political party, or any candidate for public office; (d) any person defined as a 

government or public official under applicable local laws (including anti-bribery and corruption 

laws) and not already covered by any of the above; and/or; (e) any person acting in an official 

capacity for or on behalf of any of the above. “Government Official” shall include any person 

with close family members who are Government Officials (as defined above) with the capacity, 

actual or perceived, to influence or take official decisions affecting GSK business. 

 

3. Institution shall inform GSK in writing, if, during the course of this Agreement, it is convicted of 

or pleads guilty to a criminal offense involving fraud or corruption or becomes the subject of any 

government investigation for such offenses, or is listed by any government agency as debarred, 

suspended, proposed for suspension or debarment, or otherwise ineligible for government 

programs. 

 

4. Institution represents and warrants that except as disclosed to GSK in writing prior to the 

commencement of this Agreement: a) none of their significant shareholders (>25% shareholding) 

or senior management have influence over GSK’s business; (b) no significant shareholders 

(>25% shareholding), members of senior management team, members of the Board of Directors, 

or key individuals who will be responsible for the provision of goods / services are currently or 

have been in the past two years, a Government Official with actual or perceived influence which 

could affect GSK business; (c) it is not aware of any immediate relatives (e.g. spouse, parents, 

children or siblings) of the persons listed in the previous clause (b) having a public or private role 

which involves making decisions which could affect GSK business or providing services or 

products to, or on behalf of GSK; (d) it does not have any interest which directly or indirectly 

conflicts with its proper and ethical performance of this Agreement; and (e) it shall maintain 

arm’s length relations with all third parties with which it deals for or on behalf of GSK in 

performance of this Agreement. Institution shall inform GSK in writing at the earliest possible 

opportunity of any conflict of interest as described in this subsection #4 that arises during the 

performance of this Agreement. 

 

5. GSK shall have the right during the term of this Agreement to conduct an audit of Institution’s 

activities under this Agreement to monitor compliance with the terms of this Agreement. 
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Institution shall cooperate fully with such audit, the scope, method, nature and duration of which 

shall be at the sole reasonable discretion of GSK. 

 

6. Institution shall ensure that all transactions under the Agreement are properly and accurately 

recorded in all material respects on its books and records and each document upon which entries 

such books and records are based is complete and accurate in all material respects. Institution 

must maintain a system of internal accounting controls reasonably designed to ensure that it 

maintains no off-the-books accounts. 

 

7. Institution agrees that in the event that GSK believes that there has been a possible violation of 

the terms of this Exhibit B, GSK may make full disclosure of such belief and related information 

at any time and for any reason to any competent government bodies and its agencies, and to 

whomsoever GSK determines in good faith has a legitimate need to know. 

 

8. GSK shall be entitled to terminate the Agreement immediately on written notice to Institution, if 

Institution fails to perform its obligations in accordance with this Exhibit B.  Institution shall 

have no claim against GSK for compensation for any loss of whatever nature by virtue of the 

termination of this Agreement in accordance with this Exhibit B. 
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EXHIBIT C 

 

GLAXOSMITHKLINE’S – CLINICAL TRIAL COMPENSATION GUIDELINES 

 

  

GlaxoSmithKline (GSK) will adhere to the following broad guidelines in the event of injury caused to 

the patient attributable to participation in the trial in question.  

 

1. Basic Principles 

 

1.1 Notwithstanding the absence of legal commitment, GSK will pay compensation to the patient-

volunteers suffering Clinical Trial related injury (including death) in accordance with these 

guidelines. 

 

1.2 Compensation will be paid when, on the balance of probabilities, the injury was attributable 

to the administration of a medicinal product under study or any clinical intervention or 

procedure provided for by the protocol that would not have occurred but for the inclusion of 

the Subject in the Clinical Trial. 

 

1.3 Compensation will be paid to the child injured in utero through the participation of the 

Subject’s mother in a clinical trial as if the child were a patient-volunteer with the full benefit 

of these guidelines.  

 

1.4 Compensation will only be paid for the more serious injuries of an enduring and disabling 

character (including exacerbation of an existing condition) and not for temporary pain or 

discomfort or less serious or curable complaints.  

 

1.5 Where there is an adverse reaction to a medicinal product under study and injury is caused by 

the procedure adopted to deal with the adverse reaction, compensation will be paid for such 

injury as if it were caused directly by the medicinal product under study. 

 

1.6 Neither the fact that the adverse reaction causing the injury was foreseeable or predictable, 

nor the fact that the patient has freely consented (whether in writing or otherwise) to 

participate in the Clinical Trial should exclude a patient from consideration for compensation 

under these guidelines, although compensation may be abated or excluded in the light of the 

factors described in paragraph 4.2 below.  

 

1.7 For the avoidance of doubt, compensation will be paid regardless of whether the Subject is 

able to prove that GSK has been negligent in relation to research or development of the 

medicinal product under study or that the product is defective and therefore, as the producer, 

GSK is subject to strict liability in relation of injuries caused by it.  

 

2. Types of Clinical Research Covered 

 

2.1 These guidelines apply to injury caused to patients involved in Phase II and Phase III trials, 

that is to say, patients under treatment and surveillance (usually in hospital) and suffering 

from the ailment which the medicinal product under trial is intended to treat but for which the 

product license does not exist or does not authorize supply for administration under the 

conditions of the trial.  

 

2.2 These guidelines do not apply to injuries arising from studies in non-patient volunteers (Phase 

I),  whether or not they are in hospital, for which separate guidelines for compensation 

already exist at the facility where the Clinical Trial is carried out  
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2.3 These guidelines do not apply to injury arising from clinical trials on marketed products 

(Phase IV) where a product licence exists authorising supply of administration under the 

conditions of the trial, except to the extent that the injury is caused to a patient as a direct 

result of procedures undertaken in accordance with the protocol (but not any product 

administered) to which the patient would not have been exposed had treatment been other 

than in the course of the trial. These guidelines do not apply to post-marketing surveillance 

and ancillary care. 

 

2.4 These guidelines do not apply to clinical trials which have not been initiated or directly 

sponsored by GSK. Where trials of products are initiated independently by doctors, 

responsibility for the health and welfare of patients rests with the doctor alone (see also 

paragraph 5.2 below). 

  

3. Limitations 

 

3.1       Compensation will not be paid to research participants receiving placebo in consideration of 

its failure to provide a therapeutic benefit. 

 

3.2       Compensation will not be paid for natural progression of an underlying disease. 

 

3.3      Compensation will not be available for adverse effects due to concomitant medications 

allowed as per protocol/routine procedures as part of standard of care. 

 

3.4 No compensation should be paid for the failure of a medicinal product to have its intended 

effect or to provide any other benefit to the patient.  

 

3.5 No compensation should be paid for injury caused by other licensed medicinal products 

administered to the patient for the purpose of comparison with the product under trial.  

 

3.6 No compensation should be paid (or it should be abated as the case may be) to the extent that 

the injury has arisen: 

  

(a) through a significant departure from the agreed protocol; 

 

(b) through a wrongful act or default of a third party, including a doctor’s failure to deal 

adequately with an adverse reaction; 

 

(c) through a contributory negligence by the patient.  

 

3.7   Compensation may not be provided if it is determined (by the Investigator and the IEC) that 

the injury has arisen through: 

 

(a) wrongful act or default of a third party; 

 

(b) contributory negligence by the research participant (e.g. wilful or reckless non-

adherence to protocol procedures/instructions by the research participants as 

described in the ICDs). 

 

 

4. Assessment of Compensation  

 

4.1 The amount of compensation paid should be appropriate to the nature, severity and 

persistence of the injury and should in general terms be consistent with the quantum of 

damages commonly awarded for similar injuries by the Indian Courts in cases where legal 

liability is admitted.  
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4.2 Compensation may be abated, or in certain circumstances excluded, in the light of the 

following factors (on which will depend the level of risk the patient can reasonably be 

expected to accept): 

 

(a) the seriousness of the disease being treated, the degree of probability that adverse 

reaction will occur and any warnings given; 

 

(b) the risks and benefits of established treatments relative to those known or suspected 

of the trial medicine.  

  

 This reflects the fact that flexibility is required given a particular patient’s circumstances. As 

an extreme example, there may be patient suffering from a serious or life-threatening disease 

who is warned of a certain defined risk of adverse reaction. Participation in the trial is then 

based on an expectation that the benefit/risk ratio associated with participation may be better 

than that associated with alternative treatment. It is, therefore, reasonable that the patient 

accepts the high risk and should not expect compensation for the occurrence of the adverse 

reaction of which he or she was told.  

 

4.3 In any case where GSK concedes that a payment should be made to a Subject but there exists 

a difference of opinion between GSK and patient as to the appropriate level of compensation, 

GSK shall seek at its own cost (and make available to the patient) the opinion of a mutually 

acceptable independent expert, and that his/her opinion should be given substantial weight by 

GSK in reaching its decision on the appropriate payment to be made.  

 

5. Miscellaneous  

 

5.1 Claims pursuant to the guidelines should be made by the Subject to GSK, preferably via the 

Principal Investigator, setting out details of the nature and background of the claim and, 

subject to the Subject providing on request an authority for GSK to review any medical 

records relevant to the claim.  GSK should consider the claim expeditiously. 

 

5.2 The undertaking given by GSK extends to injury arising (at whatever time) from all 

administration, clinical interventions or procedures occurring during the course of the Clinical 

Trial but not to treatment extended beyond the end of the Clinical Trial at the request of the 

Principal Investigator. The use of unlicensed products beyond the trial period is wholly the 

responsibility of the treating doctor.  

 

5.3 The fact that GSK has agreed to abide by these guidelines in respect of a Clinical Trial does 

not affect the right of a Subject to pursue a legal remedy in respect of injury alleged to have 

been suffered as a result of participation. Nevertheless, patients will normally be asked to 

accept that any payment made under the guidelines will be in full settlement of their claims.  

 

5.4 GSK should encourage the investigator to make clear to participating Subjects that the 

Clinical Trial is being conducted subject to GSK’s guidelines relating to compensation for 

injury arising in the course of clinical trials and the copy of these guidelines should be made 

available to the participating Subjects.  
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EXHIBIT D 

PAYMENT AUTHORIZATION FORM 

All fields are mandatory unless indicated otherwise 

NB  IF YOU HAVE COMPLETED THIS FORM BEFORE, YOU NEED ONLY COMPLETE IT AGAIN IF ANY OF YOUR 

DETAILS HAVE CHANGED 

Payee or Investigator Details 

 

Description 

(CTMS Field) (Finance Field) 

 

Payee or Investigator Information 

Max Chars for Finance 
Field Incl. Spaces 

Payee Name  

(in terms of the provisions of the 
Statement of Agreement): 

Doclin Clinical Research 
Services 

80 

(To whom should the transfer be made payable to?) 

N.B.  This must be the exact payee as it appears on the bank account 

Street Address of Payee 

(Address Line 1) (Address 
1) 

445, Maruti Galli, Main Road, 
Hangarge, Mandoli 

30 

Department Name (if applicable): 

(Address Line 2) (Address 
2) 

NA 
30 

Room / Floor (if applicable) 

(Address Line 3) (Address 
3) 

NA 
30 

Other Address Details (if applic.) 

(Address Line 4) (Address 
4) 

NA 
30 

Country 

(Country) (Country) 

India 
2 

ISO Code 

State / Province (if Applicable) 

(State / Province) (State or 
Province) 

Karnataka 
2 

Town/City 

(City) (City or Address 5) 

Belagavi 
18 

Postal Code 

(Zip/Postal Code) (Postal 
Code) 

590008 
10 

Contact name for payee 

if different from above 

Mr. Maruti Patil 
30 

Telephone +91-9591358733 27 

Fax NA 27 

E-mail Maruti.patil171@gmail.com 60 

Web page NA 60 
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Service / VAT / Tax Withholding Details 

 (Please note that payments cannot be made without these fields being completed): 

Service / VAT / Sales Tax 

Are you GST Registered YES  Delete where applicable 

If no Reason  

 If YES, please provide the following information 

GST No,  29AZXPP8818R1ZP 

At what % rate GST be charged? 18% 

Tax Withholding 

Is PPD required to withhold Tax from Payments? YES  Delete where applicable 

 If YES, please provide the following information 

PAN ID number 

Please provide a copy of the PAN Card. 

In case you are exempt from TDS please provide 
IT certificate 

AZXPP8818R 

Attached 

Payment Method required 

What is your preferred payment method?  

Bank transfer  

 If Bank Transfer, please complete the following details: 

 Preferred 

Bank Account Number  

Sorting Code (For UK 
only) 

 Branch 
number/Bank 
code 

1690 

RTGS/NEFT code: UTIB0001690   

Bank Details 

Bank name: Axis Bank 

Address: Nehru Nagar, Ratna Plaza, CTS No. 10593, Kolhapur Circle 

City Belagavi Postal Code  590010 

Country: India Private or Public Bank 
Account: 

(Belgium and France only) 

 



Ii-
I

l
I=

t,
l.'
I

:. , t
I

I

j

Declaration

I have provided the above details and confirm they are conect:

Iridia_PPD-GSK-SMO-4-vay CTA_ Final TempldejgAug20l g
214094-Dt. Syed Umar Quafui _ Approved foriignatures [, ff on 17 July 2020

lnvesti gator/lnstitutional Sig natory (_\

Name in print
-_\--J

Dt, ..ool {lrn;rn{ A.orl-*l
Date (dd/mmm/yyyy) 413+ -\\r\ e-..<2s:t

Paee 37 af39
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TO BE COMPLETED BY THE PPD CRA/CONTRACT SPECIALIST 

Other Financial Data 

PPD CRA/CONTRACT SPECIALIST name Kathrine Joy 

Location Mumbai 

Paying Country (if in doubt, contact the Financial 

Analyst for the study) 

 

In what currency is the Statement of Agreement 

defined 

 

CASCADE Interface Data 

• If the Investigator is the payee, please enter the CASCADE Contact number.  

• If the Hospital/R&D etc is the payee, please enter the CASCADE Account number. 

• It may be that the Payee listed above already has a Vendor number (Contact/Account Screen 

and More Info View) and Remittance code (Contact/Account Screen and Addresses View). 

• Please note that these fields are crucial to correct payments being made.  Please confirm the 

correct numbers with your CASCADE Super User or the cascade business support team via 

the helpdesk. 

NOTE: DO NOT USE THE CTMS SITE NUMBER HERE 

CTMS Number 

Contact/Account – More Info 

View 

Vendor Number 

Contact/Account – Addresses 

View 

Remittance Code 

Contact/Account – Addresses 

View 

   

If the Account or Contact has a vendor number, please identify the purpose of this form, if you are 

certain of the correct option. 

New Vendor  
Amend 

Vendor 
 

New Remittance Address 

Required 
 

Amend Remittance 

Address 
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N-6 CIDCO, Aurangabad-431003, Maharashtra 

And 

Professor & HOD of Pharmacology: 
Dr. Deepak Bhosle 

Professor and HOD of 

pharmacology 
Mahatma Gandhi Mission's Medical College and 

Hospital N-6 CIDCO, Aurangabad-43 1003, 

Maharashtra India. 

And 

CRO: 
Biosphere Clinical Research Pvt. 
Ltd., SB- 02, 03 & 04, Second Floor, 

Highland Corporate Centre, 
Kapurbawdi Junction, Thane (W)-400607,
Maharashtra, India. 

For study titled "A Phase II, controlled clinical study designed to evaluate the effect of 

ArtemiC in patients diagnosed with COVID-19." 

WHEREAS CRO is engaged in the business of clinical trials management as a Clinical 
Research Organization and intends to carry out the Phase IlI Clinical Study (here in after "the 
Study"/Clinical trial") and is acting on behalf of MGC Pharmaceuticals.

WHEREAS, the CRO has represented that it has entered into an agreement with the 
SPONSOR whereby the terms and conditions governing the conduct of the clinical trial at the 
INSTITUTION have been incorporated. 

Subject to the condition of obtaining the pertinent ethics committee approval and the regulatory 

authority's authorization, the parties intend to participate in the Study by rendering their 

services and agree to the following: 

INSTITUTION: The CRO has approached the INSTITUTION on behalf of the 
SPONSOR, as the 

SPONSOR desires the INSTITUTION to perform the study in regards to the said 
Investigational Product in accordance with the following standards: 

The current World Medical Association Declaration of Helsinki titled "Ethical 
Principles for Medical Research involving Human Patients"; 

(a) 

(6) The current ICH Harmonized Tripartite Guideline for Good clinical Practice 

(CPMP/ICH/135/95): 
C) The current Indian Ministry of health and Family Wel fare Guidelines for good elinical 
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practice titled, "Good Clinical Practices for Clinical Research in India"; 

The current Indian Council of Medical Research on Human Patients; 

New Drugs and Clinical Trials Rules, 2019 
(d) 

The written requirements of all reviewing institutional ethics committees; 

The Principal Investigator requirements; 

(h) All policies and procedures of the INSTITUTION; 

All current and applicable permission, licenses, approvals, federal wide assurance and 

certifications and (1) all current and applicable laws and regulations (such as standards 

set forth in Sections 2(a) - (i) collectively referred to hereafter as the Standards) and; 

In accordance with the final protocol, patient information sheet, informed consent 

documents and case report forms for the above-referenced clinical study (collectively, the 

Clinical Trial Protocol, a current version of which is attached hereto, which attachment 

shall be replaced in the final version and all amended versions, if any).It is understood 

and agreed that, in the event of a conflict among any of the standards, the most stringent 

standard shall apply. 

2 PERFORMANCE

Protocol and Standards: Principal investigator who will supervise and direct the work of 
the INSTITUTION and the Dean of the INSTITUTION, hereby confirm that they have 
read and understood the Clinical Trial Protocol for the Study to be conducted in 50 
patients and further confirm that their research team is properly trained concerning the 
clinical trial Protocol and Standards. All amendments have also been read and 
understood. The Principal Investigator and the INSTITUTION agree to the final Clinical 
Trial Protocol and to perform the study in strict accordance with this Agreement. 

a 

Subcontracting: Services of Principal Investigator: The INSTITUTION shall not 
subcontract the performance of any or all of its obligations under this Agreement to any 
third party (including to any affiliate). The services of the Principal Investigator are 
considered essential for the performance of this Agreement. If for any reason the 
Principal Investigator becomes unavailable or otherwise unable to supervise and direct 
the activities under this Agreement, INSTITUTION shall promptly notify the 
CRO/SPONSOR. If a mutually acceptable successor is not promptly identified, this 
Agreement may be terminated by the CRO. 

b) 

Study Duration: It is anticipated that the Clinical Study will commence upon execution 
of this Agreement, that subject enrollment will be completed approximately in four 
months from the date of Site Initiation Visit, and that the Clinical Study will be 
completed as per the study schedule, unless otherwise terminated in accordance with 

c) 

Section 7. 
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d) Keeruitment: Ihe Principal Investigator understands and agrees that the CROSPONSOR 

requires approximate 35 evaluable patients at the conclusion of the Study from site. 

hence it will be necessary for the INSTITUTION to enroll approximately 35 patients 

(Considering a drop-out rate of 10%) to achieve the targeted number of patients wh 
satisty all enrollment criteria specificd in the Clinical Trial Protocol, within a period of 1 

months approximately after the SPONSOR authorizes commencement of the study. 

e) Confidentiality: 

Definition: During the term of this agreement (period of five years thereafter), the 

INSTITUTION and Principal Investigator may have access to information, knoW 

how, knowledge and data in oral. written. electronic, graphic or other tangible form, 

confidential or proprietary to SPONSOR or to SPONSOR's other collaborators 

(other than the INSTITUTION) and is. therefore of a confidential nature 

(confidential information). Confidential information shall include the Clinical Trial 

Protocol. SPONSOR's Investigator's Brochure concerning the Investigational 

Product data, all Study Data, all documents maintained in the Clinical Trial Record 

Binder (site documentation), any other data emerging out of the protocol, any other 

information supplied by SPONSOR/CRO during the course of the study and clinical 

development plan, except the information already existing in the public domain, and 

all results and reports obtained, collected, conceived, processed and developed 

pursuant to this Agreement. 

i Use: The INSTITUTION shall hold all confidential information and shall disclose 

confidential information only to its Principal Investigator, Co-Investigators, hospital 

staff and employees who have a need to know such confidential information for the 

purpose of this agreement and who agree in writing to keep such confidential 

information, conf+dential under terms substantially similar to those set forth herein. 

The INSTITUTION shall use confidential information for the sole purpose of 

providing services under this Agreement and shall not use confidential informationn 

for the INSTITUTION's own benefit at any time. No right or license under any 

patent application, trade secret or other proprietary right now or hereafter owned or 

controlled by the SPONSOR or other collaborators is granted to the INSTITUTION 

from the provision of confidential information hereunder. The INSTITUTION shall1 

comply with the Study Data Confidentiality conditions. 

ii. Provision to CRO/SPONSOR: The INSTITUTION agrees that, at any time upon 

CRO/SPONSOR's request, it shall promptly provide to the CRO/SPONSOR 

respectively, copies of all Confidential Information under this Agreement. The 

INSTITUTION further agrees that upon any termination or expiration of this 

Agreement, it shall at CRO/SPONSOR's election, return to the CRO/SPONSOR or 

destroy all copies of all Confidential Information; however, that the INSTITUTION 

may retain two (2) archival copies, with obligation to maintain the confidentiality of 

such confidential information. 
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Work Produet: 

Definition: The Parties agree that all work performed by the INSTITUTIOON 

hereunder including. without limitation. all study data. results, reports. inventions. 

discoveries. new uses or know-how obtained. collected. conceived. processed. 

developed. improved or reduced to practice by Principal Investigator or the 

INSTITUTION's other hospital statff or employees pursuant to this Agreement 

(collectively. work product) shall be the property of the SPONSOR. 

Disclosure. Assignment and Provision to CR0 SPONSOR: The parties agree that the 

INSTITUTION shall promptly disclose to the CRO/SPONSOR any and all work 

related to the product comprising inventions, discoveries, new uses or know-howN 

obtained. As per the agreement, the CRO/SPONSOR can review and obtain copies 

of all work related to the product including and without limitation, all study data, in 

an agreed-upon format and w ith a complete glossary of terms used for such data. 

i 

ii. Materials: The study medication. blood samples from patients under the study and 

all other tangible material provided to or obtained by the INSTITUTION under this 

Agreement (Collectively the Materials) shall be the property of the SPONSOR 

and or SPONSOR's other collaborators (other than the INSTITUTION). The 

INSTITUTION shall use the Materials for the sole purpose of providing services 

under this agreement and shall not use the materials for its own benefit at any time. 

No right or license, any patent. paternt application, trade secret or other proprietary 

right noW or hereafter owned or controlled by SPONSOR or SPONSOR's other 

collaborators is granted to the INSTITUTION from the provision of materials 

hereunder. Upon any remaining Investigational Product and other Materials received 

or obtained hereunder in accordance with the Protocol, standards and the directions 

of CRO/SPONSOR. 

Human Patients: The INSTITUTION shall be responsible for safeguarding the rights and 

welfare of patients in the study. The INSTITUTION shall ensure (i) the rights and 

welfare of each such patient are protected, (ii) informed consent of each such patient is 

freely and knowledgeably given: (A) to participate in the study and (B) for the collection 

by. processing by and disclosure to and between the CRO representatives of SPONSOR. 

Principal Investigators and Researcher, Study Monitors, Study Laboratory Personnel, 

Study Data Analysts, 

representatives of governmental and inter-governmental agencies in India; (iii) the 
balance between risk and potential benefit from participating in the study has beenh 
assessed and deemed acceptable; and (iv) the SPONSOR/CRO has made appropriate 

arrangements to eliminate, mitigate and/or compensate for the consequences to such 

patients and their families in case of any death, injury or illness which has causal 

relationship with the patient diagnosed with Covid-19 for which the SPONSR/CRO 

has agreed to assume liability. Such arrangements shall include medical treatment and 

financial relief as per the Policy provided by Sponsor 

members of the Independent Ethics Committees and 

h Ethical Approval: The INSTITUTION shall petition for writen certification of ethical 

approval of the Study from its Institutional Ethics Committee. The INSTITUTION shall 
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keep the CRO/SPONSOR fully advised of the progress of such submission and shal 
upon request, provide the CRO/SPONSOR with all correspondence relating to such 
submission. The INSTITUTION shall obtain such certification prior to screening any 
patients for the Study, annually after obtaining such certification, and prior to 

implementing any changes to the Clinical Trial Protocol. Upon receipt of such 

certification, the INSTITUTION shall promptly provide a copy to the CRO/SPONSOR. 

Electronic Case Report Form Handling: The Principal Investigator shall be responsible 
for providing correct Electronic Case Report Forms ("eCRF") according to the following: 

ain objective of the eCRF is to obtain those data required by the Protocol in a 
complete, accurate, legible and timely fashion. The data in the eCRF must be 
consistent with the relevant source documents, and they must be suitable for 

The r 

submission to authorities.

The data recorded in the course of the Study shall be documented in the eCRFs and, 
as necessary, on the SAE report. They will then be forwarded to CRO/SPONSOR 

for data management and biometric analysis. 

ii. The data in the eCRF shall be recorded, evaluated, and stored in anonymous form in 

accordance with data-protection regulations. The Principal Investigator shall ensure 
that patient names are not mentioned on any document, neither eCRFs nor other 

documents that will be forwarded to the CRO/SPONSOR. 

iv. Wherever possible, all data obtained in the course of the Study must be recorded in 

the original patient files. Data to be recorded directly on the eCRFs and considered 

as source data will be identified as such. All data in the eCRFs must correspond 

exactly with data recorded in the source documents. 

iv. If eCRFs are not complete the Principal Investigator shall be obliged to complete 

them on request of CRO/SPONSOR. 

Drug Safety: The recording of Adverse Events (AEs) is an important aspect of study 
documentation. It is the Principal Investigator's responsibility to document all AEs 

according to the detailed guidelines of the Protocol. The Principal Investigator agrees to 

answer any questions of CRO/SPONSOR Medical Monitors concerning any AEs. 
According to the Protocol, the Principal Investigator wili assess at each visit whether any 
Adverse Event (AE) including abnormal laboratory values has occurred. The details of 

all AEs, whether reported by the patient or observed by the Principal Investigator/Study 
personnel during the entire study, will be recorded onto the appropriate source document. 
Each adverse event must be recorded in the AE section of the electronic case report form 
(eCRF), regardless of the causal relationship. The Principal Investigator must 

immediately report all Serious Adverse Events (as defined in the Protocol), which occur 

during the course of the Study and up to the date of the patient's last visit, to the 
addressee given below. The SAE Report Form will be used for documentation and 

reporting. Initial and follow up SAE reports are to be sent to CRO for onward 

transmission to SPONSOR: 
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Name: Dr. Neeta Nargundkar 
Telephone Numbers: (022) 41006794 
E-mail: drneeta@biospherecro.com 

If the event is unexpected and fatal or life threatening and is considered by the Principal 
Investigator possibly related to the study medication CRO shall be informed immediately 
by telephone and followed immediately by mail. CRO will be responsible to notify on- 

time the health authorities in India. 

Source Data: The Principal Investigator shall be responsible for providing the Source 

Data according to the following regulations. Source data are the original patient records 

of all variables collected for the trial as well as the patient's medical history. Specifically, 

but not limited to they comprise: 

K) 

Signed Informed Consent Form 

i Patient hospital file and individual clinical notes 

i. Laboratory Repots 
iv. Pharmacy Records 
V. Study specific source documents 

V Appropriate sections of the eCRF, where data are recorded directly onto 

specific forms 

vi. Other reports and records of any procedure performed in accordance with the 

Protoc ol 

The Principal Investigator shall safely maintain the original study documentation 

together with all source data for the maximum period of time permitted by the hospital, 
research institute or practice in question, but not less than 5 years after the clinical part 

of the trial has been completed. If archiving can no longer be maintained at site, the 

Principal Investigator will notify CRO/SPONsOR.

Investigator Study File and Archiving: The INVESTIGATOR shall prepare and maintain 

complete and accurate study documentation in compliance with ICH-GCP standards and 

local regulations. Therefore, an investigator study file shall be prepared which contains 

all relevant documents necessary for the conduct of the study: 

m) 

Signed Protocol and Amendments 

Investigator's Brochure and Updates 
EC Composition, approval(s)/opinion correspondence/reporting 
Notifications of regulatory authorities 

CVs and signature sheet for key study personnel (e.g. Investigators, Study Nurses) 
Signed study agreements including financial agreement. 

Trial Initiation Report 

Approved and signed Informed Consent Forms 

Patient Insurance Certificate 
CRFs (Investigator's copy) 
Data Clarification Forms (copies) 
SAE documentation and related correspondence/reporting 

TV. 

V. 

V 

L 
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Shipping/accountability/destruction records for investigational product. 
Certificate of Analysis 
Instructions for handling of investigational product. 

Laboratory accreditation/certification and up-to-date reference ranges of normnal 

values, Screening, enrollment and monitoring logs and subject identification code 

XIV. 

X. 

XV 

list 

VIL Appointment diaries 

XVIi. Study related correspondence with CRO/SPONSOR 

Documentation _and Material (Supplies): All supplies provided to the Principal 

Investigator for the purpose of carrying out the Study are supplied only for the purpose of 

the Study and must not be used for any other purpose whatsoever. The Principal 

Investigator, or a person(s) delegated by him, are responsible for the security and 

accountability of all supplies. 

) 

The inventory must be available for monitoring, auditing and inspection. When the study 

1S completed, or if it is prematurely terminated, any supplies of unused material for the 

Study, supplied by the CRO/SPONSOR (except documentation required to be retained 

by the Principal Investigator), must be returned to the CRO/SPONSOR. In the latter case, 

the identif+cation and quantity of each unit of study medication and the person in charge 

must be documented. 

0) 

Monitoring. Quality Assurance and Inspection by Authorities: The Study will be 

monitored by the CRO. Its representatives (alone or together with representatives from 

SPONSOR) will be allowed access to all information resulting from this Study and 

SPONSOR will have an unrestricted right to use such information. CR0 (alone or 

together with representatives from SPONSOR) will perform regular on-site monitoring 

and remote monitoring throughout the Study. The tasks of the monitor comprise the 

following: 

P 

i 

i 
ii. 
v. 

to ensure Protocol adherence 

to verify the data in the eCRFs against source documents (SDV)) 

to check progress of the study and to motivate, if necessary 

to review the eCRFs for complete and accurate capture of data, including 

laboratory test reports and other patient records 

V to check all data for possible SAEs and AEs 

vi to review signed informed consent forms for signatures and date of consent 

V to ensure accurate record of drug accountability 
Vii to ensure adequate storage of study supplies 
ix to check completed eCRFs 

x. to discuss and help resolve any problems 

Source Data Verification (SDV) shall be performed on 100% of key data such as 

informed consent, demographics, and inclusion/exclusion criteria, parameters for the 

evaluation of the main endpoints, safety evaluation and drug accountability.

The visits shall involve the Principal Investigator or his appointed representative(s) and any 

other staff, as required. The Principal Investigator shall ensure that sufficient time is allowed 
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for monitoring visits. Follow-up correspondence between the Site and the CRO relating to 

apparent inconsistencies or clarification of eCRF entries will be kept on file at both CRO and 

the Site. 

Study Protocol, Patient Information Leaflet/Consent Forms, eCRF is well as each step of data 

recording. monitoring and processing shall be subject to the independent Quality Assurance at CRO. 

This Study shall be audited on behalf of SPONSOR to assure GCP compliance as well as 

validity of the study data according to a study specific audit plan. The audits will be 

conducted in accordance with the SOPs of the CRO/SPONSOR. 

For monitoring visits and in case of audits and inspections by authorities, the Principal 

Investigator must provide direct access to the complete study records including eCRFs, 

original source data, study documentation, and, if necessary, any additional background 

data. Furthermore, access to Study related facilities must be ensured. 

Confidentiality of Patient Records: The INSTITUTION and the Principal Investigator 

must assure that Study patients' anonymity will be maintained, and that their identities 

Will be protected from unauthorized parties. Documents stating patients names must be 

kept in strict confidence by the Principal Investigator. On eCRFs or other documents 

removed from the INSTITUTION, patients must not be identified by their names, but by 

initials and patient identification number. The Principal nvestigator is obliged to 

maintain a subject identification code list showing the patients full name and date of 

birth together with the corresponding patient identification number to allow revealing 

identity of any subject. 

) 

The Principal Investigator agrees that representatives of CRO/SPONSOR, of the 

responsible IEC/IRB and of national or international regulatory 
authorities may inspect 

the patient records at the site for source data verification. SPONSOR and CRO guarantee 

for their representatives that patient data will be treated confidentially. 
Monitors and 

Auditors are further bound to secrecy. 

V) 

AMENDMENTS: The CRO, on behalf of the SPONSOR, may from time to 

time, make changes to the Protocol. Changes in the Protocol must take the form of 

written amendments and shall be approved by all signatories of the final version 

of the Protocol. Any amendments to the Protocol which affect the patient (e.g. 

changes in procedures/assessments 
or matters relat1ng to patient safety) require 

approval of the relevant ethics committee as well as further informed consent 

from each concerned patient prior to implementation. The Principal Investigator

shall obtain such approval. Changes of purely administrative nature shall be 

notified to the committee by the Principal lInvestigator, but do not require formal 

approval. 

INSPECTIONS: 5 

By Representatives of CRO/SPONSOR: The INSTITUTION agrees that 

CRO/SPONSOR's representatives and clinical monitors for the Study will have free 

access to the INSTITUTION's facilities and all documents pertaining to the Study during 
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normal business hours, after provision of prior written notice. as is necessary to ensure that the Study is conducted in accordance with this Agreement. In the event any such 

represenative or monitor observes non-compliance with this Agreement. incomplete illegible or inaceurate recording of Study data. or other matters of concern relating to the 

Study, the INSTITUTION shall. in cooperation with such representative or montor. 

promptly remedy such non-compliance. Study data recording problems or matters ot 
concern and shall promptly notify such representative or monitor of such remedial 
actions taken. 

By Governmental Representatives: The INSTITUTION agrees that representatives of the 

government will have access to its facilities and such documents pertaining to the study 
as may be legally requested by such representatives. The INSTITUTION shali not 

disclose individually- identifiable personal information. individually-identitiable health 

care information or other Confidential Information to such governmental representatives 

except as required by law. and if the INSTITUTION discloses such individually- 
identifiable information or other Confidential Information to such governmenta 

representatives, the INSTITUTION shall seek an appropriate. written agreement ot 

confidentiality from such governmental representatives prior to making such disclosure. 

The INSTITUTION shall promptly provide copies to the CRO/SPONSOR of any 

notices, correspondence and other documentation received or prepared by or on behalt ot 

the INSTITUTION in connection with any governmental inspection. action; inquiry or 

correspondence relating to or that may affect the INSTITUTION's activities under the 

Study. The INSTITUTION shall take all actions necessary to remedy any non 

compliance cited by governmental 
authorities and shall promptly notify 

CRO'SPONSOR 

of such remedial actions taken. 

WARRANTIES AND DISCLAIMER OF WARRANTIES: 
INSTITUTION 

warrants 

that all services provided under this Agreement will be provided in a professional and 

workmanlike manner, in compliance with the Standards and the terms of this Agreement. 

AGREEMENT TERM AND TERMINATION: 

This Agreement is effective as of beginning of the study, and shall continue until 5 (five) 

years after completion of study, unless terminated sooner in accordance with this Article 

7 or unless extended for a defined period by a signed written amendment in accordance 

with Article 14. 

a) 

The Study and this Agreement may be terminated by written notice trom the 

SPONSOR/CRO to the INSTITUTION for any of the following reasons 
b) 

Notification to 
CRO/SPONSOR from applicable regulatory 

authorities to terminate 

this Study. 
i 

ii. Determination by 
CRO/SPONSOR 

that the INSTITUTION is not performing the 

Study as required in the Agreement and/or is not meeting the agreed upon patient 

enrollment requirements set forth in Section 7(¢) herein. 

ii. Failure of the Principal Investigator 
and/or the 

INSTTTUTION to provide access to 

the SPONSOR monitors or 
SPONSOR 

representatives to the 
INSTITUTION's 

Page 10 of 16 

Protocol Number: MGC-006 

Site: MGM- Aurangabad 



facilities and all original medical records and Study-related documents necessary to 
verity entries on Study electronic Case Report Forms and the INSTITUTION's 

compliance with this Agreement. 
Failure of the Principal Investigator or associated staff or any other person engaged iv 

in the Study (excluding patients) to be available. upon reasonable notice and by prior 

mutually convenient time appointment by CROSPONSOR. to meet with the 

CRO SPONSOR monitors or CRO SPONSOR representatives during the course of 

the Study as necessary to discuss information relevant to the Study. 
Unauthorized replacement of Principal Investigator. in accordance with Section 7(6) 

herein. 
N. 

VI Determination by SPONSOR that business or scientif+c considerations require 

termination. 

1. Electronic Case Report Forms provided to the Principal Investigator by the 

CRO'SPONSOR for use in the Study are not completely, accurately and'or legibly 

completed and or forwarded to the CRO/SPONSOR's designated representative. as 

appropriate, within one (1) week of each patient's visit date. 

The INSTITUTION may terminate this Agreement by written notice from the 

INSTITUTION to the CRO SPONSOR for any of following reasons: C) 

orovisions related to 

supply of Investigational Product for the Study, or the CROSPONSOR does not 

il. The Principal lnvestigator reasonably suspects an adverse reaction/adverse event 

SPONSOR does not comply with the Clinical Trial Protoco. 

supply other agreed-upon study related material. 

related to the Study procedure and of serious nature, after informing the Institutional 

Ethics Committees and the CROSPONSOR. 

d) In case of any termination or expiration ot this Agreement 

i. Responsibility for treatment of enrolled patients will be as specified in the Standards: 

ii. The INSTITUTION shall cooperate with the SPONSOR CRO for an orderly wind-

down of activities, with due regard for patient safety and welfare: 

ii. The INSTITUTION shall return or destroy all Contidential Information to 

CRO/SPONSOR, at the CROSPONSOR's election, in accordance with Section 

7(diii) herein: 

iv. The INSTITUTION shall promptly provide all Agreement deliverables due to the 

CRO/SPONSOR and, if requested by the CRO/SPONSOR, provide copies of all 

Work Product (including without limitation all Trial Data) to CRO/SPONSOR, in 

accordance with Section 7(d) (ii) herein: 

The INSTITUTION shall return and'or dispose of all remaining Investigational 

Product or other Materials received or obtained hereunder, in accordance with the 

Protocol. Standards and the directions of CRO/SPONSOR, in accordance with 

Section 7(d) herein; 

expiration. provide a final invoice to the CRO; and 

responsible for compliance with all Standards. 

vi. The INSTITUTION shall. within thirty (30) days after such termination or 

vii. The NSTITUTION shall. notwithstanding such termination or expiration, remain 
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The provisions of Articles 5, 6, 7, 8, 9, 10, 12 and 13 herein shall survive any termination 
or expiration of this Agreement, as shall such other provisions as, by their context, are 
intended to survive such termination or expiration. 

Effect of Termination 

The Institution shall comply all the standard procedures required for study close out 

RECORDS: The INSTITUTION shall maintain in the English language (a) all 
Work Product, and (b) complete, accurate and legible scientific and clinical 
documents, books and records pertaining to all activities performed and all 
Materials provided or obtained under this Agreement. The other Study materials 
will be archived at the INSTITUTION for the period set forth in the Clinical Trial 
Protocol and originals given to the CRO for the purposes of data analysis 

& 

9. PUBLICATION OF RESULIS: 

Both the INSTITUTION and CRO shall treat matters of authorship in a proper, 

collaborative spirit, giving credit where it is due and proceeding in a manner that fosters 

cooperation and communication. 

a) 

It is hereby expressly made clear that all Intellectual Property Rights in the final test 

report as well as in the material generated during the process of Clinical trial will reside 

with the SPONSOR. CRO. 

b) 

10 FINANCE: 

The expenses of the Study, as set forth in the total projected budget, shall be paid by the 

CRO and are estimated not to exceed the amount mentioned in the total projected budget, 

in case it exceeds it will be mutually agreed upon on reasonable grounds and 

documented appropriately. The CRO's payment to INSTITUTION is contingent upon 

the CRO receiving payment from the SPONSOR. Funds shall be paid by the CRO to the 

INSTITUTION for the satisfactory and timely performance under this Agreement, as per 

the payment details, terms and conditions laid out in 

a 

Annexure A. 

All payments will be based on actual patient visits for every 2 months. 

Method of payment 

b) 

CRO, on behalf of the Sponsor shall pay the relevant cost and fee as set out in Annexure 

A to the Institution and Institution will pay Principal Investigator. 
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als 
Payee ae All the site payments mcudinp mvesttpale 1e c1nvestipaln fees 

will be paid m helow 

MOR 1 MPd payee name 
avel reimbursement and nstitutonal verhead hanpe 

Payee Name 
Address MGM Medical Collepe, Auwangab»xt 

Mahatma 
ollepe 

iandt Missi's Mcdiual 

Jonpital N 

PAN Numnber 
Hank Account Number 
Bank IFsC Code 
GST NO 

a me of the Bank 

Auangabad 431003, Mahaashtra 
AAATMA2561 
(0376104000000 107 
BKI0000376 

IDBBank 

9 A the payments made to the payce arc ulbiect to 'Tax Declucted at once f11)) 
PEr the applicable existing tax Jaws im the country and R) will doduct the lax l the UC o1 makitny payments unless a valid Cetificate) Irom tax authority 1 inae aVilt 
insuarie policy, as relevant, for the paticipating paticnts ovenp y nity t" 

Ies sufird as a direct result of their participation in this (linical Study shuall e take 

ut ty the SPONSORICRO. All participating paticnts will be imfomed ty the, Prmial 
1vESti gato about the cx1stence of the imurance policy and the extent of thc crvtraye 

PLBLICTL PRODUCT PROMOTING ACTLYILY AND 
COMMLNICATION GUIDELNES: 

The SPONSOR shall not identify or use the names, tradenauks, trade names or symbys 
fthe institution, Principal nvestigator o his rcwarch tean undor thhe sdudy witlit the 

prior written permission of the Principal Jnvestiyator and head of the ini ituliom fe 

cdaims, publicity or any product promoting acti vity becaue the SPONSOR Is a ptthe 1y 
funded r ganizationn that must maintain a certan level of transparccy alt 
llabor atiems, SP)NSOR may drcloe the identity of the INSSTTTTT HON, pullly 
available nfomation ahout the JNSTTTUIION and the broad prose f e 

llabrd1on under this Agrecnent to third parties much ax a Co#f of Iaw, Cpulatny 
yces, vernmental oleyal ayaucies, other collatorators, olher nvestay.al 
nvlved in the projet and the ganiation (prolit o n-prolt fudny the 
developmet of the nvestigzational Product Al uch detauls, can be shared n surntile 
oruns and withh ther medical profemOnals, if questioned 

1he NSIT1YI ON shall not sdentify or e the nanes, uialcmauks, hle nane 
synbls of the SPONSOR, the SPONSOR 's employees 

SPNSOP 
listeraive ublication deseribed in Sectim 110b) heren o publcaty t pruhue 

affihales, SPON' 
employees, donos o aflilates o any other then of ho prmary 

prrneny axivity 

Pi the hegnnny f the Study, the CRO/SPONSOR shall eevelop extenal 

Prytyl Number: MGCA0 

site:M, M- Aura ngahad 



Ommunication guidelines for use by the INSTITUTION, The INSTITUTION agrees to 

COm 
Omply with such guidelines. The INSTITUTION shall not issue any press release 

SPONSOR 
Scerning the Study or this Agreement without the prior, express written approval of 

12 LIMITATION OF LIABILITY: The parties expressly agree that there shall be no limitation on either Party's liability for any claims, damages, losses or liabilities arising out of or related to this Agreement or the services performed 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 PATIENT MATTER OF THIS AGREEMENT. THE PARTIES EXPRESSLY ACKNOWLEDGE THAT THE FOREGOING LIMITATIONS HAVE BEEN NEGOTIATED BY THE PARTIES AND REFLECT AFAIR ALLOCATION OF RISK. Any disputes that arise during the study between SPONSOR/CR0 and 

hereunde. 

Principal Investigator will be under the jurisdiction of Mumbai courts. 

APPLICABLE LAW AND ARBITRATION: This Agreement is entered into and wl de deemed for all purposes to have been made in Mumbai, India and shall be gOvermed and construed in accordance with the laws of India applicable to contracts and agreements. The parties shall share equally the costs of the Arbitration unless determined otherwise. 
15. AMENDMENTS: This Agreement may only be amended by and to such degree as 

specified by the mutual written consent of the parties hereto 

14. ENTIREAGREEMENT: This Agreement, contains the entire understanding of the parties with respect to the subject matter hereof and except as expressly set forth herein, all express or implied agreements, representations and 
understandings, either oral or written, made prior to this Agreement are hereby expressly superseded by this Agreement. In the event there is a conflict between 
the Clinical Trial Protocol and the terms in the body of this Agreement, the terms 
in the body of this Agreement will govern with respect to commercial and 
contract terms, but such Protocol will govern with respect to the conduct of the 
Study and with respect to serving the welfare of patients of the Study. This 
Agreement may only be amended by a written instrument executed by the parties 
hereto, and CRO must approve any such amendment in writing prior to such 
amendment becoming effective. 
SEVERABILITY; The invalidity or unenforceability of any term or provision of 
this Agreement shall not affect the validity or enforceability of any other term or 

provision of this Agreement. 
ASSIGNMENT: The Principal Investigator may not assign or transfer any of 
their rights or obligations under this Agreement without the prior written consent 

of the CRO. The CRO may assign this Agreement and all its rights and 

15 

16 

obligations hereunder to a successor or assignee of the business to which this 

Agreement relates. 
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17. WA Ri No waiver of any tem, provision or condition of this Agreement eher by conduct or otherwise in any one or more instances shall be deemed to C or construed as a further or continuing waiver of the same tem, provision or COndition, or of any other term, provision or condition of this Agreement. QICE; Any notice required or permitted hereunder shall be in writing and Shall be deemed given as of the date it is (A) delivered by hand or (B) received by registered or certified mail, postage prepaid, returm receipt requested, or received by facsimile and addressed to the party to receive such notice at the address set forth below, or such other address as is subsequently specified in writing 

18 

wiEREOF, the parties hereto have executed this Agreement in quadripartite by proper persons thereunto duly authorized. 
If to Principal Investigator: Name of the principle investigator 

If to INSTITUTION: 
Name of the Institute Head 

Dr. Syed Umar Quadri 
Mahatma Gandhi Mission's Medical College Mahatma Gandhi Mission's Medical College and Hospital N-6 CIDCO, Aurangabad- and Hospital N-6 CIDCO, Aurangabad-431003, Maharashtra 

Dr. Rajendra Bohra 

431003, Maharashtra 
Professor& HOD of Pharmacology: If to CR0: 

MUMBAI UaRonea O2sEP 2020 

Dr. Deepak Bhosle 

Professor and HOD of 

Pharmacology 
Mahatma Gandhi Mission's Medical College 

and Hospital N-6 CIDCO, Aurangabad- 

Dr. Neeta Nargundkar 

Biosphere Clinical Research Pvt. Ltd., 
Highland Corporate Centre, SB 02,03 & 04 
Second Floor, Near Kapurbawdi Junction, 
Thane (W400 607. 431003, Maharashtra 
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Principle nvestigator and Site Payment-Per Patient cost is as follows: 

Name of t 
urangabad- 431003, Maharashtra. 

the Site: Mahatma Gandhi Mis 
AnnexureeA 

uandhi Mission's Medical Collegc and Hospital N-6 CIDCO, 

Visit Number Payments INR 

VISit I -Screening Visit (Day 1) 
Visit 2-(Day 2) 

VISit 3- Follow up visit (Day 3-14) 
Visit 4-End of study visit (Day 15) 

Total 

4,500 

4,500 

4,500 

4,500 

18,000 INR 

Note 1he above payments are inclusive of Investigator Fees, Sub-InvestigatO 
ravel Reimbursement, and Institutional Overheads (30%). 

Note 2: Lab Cost to be paid at actual. 

Ote s: Clinical Research Site Coordinator Fees 10,000 INR/months will DE paud 

Site Initiation Visit till completion of study activities. 

Note 4: Screen failure subjects will be paid only up to 10% of the total enrolled completea 

subjects at the site. 

Note 5: For drop-out subject payment will be made as per completed visit on pro-rata basis. 

Note 5: All the site payments will be released upon receipt of original invoice signed by 

authorized signatories. 

Note 6: All the payments made to the payee are subject to Tax Deducted at Source (TDS) and 

Goods and Services Tax (GST) as per the applicable existing tax laws in the country and CRO 

will deduct the tax at the time of making the payments. 

Note 7: Post study archival of the study documents will be done by the sponsor. 
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This Clinical Trial Agreement (the Agreement) is entered on the 26th_day of Jun 2020 by and between 1)

Reliance Life Sciences Pvt. Ltd.; ("Reliance"), with a registered office at Dhirubhai Ambani Life Sciences

Centre, Plot no. R - 282, TTC Area of MIDC, Thane Belapur Road, Rabale, Navi Mumbai 400 701, lndia and .

2) Dr.Ashish Deshmukh ("lnvestigator"), Dermatologist, MGM Medical College and Hospital, N-6,

CIDCO, Aurangabad-431003, Maharashtra, India. and 3) MGM MedicalCollege and Hospital, N-6, CIDCO,

Aurangabad-431003, Maharashtra, India and 4) Grapecity Research Solutions LLP ("SMO") having its

address at Shree Prasad, BIock No. D-2, Prakash Housing Society, Kalewadi Phata, Thergaon, Pune 411033,

Maharashtra,lndia

"lnvestigator", "lnstitution", "SMO" and "Reliance" are hereinafter collectively referred to as 'Parties" and

individually as a 'Party".

PROTOCOL
NUMBER:

RLS/PMS/2016/08

PROTOCOL TITLE:
A prospective, multi-centre, open label, phase lV study to evaluate
safety and efficacy profile of lnfimabrM in patients with moderate to
severe plaque psoriasis

STUDY PRODUCT: lnfimabrM

SPONSOR Reliance Life Sciences Pvt. Ltd.

INVESTIGATOR: Dr.Ashish Deshmukh

INSTITUTION/SITE: MGM Medical College and Hospital, N-6, CIDCO, Aurangabad-
431003, Maharashtra, lndia.

WHEREAS, Reliance wishes to engage the lnvestigator, SMO & Institute to carry out Sponsor designated

clinical study set out and described in protocol RLS/PMS/2016/08 and the lnvestigator, SMO & lnstitute is able

and willing to conduct a clinical trial (the "Study"), in accordance with the above-referenced Protocol (the

"Protocol" and any subsequent amendments thereto) on the terms and conditions set forth in this Agreement.

Reliance wlshes to contract with the lnvestigator & lnstitute for conducting the Study at the lnstitution.

WHEREAS, the lnvestigator, SMO & lnstitute is willing to conduct the Study in accordance with the above-

referenced Protocol and any subsequent amendments thereto; . The lnstitution and the Principal lnvestigator

having each reviewed the Protocol for the Study and sufficient information regarding the lnvestigational

Product to evaluate their interest in participating in the Study, wish to conduct in the Study and assure that they

have sufficient authority, competence and experience in clinical trials, along with the necessary infrastructure

and technical means to perform the Study

WHEREAS the Institution has engaged Grapecity Research Solutions LLP ("SMO) having its address at Shree

Prasad, Block No. D-2, Prakash Housing Society, Kalewadi Phata, Thergaon, Pune 411033, Maharashtra, lndia

authorized to facilitate the clinical trial study, on behalf of the lnstitution.

Product: InfimabrM
Protocol No: RLS/PMS 12016108
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,

WHEREAS, the Parties wish to set forth certain the terms and conditions under which the Study shall be

conducted;

CONFORMANCE WITH LAW AND GUIDELINES

The lnstitution and Principal lnvestigator shall carry out the Study in accordance with:

a) the Protocol as amended from time to time,

b) Good Clinical Practice;

c) the Declaration of Helsinki;

d) New Drug and ClinicalTrial Rules, March 2019.

e) Ethical Guidelines for Biomedical Research on Human Subjects as prescribed by the lndian Council of

Medical Research

0 any applicable direction received from a regulatory authority (DCGI) or ethics committee with
jurisdiction over the Study;

NOW THEREFORE, the parties have agreed as follows:

A. Reliance hereby wishes to engage the Investigator to conduct the portion of the Study that is to be

conducted at the lnstitution under the supervision and direction of the lnvestigator pursuant to this

Agreement. The lnstitution warrants that the Principal lnvestigator, the SMO and the lnstitution's
employees and collaborators involved in the Study will comply with all Applicable Laws.

The Study will be conducted at the lnstitution under the direction of the lnvestigator identified above.

The lnvestigator, SMO and lnstitution will be responsible for performing the Study and for direct
supervision of any individual performing any portion of the Study at the lnstitution. ln the event the

lnvestigator becomes unwilling or unable to perform the duties required for the Study conducted under
this Agreement, the lnstitution, SMO and Reliance shall attempt to agree on a mutually agreeable
replacement. ln the event a mutually acceptable replacement is not available, then the Agreement may

be terminated by Reliance hereto in accordance with Section '10 of this Agreement.

ln consideration of conducting the Study hereunder, Reliance shall pay the Payee for the conduct of
the Study, in accordance with the budget and payment schedule attached as Appendix A to this

Agreement, with the last payment being made after the lnvestigator, SMO and lnstitution complete all

obligations hereunder, including the return of any Confidential lnformation as defined herein, and after
Reliance receives verification that all completed case report forms (CRF's) have been completed and

data queries have been entered and resolved.

ln the event that the Study does not start or is terminated prematurely by Reliance,

lnvestigator/lnstitution shall be entitled reimbursement for all reasonable fees and expenses incurred

by the lnvestigatorilnstitution/SMO up to the effective date of termination of the Study on the

Product: InfimabrM
Protocol No: RLS/PMS 12016108
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E.

F.

production of bills to Reliance. The lnvestigator/lnstitution/SMO will not be paid for Study subjects who

do not complete the Study unless the Study is terminated in accordance with Section 10

Reliance shall execute an agreement with Central Laboratory, to perform certain Study-related

investigations for the Study. The lnvestigator agrees to cooperate with Central Laboratory and their

designated representatives in performing Study-related investigations as specified in the Protocol.

lnvestigator's signature below evidences lnvestigator's agreement that, prior to commencement of the

Study, she shall read and ensure that she understands all information in the Protocol and the

lnvestigator's Brochure/ Package lnsert, including the potential risks and side effects of the Study

Product, and understands the Applicable Laws and Requirements.

TERMS AND CONDITIONS

1. Conduct ofthe Study.

1.1 Before Commencement of Study. Before the Study commences, the lnvestigator shall make

necessary filings and obtain all necessary authorizations, approvals, favourable opinions and other regulatory

documentation required by the Protocol and "Applicable Laws and Requirements" (defined below), including:

Written approval or favourable opinion from all relevant lnstitutional Ethics Committees or institutional

review boards (the "lnstitutional Ethics Committee") regarding the conduct of the Study, the terms of
the Protocol (including the informed consent template), recruitment procedures, and the other matters

designated for their opinion under the Protocol or Applicable Laws and Requirements. Reliance will

assist the lnvestigator in making applications to the lnstitutional Ethics Committee by providing relevant

information and documentation

ln addition, before participating in the Study, the lnvestigator shall sign and deliver to Reliance an

Investigator's Study Undertaking in accordance with Table 4, covered under Third Schedule of GSR

227(E)of the New Drugs and Clinical Trials Rules, 2019, and such other applicable documents as may

be required from lnvestigator pursuant to Applicable Laws and Requirements, and lnstitution and

lnvestigator and shall cause any co-investigators or sub-investigators to submit such documentation to
Reliance in a timely manner.

c. The lnvestigator shall also, prior to commencement of the Study, provide to Reliance a copy of all (i)
requests for review, requests for authorization, and requests for opinion, (ii) approvals, authorizations,

favourable opinions and any other opinions given by the Ethics Committee, and (iii) any.other
documentation filed with and/or received from Ethics Committee or any Regulatory Authority related to

the Study.

Product: InfimabrM
Protocol No : RLS/PMS 12016 I 08
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AftertheconditionsprecedentsetforthinthisSection 1.1 aresatisfied,thelnstitution,andlnvestigator

shall commence the Study, and shall comply with the conditions attached to the

authorizations/approvals.

e. The lnvestigator will review and understand the information in the Package lnserU lnvestigator's

Brochure, shall ensure that all informed consent requirements as well as the procedures described in

the Protocol in relation to each Study subject are met. lnvestigator will complete a Case Report Form

)CRF) for each Study subject in accordance with the procedure set out in the Protocol. lnvestigator will

review and sign each of the CRF's to confirm that they accurately reflect the data collected during the

Study.

f. Upon completion of the Study, investigator shall inform the lnstitution, lnstitutional Ethics Committee

and provide a summary of the Study report.

g lnvestigator may appoint individuals and investigational staff as they may deem appropriate as sub-

investigator and/or study coordinator/s (the "Sub-lnvestigators" and "Study Coordinators" respectively) to assist

in the conduct of the Study, All Sub-lnvestigators, Study Coordinators and investigational staff will be

adequately qualified, timely appointed and an updated list will be maintained. lnvestigator shall alone be

responsible for hiring, leading, supervising and reimbursing such team of Sub-lnvestigators, Study Coordinator

and investigational staff, who, in all respects, shall be bound by the same terms and conditions as the

lnvestigator under this Agreement. The lnvestigator shall be responsible for the conduct of the clinical

investigation in its entirety and the well-being of the study subjects ("Study Subjects").

1.2 Site Visits. The lnstitution , SMO and the lnvestigator shall permit Reliance and their representatives to

visit the Study Site during normal business hours, with reasonable advance notice, to review personnel,

procedures, and facilities; to discuss with lnvestigator the general obligations regarding the Study; to review

lnvestigator's Study file and the forms used for data collection for completeness and adherence to the Protocol;

and to ensure compliance with this Agreement and all Applicable Laws and Requirements. The lnvestigator

will promptly and fully produce all data, records and information relating to the Study, to Reliance and their

representatives and shall assist them in resolving any questions and in performing audits or reviews of original

subject records, reports or data sources.

1.3 Study Product.

a. Upon the receipt by Reliance of the written approval of the lnstitution's Ethics Committee Reliance shall

provide the lnvestigator, at no charge, with such quantities of the Study product as may be required for

the Study. The lnvestigator, SMO and lnstitution shall have no liability for any failure to fulfill its

obligations as a result of unavailability of the Study Product. The lnvestigator and the shall at their

risks, costs and expenses ensure the safe receipt, handling, storage, use and administration of the

Study Product and take all reasonable measures to ensure that it is kept secure. The lnvestigator and

the shall not permit Study Product to be used for any purpose other than the conduct of the Study in

Product: Infimabrlrr
Protocol No: RLS/PMS 12016108
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. compliance with the Protocol. Upon completion or termination of the Study, Reliance may retrieve all

unused Study Drug and Study materials (such as unused laboratory kits) and alt Confidential

lnformation (as defined below). The lnvestigator, SMO and lnstitution will keep full and accurate

records of who dispenses the Study Product, the quantity dispensed and the quantity returned. The

lnvestigator and Institution shall use the Study Product being tested in connection with the Study,

solely for the purpose of properly completing the Study and shall maintain all Study Product and Study

materials provided by Reliance in a locked, secured area at alltimes.

b. The lnvestigator shall be primarily responsible for the Study Product's accountability and will keep full

and accurate records of the use and disposition of the Study Product, including the delivery of the

Study Product to the lnvestigator's Site, the inventory at the Site, who dispenses the Study Product,

the quantity dispensed, and the quantity returned to the Sponsor or disposed-off.

c. lnstitution, SMO and lnvestigator shall comply with all Applicable Laws and Requirements governing

the disposition or destruction of Study Product and with instructions from the Reliance.

1.4 Adverse Events. The Investigator shall report all adverse events, adverse reactions, product

problems and any other reportable events or product use errors to the Reliance immediately and within the

timelines defined in the Protocol, and to report the same to the Ethics Committee in accordance with the

Protocol and Applicable Laws and Requirements, and shall otheruvise comply with all Applicable Laws and

Requirements in connection therewith. Reliance shall ensure that an upto-date Package lnsert / lnvestigator's

Brochure on the Study Product is available for dissemination to the Ethics Committee, as well as subsequent

modifications, if any, to the Subject lnformation Sheet and informed consent form template.

1.5 New findings. Reliance will promptly report to the investigator any new findings that could affect the

safety of participants and the willingness of participants to continue participation influence the conduct of the

study or alter the EC's approval to continue the study. Those findings that could affect the safety or medical

care of the participants will be communicated to the participants by the investigator. The investigator will also

inform the participant when medical care is needed for an illness of which the investigator becomes aware.

2. Recruitment. Subject to all necessary approvals being obtained, the lnvestigator shall be responsible

for the recruitment of Research Subjects in the Study. The lnvestigator shall use the lnvestigator's best efforts

to ensure that Research Subjects fulfilling the Protocol criteria are recruited. lnvestigator shall ensure the

unbiased selection of an adequate number of suitable subjects according to the Protocol, and shall use best

efforts to enrol at least 20 suitable subjects and shall limit enrolment of subjects to the maximum number

specified by the Reliance from time to time. lnvestigator acknowledges that Reliance reserve the right to limit

entry or enrolment of subjects at any time on written notice to lnvestigator. lnvestigator shall obtain the written

approval of the lnstitutional Ethics Committee and Reliance to the text of any communication soliciting subjects

for the Study before placement, including, but not limited to, newspaper and radio advertisements, direct mail

Product: InfimabrM
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.pieces, lnternet advertisements or communications, and newsletters, which communications must comply with

Applicable Laws and Regulations.

3. Enrolment; Notices; lnformed Consent; Authorization:

3.1 Priorto enrolling a Research Subject in the Study, Investigatorshallobtain (a) the Research Subject's

informed consent, as evidenced by a signed informed consent document evidencing the informed consent of

Research Subjects for participation in the Study, in the form approved by the relevant Ethics Committee, (b) an

Authorization (as defined and described below); and (c) such other consents as may be required by the

Protocol or Applicable Laws and Requirements.

3.2 lnstitution, SMO and lnvestigator shall adhere to the principles of medical confidentiality and shall

comply with all Applicable Laws and Requirements related to the personal data of Research Subjects,

including data privacy or data protection laws of the country in which the data originated. lnvestigator shall

obtain from each Research Subject and provide to Reliance a written consent and authorization valid under

Applicable Laws and Requirements (each, an "Authorization") for the access, use, processing, storing,

disclosure and transfer of the Research Subject's personal data by and to (a) lnstitution, SMO, lnvestigator,

and their study team, (b) persons monitoring the Study and/or the Multi-Center Clinical Study or conducting an

independent valuation of the Study and/or the Multi-Center Clinical Study, (c) the representatives of the

lnstitutional Ethics Committee, (d) the Regulatory Authorities, and (e) Reliance and Central Lab and their

representatives and agents, including third parties directly or indirectly performing services for Sponsor related

to the Study and/or the Multi-Center Clinical Study.

3.3 The status of enrolment of the trial subjects shall be submitted by the lnvestigator/ Institution on a quarterly

or more frequent basis as per the duration of treatment in accordance with the approved clinical trial protocol;

such reports will be processed in accordance with Protocol and Applicable Laws and Requirements.

4. Confidential and Proprietary lnformation. All information (including, but not limited to, documents,

descriptions, data, CRFs, photographs, videos and instructions), and materials (including, but not limited to, the

Study Product), provided to the Investigator, SMO and lnstitution by Reliance or Sponsor or their agents

(whether verbal, written or electronic), and all data, reports and information relating to the Study Product, the

Study or its progress (hereinafter, the "Confidential lnformation") shall be the property of Sponsor. The

lnvestigator, SMO and lnstitution will undertake to keep in strict confidence and not at any time to use other

than in the Study or to disclose or permit to be disclosed to any third party the data and results of the Study

and any information provided directly or indirectly by the Sponsor or Sponsors Representatives under this

Agreement. The lnvestigator, SMO and lnstitution shall keep the Confidential lnformation strictly confidential

and shall disclose it only to its employees involved in conducting the Study on a needto-know basis. The

lnvestigator, SMO and lnstitution shall ensure that the immediate members of the staff and any co-investigator

who have access to Confidential lnformation are informed of its confidential nature and agree in writing to keep

it strictly Confidential in accordance with the provisions of this Section 4. The obligations of non-disclosure

stated in this Section shall be for a minimum period of fifteen (15) years after disclosure of said Confidential

Product: Infimabrnr
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Information to lnvestigator and /or lnstitution and /or SMO under consideration for the provisions of sub-section

4 (a) - (f) inclusive, and these confidentiality obligations shall continue after completion of the Study, but shall

not apply to Confidential Information to the extent that it: a) is or becomes publicly available through no fault of
the lnvestigator, SMO and lnstitution ; b) is disclosed to the lnvestigator by a third party not subject to any

obligation of confidence; c) must be disclosed to ECs or applicable Regulatory Authorities; d) must be included

in any Study subject's ICF; e) is published in accordance with Section 7 herein; or, f) is required to be disclosed

by applicable law.

5. lntellectual Property Rights - All intellectual property rights existing prior to the date of this Agreement
will belong to the Party that owned such rights immediately prior to the date of this Agreement. Neither Party

will gain by virtue of this Agreement any rights in or ownership of copyrights, patents, trade secrets, trademarks

or any other intellectual property rights owned by the other party. The lnvestigator, SMO and lnstitution hereby

agree that the Sponsor shall own all intellectual property rights arising out of the Study and related to the Study

Product, including any rights with respect to any discoveries, inventions, whether patentable or otherwise and

which relates to the materials and arising as a result of the Study. The lnvestigator, SMO and lnstitution will, at

Sponsor's expense, execute any documents and give any testimony necessary for Sponsor to effect the

transfer of the title of such property, obtain patents in any country or to otherwise protect Sponsor's interests in
such inventions. The lnvestigator, SMO and lnstitution shall have exclusive ownership of any inventions or

discoveries conceived by the Investigator, SMO and lnstitution during the course of the that are wholly
unrelated to the Study Drug and Protocol and do not arise in whole or in part from the Study or any Confidential
lnformation, but the lnvestigator and lnstitution shall offer the Sponsor the right of first refusal as to any sales or
licenses of such inventions. The lnvestigator, SMO and lnstitution agree to comply with any applicable data
privacy or data protection legislation of the country in which the data_originated.

6. Study Records

6.1 The lnvestigatorshall prepare, maintain and retain complete, accurate, and legible source documents,
regulatory documents, and other written records, accounts, notes, reports, and data relating to the Study
(collectively, "Records"), including CRFs and including all documentation and records concerning the Study
Site, the solicitation, screening, evaluation, enrollment and testing of subjects (including the relevant portions of
other pertinent records concerning such subjects, all queries raised by the subject during the informed consent
administration and the responses provided ); the procedures, tests and other activities performed during the
Study; results and interpretations, including statistical analyses, if required; and all financial transactions
related to the Study- Further, the lnvestigator shall ensure that the data reported on the CRFs that is derived
from source documents is consistent with the source documents, and discrepancies, if any, shall be explained.
All original CRFs shall be made available to the Reliance in a timely manner throughout the performance of the

Study. CRFs shall identify the Research Subjects by number/Code and/or screening number assigned to the

subjects rather than by the subjects' name(s), personal identification informations and / or addresses. The
lnvestigator shall retaln the Records of the Study, including the original of all volunteer consent forms, for upto

fifteen years from the date of the end of the study.

Product: Infimabr}t
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-6.2 lnvestigator shall maintain, store and transmit any Records that are electronic records in a validated

database and in accordance with lndian regulations, and any other Applicable Laws and Requirements. ln no

event shall lnvestigator remove any Records from the Study Site or destroy any Records without the prior

written consent of Sponsor. Upon expiration of the applicable retention period, Sponsor shall, upon lnstitution

or SMO or lnvestigator's request, direct that such Records be delivered to Sponsor or Sponsor's

representative, be destroyed, or be retained by lnstitution//lnvestigator, and lnstitution//lnvestigator shall

comply with Sponsor's directions.

7. Publication. The results of the Study including all obtained data will be the property of the Sponsor.

The lnvestigator, SMO and lnstitution should not publish or communicate the data in public without written

authorisation by the Reliance Unpublished data should not be disclosed to any third party by the lnvestigator,

SMO and lnstitution without the written approval of the Sponsor. The lnvestigator and /or lnstitution and/or

SMO may have access to the Study data resulting solely from her participation in the Study for purely scientific

or educational purposes, but unless previously explicitly permitted in writing by the Reliance she may not use

the data for any commercial purposes. lnvestigator may publish or otherwise disclose the results of the Study

provided that lnvestigator provides a copy to Reliance, at least sixty (60) days prior to disclosure or submission

to any third party, for review and comment. Within this sixty (60) days period, Sponsor shall review the

proposed publication or release to determine whether it contains Confidential lnformation (as described in

Section 4), whether Sponsor desires to file patent applications on subject matter contained in the proposed

publication or release or to ensure the accuracy of the information contained in the publication or release. Upon

receiving any notification from Sponsor requesting deletion of Confidential lnformation, requesting correction of
inaccuracies, or requesting a delay in publication to allow the filing of patient applications before publication or

release, Investigator shall take the requested action.

8. Subject lnjury Reimbursement

8.1 Subject to lnvestigator and lnstitution's indemnification obligations under Section 11.2, tf a properly

enrolled Research Subject suffers a "Research Related lnjury" as a direct result of taking part in the Study,

Sponsor agrees to reimburse lnstitution and/or Investigator for the actual cost of diagnostic procedures,

medicaltreatment necessary to treat a Trial Subject injury in accordance with the Protocol and provide financial

compensation to the research subject as per the order of the licensing authority under rule 42 of New Drugs

and Clinical Trial Rules [GSR 227(E), 19 March 2019 in case of Trial Subject's injury and/ordeath. lnstitution

and lnvestigator agree to provide or arrange for prompt diagnosis and medical treatment of any medical injury

experienced by a Trial Subject as a result of the Trial Subject's participation in the Trial. lnstitution, SMO and

lnves[igator further agree to promptly notify Sponsor of any such medical injury. For purposes of this

Agreement, the term "Research Related lnjury" means physical injury or ill effect, disability whether temporary

or permanent and serious or otherwise caused by the Products or procedures prescribed in the Protocols,

which are different from the medical management the Research Subject would have received if he had not

participated in the studies.

Product: InfimabrM
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9. lnspection and Debarment.

9.1 lnvestigator, SMO and lnstitution shall cooperate with any government inspection or audit of the Study

site or records. The lnvestigator, SMO and lnstitution agree to communicate in writing or contact by telephone

or fax Reltance prior to any communication or meeting with any Regulatory Authority relating to the Study, and

the lnvestigator, SMO and lnstitution would provide the Regulatory Authority only with information approved for

disclosure by Reliance. The lnvestigator, SMO and Institution agree, upon reasonable notice, to disclose, from

time to time, for inspection/audit by representatives of Reliance and/or national or international Regulatory

Authorities, all such report forms and further documentation and information used and/or generated in the

Study. The lnvestigator, SMO and lnstitution shall immediately notify Reliance of, and provide Reliance copies

of, any inquiries, correspondence or communications to or from any governmental or Regulatory Authority

relating to the Study, including, but not limited to, requests for inspection of the lnstitution's facilities, and the

lnvestigator, SMO and lnstitution shall permit Reliance to attend any such inspections. The lnvestigator, SMO

and lnstitution will make reasonable efforts to separate, and not disclose, all confidential materials that are not

required to be disclosed during such inspections, except as required by law. The lnvestigator, SMO and

Institution shall also arrange for access by such individuals to source data and shall be responsible for
obtaining the informed consent of Study subjects to such disclosure of personal medical data and records, if
required by law, and if not expressly granted by the subject in the signed lnformed Consent Form.

9.2 The lnvestigator and/or lnstitution and/or SMO shall permit the representatives of Reliance to visit the
premises on which the Study is being conducted and arrange/ grant access to laboratories and facilities used

in connection with the study, at periodic intervals at a mutually agreeable time.

9.3 The lnvestigator, SMO and Institution shall permit the Reliance to inspect and audit the study. The

lnvestigator, SMO and lnstitution shall be responsible for maintaining essential Study documents for the time

and in the manner specified by current ICH-GCP guidelines, Applicable Laws and Requirements, and Reliance

requirements and shall take measures to prevent accidental or premature destruction of these documents. ln

the event the lnvestigator leaves an lnstitution or otherurrrise changes addresses, the lnvestigator, SMO and

lnstitution shall promptly notify the same to Reliance.

9.4 The lnvestigator, SMO and lnstitution represents and warrant that neither the lnvestigator nor the
Institution nor any of the employees, agents or other persons performing the Study under the lnvestigator's
direction, has been debarred, disqualified or banned from conducting clinical trials or is under investigation by

any Regulatory Authority for debarment or any similar regulatory action in any country, and the lnvestigator or

Institution shall notify Reliance immediately if any such investigation, disqualification, debarment or ban

occurs.

10. Study Term and Termination.

Product: InfimabrM
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10.1 This Agreement shall be effective upon the date it is signed by all the parties and shall continue in effect

till the completion of the Study as mentioned in the Protocol, unless terminated earlier by the parties as given

below:

Reliance may terminate this Agreement with prior written notice of 30 days to the lnvestigator/

lnstitution for reasons including but not limited to any of the following occurrences:

i) lf no subjects are recruited by the lnvestigator within 30 days of the site initiation; or

ii) No recruitment is done by the lnvestigator for a period of 45 consecutive days; or

iii) lf, no subjects have been enrolled or the lnvestigator subjects no patients or recruits such a

low number (less than 2 in number) of subjects that it can be assumed that the agreed

number of patients will not be reached during the planned recruitment phase;

iv) Sponsor terminates the Study or the development of the Study product or the indication is

discontinued;

v) lt is proved that the dosage used for the Study no longer seems to be justified;

vi) A Regulatory Authority or other pertinent institution decides to terminate the Study in the

lnstitution or as a whole;

vii) The lnvestigator/ lnstitution/SMO fait to adhere to the conditions of the Protocol and

the requirement to complete CRF data according to the Practice Applicable Laws and

Requirements and the Study Protocol.

Should the lnvestigator/lnstitution/SMO recognize, with reasonable discretion, that continuation of

the Study is no longer medically justified, due to (i) unexpected results (ii) the severity or

prevalence of Serious Adverse eEvents or (iii) perceived insufficient efficacy of the treatment with

Study Drug appears to be insufficient; then she will promptly notify Sponsor as well as the Ethics

Committee in writing. Should Reliance or the lnstitutional Ethics Committee agree that continuation

is not justifiable; the lnvestigator/lnstitution/SMO may arrange termination of the Study in

accordance with Applicable Laws and Requirements and the Study Protocol..

c. Whichever party terminates the Study early shall provide the other parties with a written statement of its
reasons for doing so. Reliance will notify Regulatory Authorities as appropriate of early termination, except that

the lnvestigator will notify the Ethics Committee.

10.2 Effect of Termination Upon receipt of notice of termination, the lnvestigator shall immediately cease

any patient recruitment, complete all outstanding Case Report Forms and return to Reliance all

documents/equipment (if any) provided by the Reliance under this Agreement and following the specified

termination procedures, ensure that any required subject follow-up procedures are completed, and make alt

reasonable efforts to minimize further costs. ln the event of early termination Reliance shall make a final

payment for visits or milestones properly performed pursuant to this Agreement in the amounts specified in the

Payment Schedule (Annexure A); provided, however, that ten percent (10%) of this final payment will be

Product: InfimabrM
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;withheld until final acceptance by Sponsor of all completed CRFs and all data clarifications issued and

satisfaction of all other applicable conditions set forth in the Agreement.

10.3 Reliance shall not be responsible to the lnvestigator, SMO or the lnstitution or for any lost profits, lost

opportunities, or other consequential damages arising out of this Agreement. lf a material breach of this

Agreement appears to have occurred and termination may be required, then, subject to subject safety,

Reliance may suspend performance of all or part of this Agreement, including, but not limited to, subject

enrollment.

11. lndemnification; Claims and Disclaimers.

11.1 Reliance agrees to indemnify, defend or cover costs of defense for, and hold harmless ("lndemnify") the,

Principal lnvestigator; the lnstitution, SMO its officers, agents, and employees; and the IEC that approved the

Trial (collectively, "lndemnified Parties") against any claim filed by a third party for damages, costs, liabilities,

expenses to the extent that it relates to the death of a Subject caused by: a) the administration of the Sponsor

Drug and/or Comparator Drug; (b) by a properly-performed Protocol-required procedure;, provided, however,

that Reliance will not indemnify or hold harmless the lndemnified Parties for any Liabilities arising from any

injuries or damages that are a result of.

(i) the negligence or intentional misconduct of any of the lndemnified Parties and/or

(ii) any activities conducted contrary to the provisions of the Protocol or outside the scope of the Protocol;

or information supplied by Sponsor and/or generally accepted medical standards and the applicable

SOPs; and/or

(iii)any negligence, omission, or willful misconduct by any lndemnified Parties in the performance of their

obligations under this Agreement and/or,

(iv) failure to have complied with all dosage and other specifications, directives and recommendations

furnished by the Sponsor for the use and administration of the Study Product and/or

(v) failure to have complied with all applicable laws, rules, and regulations.

However, Reliance's indemnification obligations are subject to the following conditions:

The Research Subjects involved gave an adequate written informed consent and was provided prompt

diagnosis and appropriate medical care following the occurrence of the injury;

The Reliance receives notice of the applicable, diagnosis, care initiated and care anticipated to be

necessary and all appropriate follow-up reports; and Reliance are promptly notified in writing cif any

such claim or suit;.

lndemnified Parties reasonably cooperates with Sponsor and its legal representatives in the defense of

any claim, suit, demand, action or other proceeding covered by this Agreement; and

Product: InfimabrM
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d. lndemnified Parties permit Reliance to select and retain the right to defend any claim or suit in any

manner it deems appropriate, including retaining a counsel to represent lndemnities parties and

e.. The indemnification obligations above shall not apply to amounts paid in settlement of any claim,

demand, action or other proceeding if such settlement is effected without the consent of the product.

Reliance's indemnification obligations do not apply to any complication of an underlying illness or any other

injury that any Research Subjects may experience during the course of the studies that is not directly related to

the Study Drug.

11.2 lnvestigator lnstitution and SMO shall indemnify, defend, and hold harmless Reliance and each of
their respective affiliates, directors, officers, employees, contractors, and agents from and against any loss

claim or demand arising from the following: (i) injuries or damages resulting from the negligent or willful

misconduct of the lnvestigator, SMO and lnstitution or any of their respective affiliates, directors, officers,

employees, contractors, and agents, including any co-investigators or sub-investigators performing the Study;

or the failure of lnstitution and/or lnvestigator or any of their employees, contractors, and agents, including any

co-investigators or sub-lnvestigators, (i) to comply with the Protocol or written instructions of Reliance or any

Applicable Laws and Requirements; or (ii) any breach by lnstitution, SMO or Investigator of any of their
respective obligations under this Agreement, including but not limited to any failure to comply with the Protocol

or any Applicable Laws and Requirements or (iii) any case in which the lnvestigator fails to obtain an informed

consent form in compliance with the terms of this Agreement or otherwise fails to comply with Applicable Laws
and Requirements provided:

a. lnvestigator, SMO and Institution promptly notified in writing of any such claim or suit;

b. Sponsor cooperate fully in the investigation and defense of any such claim or suit;

c, lnvestigator, SMO and Institution retain the right to defend any claim or suit in any manner it deems

appropriate, including the right to retain counsel of its choice; and

d. lnvestigator, SMO and lnstitution shall have the sole right to settle the claim; provided, however, that
lnvestigator shall not admit fault on Sponsor's behalf without Sponsor's advance written permission,

11.3 The lnvestigator, SMO and lnstitution shall promptly notify Reliance in writing of any claim of illness or
injury actually or allegedly due to an adverse reaction to the Study Product and allow Reliance to handle such
claim (including settlement negotiations), and shall cooperate fully with Sponsor in its handling of the claim.

11.4 'lnstitution, SMO and Investigator acknowledge that the study product is experimental in nature, is not

for commercial use, and is provided "as is" without any warranty, representation or undertaking whatsoever,

express or implied, including, without limitation, any warranty of merchantability, fitness for a particular

purpose, or non-infringement. Reliance shall not under any circumstances be responsible or liable under this

Product: InfimabrM
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.agreement for any indirect, incidental, or consequential damages (including without limitation damages for loss

of profit, revenue, business, or data), even if the party has been informed of the possibility of such damages.

'12. Financial Disclosure. Reliance may withhold payments if it does not receive a completed form from

each such lnvestigator and sub-lnvestigator. The lnvestigator shall ensure that all such forms are promptly

updated as needed to maintain their accuracy and completeness during the Study and for one year after its

completion. The lnvestigator, SMO and lnstitution agree that the completed forms may be subject to review by

governmental or regulatory agencies, Reliance and their agents and lnstitutional Ethics Committee. Whenever

the investigator discloses a financial interest, the nature of financial disclosure will be reported to Reliance.

13. lnsurance: Each party shall maintain types and levels of insurance or other adequate forms of
protection consistent with industry standard and sufficient to satisfy its respective obligations under this

Agreement. Each party shall provide the other party with a certificate of insurance upon request.

14. Shipping of Dangerous Goods and lnfectious Materials. The handling, packaging and shipment of
dangerous goods and infectious materials (including infectious specimens) are subject to local and national

laws and regulations.

15. Publicity.

'15.1 Solicitation of subject: Reliance and Ethics Committee shall approve in writing, the text of any

communication soliciting subjects for the Study before placement, including, but not limited to newspaper or

radio advertisements, direct mail, internet advertisements or communications, and newsletters. Such

communication must comply with applicable laws and guidelines.

15.2 Press Releases: Reliance shall approve, in writing and all press statements by lnvestigator and

lnstitution regarding the Study or the Study product before such statement is released. lt is the lnvestigator's

obligation to take such prior approval from Reliance.

15.3 Enquiries from media and financial analysts: During and after the Study, the lnvestigator, SMO and

lnstitution may receive enquiries from reporters or financial analysts. lnvestigator and lnstitution must confer

with Reliance authorised signatory to this Agreement named below or other named person in the same position

of employment at that time at Reliance Life Sciences Pvt. Ltd. Dhirubhai Ambani Life Sciences Centre, Plot no.

R - 282, TTC Area of MIDC, Thane Belapur Road, Rabale, Navi Mumbai 40A 7U before responding to such

enquiries,

15.4 Use of Name: lnvestigator, SMO and /or lnstitution or any of the lnvestigator and lnstitution's trained

staff/employees, agents or other persons performing the Study under the lnvestigator's direction will not use

Reliance's ' name or the names of Reliance employees in any advertising or sales promotional material or in
any publication without the prior written permission of Reliance. Reliance shall not use the name of the

Product: Infimabr\I
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lnvestigator, SMO or Institution and their employees in any sales promotional material or in any publication

without written permission from the lnvestigator, investigator and lnstitution. lt is agreed that all Study Reports,

Study Proposals, and notifications to Regulatory Agencies by Reliance may contain the name of the

investigator and lnstitution.

16.0 Additional Gontractual Provisions.

16.1 ln conducting the Study, the lnvestigator, SMO and lnstitution shall be an independent contractor and

shall not be considered the partner, agent, employee, or representative of Reliance and the lnvestigator and /or

lnstitution and/or SMO has no authority to bind Reliance to any contract or commitment unless specifically

authorized to do so in writing, This Agreement, including these terms and conditions, constitutes the sole and

complete agreement between the Parties and replaces all other written and oral agreements relating to the

Study.

16.2 The following provisions shall survive the termination or expiration of this Agreement, Section 4

(Confidential and Proprietary lnformation); Section 6 (Study Records); Section 7 (lPublication); Section 8

(Subject lnjury Reimbursement); Section 11 (lndemnification; Claims and Disclaimers) and Section 15

(Publicity/Use of Names)

16.3 Amendments: No amendments or modifications to this Agreement shall be valid unless in writing and

signed by all the Parties. Failure to enforce any term of this Agreement shall not constitute a waiver of such

term. lf any part of this Agreement is found to be unenforceable, the rest of this Agreement will remain in

effect. This Agreement shall be binding upon the Parties and their successors and assigns.

16.4 During the term of this Agreement, neither lnvestigator, nor lnstitution or SMO shall directly or indirectly

conduct study related clinical trials as set out in the protocol no. RLS/PMS/20l6/08 and any subsequent
amendments thereto or participate in the study, which is same or similar to Reliance designated study

mentioned in this Agreement, without prior written approval of Reliance

16.5 Restrictions on Assignment: Neither Party will assign or transfer any rights or obligations under this

Agreement without the prior written consent of the other Parties, which consent shall not be unreasonably

withheld.

16.6 Conflict of interest: lnvestigator, SMO and lnstitution warrant and represent that the lnvestigator has no

obligations, contractual or otherwise, that would conflict with its entering into this Agreement. lnvestigator, SMO

and lnstitution further agree that subsequent to execution of this Agreement, the lnvestigator and /or lnstitution

and/or SMO will undertake no obligations that would conflict or interfere with its performance hereunder.

Product: InfimahrM
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-16.7 Data Privacy: The Parties shall comply with all the Data Privacy related requirements prescribed by

Applicable Laws and Requirements, and implement administrative, physical and technical safeguards to
protect personal/sensitive personal information that are no less rigorous than accepted industry practices.

16.8 Force Majeure "Neither party of this agreement shall be liable for failure to perform if the failure is

attributable to any cause which is reasonably beyond the party's control including:

(i) War (declared or undeclared), riot, political insurrection, rebellion or revolution.

(ii) Acts or order if, or legislation by government prohibiting the sale of the goods covered hereby, or imposing

any restriction thereof.

(iii) Epidemics, pandemics or Quarantine restrictions.

(iv) Fire, flood, explosion, earthquake, tornadoes or other natural events: and

b) Any party claiming an event or force majeure shall promptly notify the other parties in writing and provide full

particulars of the cause or event and the date of first occurrence thereof as soon as possible. lf conditions of
force majeure continue for a period of more than 60 days thereby affecting performance of the notifying parties,

either party shall have an option to terminate this agreement by giving a 30 days' notice to the other party.

16.9 Notice. Any notices that either Party may be required to give the other shall be deemed to be duly
given when mailed by certified or registered mail, postage prepaid, to the other Party at the addresses first
given above or to such other addresses as the Parties may direct in writing. Any notice or other communication

required or permitted under the Agreement shall be in writing and will be deemed given as of the date it is
received by the receiving party.

16.'10 Governing Language: The controlling language of this Agreement and all related documents,

correspondence and notices shall be in English. This Agreement shall be governed by and construed in
accordance with the laws of lndia without conflict of laws and principles.

16.1 1 Arbitration: Any dispute, controversy or misunderstanding between the Parties arising out of or related

to this Agreement or any breach thereof shall be mutually settled by the Parties between their authorized

representatives within a period of thirty days. ln case, the dispute is not settled within a period of thirty days by

the authorized representatives, the same shall be submitted to arbitration in accordance with Arbitration and

Conciliation Act, 1996. Parties shall appoint a sole arbitrator, mutually agreed by the Parties. The place of

Arbitration shall be at Mumbai and the language shall be in English. Each party shall bear its own costs of the

arbitration unless the arbitrator otherwise directs. Any award rendered by the arbitrators shall be in writing,

shall be the final binding disposition on the merits, and shall not be appealable to any court in any jurisdiction.

Judgment on an award rendered may be entered in any court of competent jurisdiction, or application may be

made to any such court for a judicial acceptance of the award and an order of enforcement, as appropriate.

Product: InfimabrM
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16.12 Counterparts: This Agreement may be executed in any number of counterparts, each of which shall be

deemed an original and all of which shall constitute the same instrument. This Agreement shall be effective

upon full execution by facsimile or original, and a facsimile signature shall be deemed to be and shall be as

effective as an original signature.
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Protocol No : RLS/PMS 12016 108

Page 17 of 23



,u, '8r'=2
-.'-

Name: Dr. Pravin Ghadge

Title: Head, Clinical Research

Date: 9_6.J O tl .'L-a2-?)

ACKNOWLEDGED AND AGREED BY INVESTIGATOR:

,r,4b
Name Dr.Ashish Deshmukh 

MGH
Title: Associate professor and Head of Department of Dermatology,

o","' 4O-=f,r[u-2O20

ACKNOWLEDGED AND AGREED BY THE INSTITUTION:

\NI"Bv: h\- '-z
Name: Dr Raiendra Bohra
Title: Dean, Dean, MGM Medical College and Hospital, Aurangabad

oate: 1o-TuJ.lJ - 7:?-n

ACKNOWLEDGED AND AGREED BY SMO:

Name: Dr Sunil Chaudhary

Title: Director

Date:
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ACKNOWLEDGED AND AGREED BY RELIANCE LIFE SCIENCES PVT. LTD:

Hospital.

By:
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Appendix A to Clinical Trial Agreement

Payee:

lnvestigator and lnstitution have designated "Grapecity Research Solutions LLP" as a Payee to receive all the

payments under this Agreement. The details of the Payee designated to receive all of the payments for the

services performed under this Agreement

PAYEE NAME: Grapecity Research Solutions LLP

PAYEE ADDRESS:
Shree Prasad, Block No. D-2, Prakash Housing Society,
Kalewadi Phata, Thergaon, Pune 411033, Maharashtra, lndia

TAX lD NUMBER (PAN Number) AAPFGSIB6L

GSTIN number 27AAPFG8186L1ZH

The payments will be made by account payee Cheque in favor of the Payee "Grapecity Research Solutions
LLP" in lndian Rupees.

The Parties agree that the payee designated herein is the proper payee for this Agreement, and that payments

under this Agreement will be made only to the designated payee ("Payee").

Agreement Clauses

1) For the amount designated as per-subject budget, the Payee will receive payment only for the actual

number of visits and procedures performed in accordance with agreed upon procedure fees outlined in the

financial agreement; such compensation is limited to payment for the number of subjects who have completed

these visits as per the Protocol, unless Reliance has given the Payee written approval to enroll additional Study

subjects or extend the enrollment period.

To be eligible for payment, the procedures must be performed in full compliance with the Protocol and

the Agreement, and the data submitted must be complete and correct. For data to be complete and

correct each Study subject must have signed an EC-approved ICF document, and all procedures

designated in the Protocol must be carried out on a best effort basis; omissions must be satisfactorily

explained.

Reliance will reimburse the Payee, in accordance with the attached budget and payment schedule. The

final payment will be made by Reliance to the Payee upon final acceptance by Reliance.of all

completed CRFs, all data clarifications issued, the receipt and approval of any outstanding regulatory

documents as required by Reliance, the return of all unused supplies to Reliance, and upon

satisfaction of all other applicable conditions set forth in the Agreement.

Product: InfimabrM
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5)

6)

7)

4) Other than the final payment, Reliance shall not issue any payment for a total amount less than

Rs.10001 lf the amount due in any given period is less than Rs.1000i-, such amount shall carry over

without payment to the next payment period.

Major, disqualifying Protocol violations are not payable under this Agreement.

Matters in dispute shall be payable upon mutual resolution of dispute.

SMO needs to make payment to the Investigator and lnstitution within 15 days upon receipt of payment

from Sponsor. Sponsor to be notified about the same by the lnvestigator regarding receipt of payment

from SMO.

lf Reliance requests the lnvestigator's attendance at a Study-start up meeting or other meeting necessary to
provide the lnvestigator with information regarding the Study or Study Product, Reliance shall reimburse the

amount of reasonable and necessary travel and lodging expenses that may be incurred to attend such

meeting(s) and that have been specifically approved in advance by Reliance. Reliance shall make such

reimbursements within thirty (30) days of receiving acceptable detailed documentation of such expenses

provided that Reliance receives such documentation within sixty (60) days of the date that the expenses were

incurred.

Payments shall be made as described in Appendix A and the rates agreed to between the Parties, as per the

milestones described in the budget and payment schedule. Original invoices must be submitted to Reliance at

the following address for reimbursement:

Reliance Life Sciences Pvt. Ltd.,

Dhirubhai Ambani Life Sciences Centre,

Plot no. R-282, TTC Area of MIDC,

Thane Belapur Road,

Rabale, Navi Mumbai 400 701

Attn: Sachin Singh , Iet.022- 35338269,

The Payee will have 30 days from the receipt of final payment to dispute any payment discrepancies during the

course of the Study.

Taxes
All payments shall be made net of income tax as per the lncome tax act applicable at the time of payment. The
TDS certificates for the income tax deducted will be provided in accordance with lncome Tax Act.

Product: Infimabrm
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SITE BUDGET SHEET

Project Gode: K079

Protocol Number RLS/PMS/2016/08

lnvestigationa! Product lnfimabrM
No of patients in study 200
No of patients 20

No of visit per patient q

Site Related Costs (A) Unit Cost Unit Amount (lNR)

Principal lnvestigator Fees 1 8000 20 3,60,000

Clinical Research Coordinator Fees 5000 20 1,00,000

Administration Charges (20% of Pl+CRC fees) 4600 20 92,000

Travel reimbursement 2500 20 50,000
Sub-Total site related cost (A) 6,02,000
Local Laboratory Testing Charges (B)

Tuberculin Test 250 20 5,000
Chest X ray 450 20 9,000
Sub Total Laboratory Testing Charges (B) 14,000
Total (A) + (B) 6,16,000
Per Subject without GST 30,800
Applicable GST (18%) 1,10,990
TotalSite Budget 7,26,990
Per Subject Budget including GST 18% 36,344

Annexure A:
A.1. FINANCIAL SUMMARY (Unit CosWisit):

Procluct: Inllmabry
Protocol No: Rl-S/PNIS/201 6/08

The archival of the study documents after the close-out visit will be the responsibility of MGM Medical College
and Hospital, N-6, CIDCO, Aurangabad-431003, Maharashtra, India. One time Archival charges will be
paid at the rate of Rs. 75000 for 15 year. The archived documents will not be destroyed without prior notification
and permission of Reliance Life sciences
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Note:
,*--* Subject related expenses (investigation, travel expense etc will be released as per actual number of visits

completed by subjects after monitor's verification and as per the statement provided by the investigator on the

letterhead of the lnvestigator/lnstitute (not exceeding the cost specified above for each patient per visit).

. lt is expected that the site will enroll at least 20 subjects.

. Reliance will reimburse only the cost of investigations performed locally for screen failure subjects (ESR,

Chest X-ray and Mantoux test).

. Ethics Committee protocol review fee will be paid as per actuals.

. Procedure and Non-procedure cost for unscheduled visit and SAE or conditional procedures will be

reimbursed upon receipt of invoices as per A.1 & A.2 Payment schedule under this Agreement. However,

Reliance's prior approval should be taken for such visits and procedures (on a case to case basis).
. Payment related to Local lab investigations would be done upon receipt of actual from sites where approval for

the same has been provided from Reliance.

Please note the following:
. The per visit activity cost will be paid on the completion of the corresponding activity and the completion of

the corresponding CRF.

. Payments are calculated according to the above schedules payable on confirmation by Reliance.

. Early Discontinuations will be paid through last completed "visit".

. The investigator must present a statement on letterhead for claiming any above mentioned payment under

section A.1 & A.2 as per tax-compliant formats.

o lf the study is prematurely terminated, the total payment to the payee will be made for those evaluable

subjects enrolled by the investigator in accordance with study visits completed at the time of the termination

notice and upon receipt by Reliance of completed Case Report Form. The lnvestigator agrees agree to refund

any excess amount previously paid, and Reliance agree to promptly pay any amount owing based to the

receipt of acceptable CRFs at Reliance and the resolution of all queries/questions relating to the data.
. Permission to enroll additional subjects must be obtained from Reliance. The total grant will increase

according to the per subject cost for the increased number of subjects.

. The archival of the study documents after the close-out visit will be the responsibility of MGM Medical

College and Hospital, N-6, CIDCO, Aurangabad-431003, Maharashtra, lndia. One time Archival charges will be

paid at the rate of Rs.75000 for 15 year. The archived documents will not be destroyed without prior notification

and permission of Reliance Life sciences

. Reliance will reserve the right to re-allocate subject budget originally reserved for this site to the other sites

if site is having difficulty in enrolling and qualifying subjects.

. GST will be paid as per prevailing rates. All other taxes are included in the budget cost. TDS shall be

deducted as applicable.

Procluct: Inlimirbrlr
Protocol No: RLS/PIVISt20 I 6/08
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CLINICAL TRIAL AGREEMENT 
 

THIS CLINICAL TRIAL AGREEMENT (“Agreement”) is made and entered into as of  

04 day of SEP 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. a company incorporated under Companies Act, 1956 

having its registered office at 212/2, Off Soli Poonawalla Road, Hadapsar, Pune 411028, 

India. (hereinafter “Sponsor”); 

 

 

Dr. Tayade Deepak Narayan, MGM Medical College and Hospital, N-6, CIDCO, 

Aurangabad 431003, Maharashtra, India hereinafter referred to as the ‘Principal 

Investigator’ or ‘Investigator’; AND 

 

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) acting through its 

authorized signatory, Dr. Rajendra Bohra, Dean_being authorised to sign this Agreement 

(hereinafter referred to as the “Institution” which expression shall mean and include unless 

repugnant to the context, its successors and permitted assigns). 

 

The Sponsor, the CRO, the Investigator, and the Institution shall hereinafter be referred to 

individually as “Party” and collectively as “Parties”. 

  

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: An Open label, Randomized, Active-controlled, Multi-centric 

phase II/III Study in Indian Toddlers and Infants to Assess the Immunogenicity and 

Safety of SIIPL HEXASIILTM (DTwP-HepB-IPV-Hib) Vaccine in Comparison to 

SIIPL Pentavac (DTwP-HepB-Hib) + Poliovac (IPV) vaccines Administered as 

Separate Injections. Protocol no. – SII-wHEXA/IN-02, Version 2.0, dated 26th Jun 2020  

or such other version as may be mutually agreed and finalized by the Parties to the 

Agreement(“the Protocol”) and has entered into an agreement with Sponsor or one of its 

affiliates concerning the management, funding and administration of the Study; 

 

User
Highlight
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AND WHEREAS Sponsor intends to appoint Investigator relating to the said SII-wHEXA/IN-

02, 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 (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. 

 

 

 

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) 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.  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 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 estimated as mentioned in Schedule C. 

 

1.3 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. 

  

1.4 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.  

 

1.5 The Study shall be carried out at the Institution under the review of its Ethics 

Committee/Institutional Review Board or an appropriate independent review committee of 

scientists and other qualified individuals as set forth in the Declaration of Helsinki (any such 

Board, body or committee to be referred to hereinafter as “IRB”), in compliance with the 

applicable local regulation, Sponsor’s Standard Operating Procedure (SOP)s, if required; 

Institution’s own SOP, the Protocol which is approved by Sponsor, Investigator and the IRB 
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and   a copy of which is attached hereto as Schedule A (and any subsequently approved 

Protocol amendments), and the terms of this Agreement and under the supervision of the 

Investigator. 

 

1.6 Before commencing the Study, 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. 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;  

 

1.7 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. 

 

1.8 Institution and Investigator 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.   

 

1.9  Institution and Investigator 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. 

 

1.10   The Investigator hereby warrants that he/she has received a copy of the Investigator 

Brochure and has read and understood its contents. 

 

1.11 Any change, amendment or modification to this Agreement or any Schedule hereto 

must be authorized in writing 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. 

 

1.12 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 
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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. 

 

1.13 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. 

 

1.14 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 without the express written 

authorization of the CRO. 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.  

 

1.15 The Institution and the Investigator shall comply with ICH/GCP, the Protocol and all 

applicable laws, rules, regulations and documentation of the Study  (hereinafter “Regulatory 

Requirements”) in the performance and documentation of the Study. Without in any way 

limiting the foregoing, these obligations shall include the following: 

 

(a) The Institution and the Investigator shall, as the same may be required of them by 

Regulatory Requirements, or specific instruction of CRO 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”). 

 

(b) The Institution and Investigator 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 as directed / instructed by the Sponsor (e.g., 

completion of shipment forms, ensure the relevant shipment procedure); 
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(c)The Institution and Investigator 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 included in the 

Protocol. 

 

(d) Upon reasonable notice and at reasonable times during the term of this Agreement, 

Institution and the Investigator shall permit representatives of the CRO and/or the Sponsor  

to examine their  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. 

 

(e) The Investigator will keep appropriate records of Study Vaccine received, dispensed, 

used, and returned to pharmacy/storage (and returned to CRO/Sponsor in accordance with 

Regulatory Requirements. 

 

1.16 Institution and Investigator 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. 

 

1.17 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 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. 

 

1.18 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. 

 

1.19 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 any cost from CRO and/or Sponsor. 

 



Protocol No. SII-wHEXA/IN-02                                                      Diagnosearch Life Sciences Pvt Ltd 

                                                  

Confidential CTA _MGM Medical College and Hospital_Execution version12.Aug.2020  Page 6 of 50                                                                                                                                  
                  

  

 

1.20 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.  

 

Article 2 – Compensation 

2.1 Recruitment for this Study will be through competitive enrolment, and Institution and 

Investigator may enroll more or less Study subjects, depending on the enrolment of Study 

subjects at other sites, which shall be coordinated by the Sponsor and the CRO. 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. 

 

2.2 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 schedule annexed to this Agreement or any additional period 

that may be granted by CRO/Sponsor by written communication in writing which is agreed 

by both the Institution and Investigator, in writing. 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 agreed deliverables called for 

under this Agreement, including any technical report and financial statement. 

 

2.3 In full and complete consideration of Investigator’s and Institution’s participation in the 

Study and of their covenants and obligations hereunder, and to cover their respective costs 

connected with the conduct of the Study, CRO shall pay amount as set forth in Schedule B 

hereto. 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 as agreed in the schedule of attached to this Agreement.  

2.4 Institution agrees to apply all funds received from CRO, including all interest ccrued 

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.  

 

2.5. 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. 

 

2.6 For all subjects who fail to get enrolled (Screen failure), the amount payable will be Rs. 

3000 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.  
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2.7 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. 

 

2.8 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. 

 

2.9 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. As the sponsor has SEZ status and operates out of SEZ, CRO agrees 

to supply the services without charging GST. Supply of goods or services or both made to 

SEZ developer or unit are Zero rated under Section 16 (1) (b) of GST Act 2017. CRO shall 

clearly mention in its all invoices “Supply to SEZ without charging IGST against Letter of 

Undertaking (LUT) no. 

 

2.10 The payments represent all Study costs, and no other money will be payable by CRO. 

 

2.11 The Parties hereby agree and covenant that Investigator / Institution will raise invoices 

in the name of Sponsor which will be submitted to and 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 sent to CRO at the following addresses: 

 

  DiagnoSearch Life Sciences Pvt. Ltd. 

                                         702, Dosti Pinnacle, Wagle Estate   

                                         Thane – 400 604, India  

                                          

  

2.12 All amounts payable to the Investigator / Institution will be subject to Tax Deduction at 

source as required by the relevant tax provisions 

 

2.13 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 

Authorized Operations under Bond or Legal Undertaking without payment of 

Integrated Tax.” Every such invoice must also mention the GSTIN No. 

27AABCS4225M2Z6 of our SEZ unit.   
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(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 Authorized 

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.   

 

2.14 Cheques should be drawn and made payable to MGM Medical college ,Aurangabad 

and delivered to the following address:  

 

MGM Medical College & Hospital,  

N-6, CIDCO, Aurangabad – 431003 

 

 

 

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. 

 

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 c linical study, 



Protocol No. SII-wHEXA/IN-02                                                      Diagnosearch Life Sciences Pvt Ltd 

                                                  

Confidential CTA _MGM Medical College and Hospital_Execution version12.Aug.2020  Page 9 of 50                                                                                                                                  
                  

  

 

including without limitation sub-investigators, study coordinators, and other Trial Site 

employees, agents, any support staff etc engaged for effective performance and execution of 

the Trial. 

 

3.4 During the term of the Agreement, Institution and Investigator agree to permit 

representatives of the CRO and the Sponsor to examine at any reasonable time during 

normal business hours the facilities where the Study is being conducted, the Study data 

including original patient records and any other relevant information necessary to confirm 

that the Study is being conducted in conformance with the Protocol and in compliance with 

applicable laws and regulations. Institution and / or Investigator shall notify Sponsor / CRO 

in writing within three (3) business days of becoming aware of any FDA or other 

government inspection or inquiry concerning the Study or within twenty four (24) hours of 

any surprise government inspection or inquiry concerning the Study. Investigator and 

Institution agrees to promptly take any reasonable actions requested by CRO/Sponsor to 

cure deficiencies noted during an inspection or audit. 

 

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 periodicity 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 generated 

hereunder shall become the property 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 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. 

 

4.5 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 three 

(3) 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.  

4.6 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 informat ion 

mentioned above and  shall have the unrestricted right during and after the term of this 
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Agreement, to use the same for any purpose;  

 

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. 

 

 

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. 

 

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 amount of compensation to 

be paid by the Sponsor / CRO shall be mutually agreed between the Parties before filing any 

application. 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  
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6.1 Press Releases. Except for publications pursuant to Article 6.2, in 

the event a Party wishes to issue a press release or other public announcement (collectively, 

“Press Release”) regarding this Agreement, the Study, or the termination of or other 

information related to the Study, such Party will submit the intended Press Release to the 

designated officials of other Party for review at least thirty (30) days in advance of the date 

of the intended release. In the event a Party does not approve the intended Press Release in 

writing, the non-approving party shall discuss in good faith modifications to the Press 

Release with the Party proposing the Press Release, but neither Institution nor Investigator 

shall release a Press Release without the prior written approval of Sponsor, such approval 

not to be unreasonably withheld or delayed. The requirements of this Article 6.1 shall not 

apply to the extent that a Party is required to disclose information by applicable laws and 

Requirements or order of a governmental agency or a court of competent jurisdiction; 

provided, however, that the Party required to make such a disclosure will (i) provide prior 

written notice thereof to other Party before such disclosure, (ii) consult in good faith with 

other Party with respect to such disclosure, and (iii) provide other Party sufficient 

opportunity to, and cooperate with any reasonable request of other Party to object to any 

such disclosure or request confidential treatment thereof. 

 

6.2 Investigator Publications; Publications by the Parties. The Parties shall undertake to 

make or coordinate a joint publication or presentation of the Study results (“Joint 

Publication”). And such Joint Publication shall comply with the obligations of ICMJE 

(International Committee of Medical Journal Editors), including matters of authorship. Any 

decision to make or coordinate a Joint Publication or presentation of the Study results shall 

be discussed and agreed by the Parties before implementing the same, and the content of 

such Joint Publication shall be reviewed and agreed by the Parties. 

 

6.2.1 Each Party may also publish or orally present the Study results (a “Sole 

Publication”), consistent with high scientific standards and in an appropriate 

scientific forum, provided that such Sole Publication does not also disclose any 

other Party's Confidential Information other than the Study results. The Parties 

agree that any Sole Publication shall be made only after the Joint Publication and 

shall refer to such Joint Publication, provided that the Joint Publication is published 

or presented within twelve (12) months after the last subject's visit. 

 

6.2.2 In the case of a Sole Publication by a Party, the Party seeking to publish or 

present will submit to the other Party each such proposed publication, written 

presentation, or summary of each proposed oral presentation, as the case may be, 

related to the Study, and the other Parties must receive such proposed publication, 

presentation, or summary, as applicable, at least thirty (30) days before the time of 

submission to any third party, and in any case no less than forty-five (45) days prior 

to the proposed date of the publication or presentation. Such other Parties will have 

at least thirty (30) days from receipt in which to review each proposed publication, 

presentation or summary of proposed oral presentation, as the case may be. Upon 

such review a Party may require a delay in any publication or presentation for up to 

one hundred twenty (120) days from the date of such request in order to file patent 

applications relating to an Invention. 
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6.2.3 A Party may require the removal of its Confidential Information contained in 

any proposed publication or presentation, and any Party may require (i) the deletion 

of that Party's name or the name of any of its respective Affiliates and (ii) the 

deletion or correction of any information that may, in such Party's view, be 

inaccurate, misleading, or inappropriate; provided, for the avoidance of doubt, that a 

Party may publish or orally present Study results in accordance with the 

requirements as set forth in Article 10.2. Notwithstanding the foregoing, a Party 

may not require the removal of any information from the proposed Investigator 

publication that would prevent Investigator from presenting in such publication or 

presentation a full and fair description of the Study results. Once any information 

has been so reviewed and approved by each of the Parties and Investigator, as 

applicable, for publication or presentation, a Party may include such information in 

subsequent publications, presentations or submissions without the need to re-submit 

such information to the other Parties for pre-review. 

 

6.2.4 The rights and obligations of Article 6.2 shall continue in effect until five (5) 

years following the expiration or any termination of this Agreement. 

 

6.3 License to Investigator Publications. Sponsor and institution shall have a 

royalty-free, nonexclusive, and irrevocable license to reproduce, translate, display, publish, 

use, and distribute Investigator publications and to authorize others to do so with the consent 

of the Investigator.  

 

6.4 Authorship, Patent Protection and Notification of Funding. Any oral presentation of 

the Study will acknowledge any publication by a Party regarding the Study and will state 

that the Study sponsored by Sponsor was carried out in collaboration with the Parties. 

 

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) any information that is appropriate to include in an Institution Publication made in 

accordance with this Agreement or 

 

(v) 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. 

 

7.5If 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 

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.  

 

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. 

 

9.2 This Agreement may be terminated by CRO/Sponsor, 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: 
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 (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 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. 

 

9.4 The Institution is also entitled to terminate the present agreement for any breach of the 

terms of the agreement by the Sponsor, by issuing 30 days notice to it, in case such breaches 

are not cured by it within stipulated period.  

 

 

Article 10 – Indemnification 
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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 notified vide Gazette dated 30th January 2013, G.S.R 53 (E), rule 

122 DAB, 12th December 2014, G.S.R. 889 (E), and any amendment or new pronouncement 

notified by the Competent Authority 

  

Notwithstanding clause 10.3 above, 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. 
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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 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 
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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 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: 

 

(a)  not use child labor in circumstances that could cause physical or emotional 

 impairment to the child;  

 

(b) not use forced labor (prison, indentured, bonded or otherwise);  

 

(c)  provide a safe and healthy workplace; safe housing (if housing is provided by 

 Institution to its employees); and access to clean water, food, and emergency 

 healthcare in the event of accidents in the workplace;  

 

(d) not discriminate against employees on any grounds (including race, religion, 

 disability or gender);  

 

(e) not use corporal punishment or cruel or abusive disciplinary practices;  

 

(f) pay at least the minimum wage and provide any legally mandated benefits;  

 

(g) comply with laws on working hours and employment rights;  

 

(h) respect employees’ right to join and form independent trade unions; 

 

(i)        encourage subcontractors under this Agreement to comply with these standards; 

 

(j) maintain a complaints process to address any breach of these standards. 

 

Article 14 - Anti-Bribery and Anti-Corruption 

14.1 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”) 
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14.2 The Institution and its affiliates has established and continues to maintain reasonable 

internal controls and procedures intended to ensure compliance with the Anticorruption 

Laws including controls and procedures designed to ensure that the Investigator or its 

employees or Sub-investigators do not make payments in violation of the 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. 

 

(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 
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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 – Record keeping 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 three (3) 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 a pplicable  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 3 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 t rial 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 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 t rial s ite 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. 

 

Article 19 – Electronic Record and Electronic Signature 

Investigator/ Institution acknowledges that Electronic Records (defined hereinafter), 

Electronic Signatures (defined hereinafter), and handwritten signatures executed to 
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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. 

 

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 21, 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 
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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. 

 

24.3 The Institution and Investigator understand and agree that SPONSOR is a third party 

beneficiary to this Agreement and, in this capacity, can enforce any terms as if it were a 

Party hereto. 

 

24.4 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. 

 

24.5 Failure by either Party to enforce any rights under this Agreement shall not be 

construed as a waiver of such rights nor shall a waiver by either Party in one or more 

instances be construed as constituting a continuing waiver or as a waiver in other instances. 

 

24.6 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:  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:  Name: Dr. Tayade Deepak Narayan 

 Designation:  Assistant Professor of Community Medicine 

mailto:rajbohra@msn.com
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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: DiagnoSearch Life Sciences Pvt. Ltd 

 702, Dosti Pinnacle, Plot No. E-7, Road No. 22, Wagle 

Industrial Estate, Thane- 400604, Maharashtra, India 

  

If to the Sponsor, to: Serum Institute of India Private Limited 212/2 

Hadapsar, Pune 411 028, India 

 Facsimile: 91-20-26993921 

 

 With a copy to: 

 Name: Makarand Karkare, General Counsel 

 Serum Institute of India Private Limited, 

Sarosh Bhavan, 16/B-1, Dr. Ambedkar Road,  

Pune 411001 

 Phone: 91-20-26100341 

 

Or to such other address and any Party may designate in writing from time to time to the 

other. Any notice shall be effective as of its date of receipt. 

 

24.7 The Parties hereby agree that, considering the current scenario of Novel COIVD 19 

pandemic and non availability of stamp papers, the Agreement shall be executed on the 

plain paper and subsequently upon availability the stamp paper signed / initialed by all the 

Parties shall be appended to the Agreement which shall form an integral part of the 

Agreement.  

 

mailto:drtayadepsm@gmail.com
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SCHEDULE A 

PROTOCOL NUMBER: SII-wHEXA/IN-02 

CLINICAL TRIAL PROTOCOL SYNOPSIS 

 

STUDY TITLE An Open label, Randomized, Active-controlled, Multi-centric Phase-II/III 

Study in Indian Toddlers and Infants to Assess the Immunogenicity and 

Safety of SIIPL HEXASIILTM (DTwP-HepB-IPV-Hib) Vaccine in 

Comparison with SIIPL Pentavac (DTwP-HepB-Hib) + Poliovac (IPV) 

Vaccines, Administered as Separate Injections. 

SPONSOR Serum Institute of India Pvt. Ltd.  

CLINICAL RESEARCH 

ORGANIZATION (CRO) 

DiagnoSearch Life Sciences Pvt. Ltd.  

PROTOCOL ID SII-wHEXA/IN-02 

CLINICAL 

DEVELOPMENT 

PHASE 

Phase II/ III 

INDICATION Active immunization against Diphtheria, Tetanus, Pertussis, Hepatitis B, 

Poliovirus type 1, 2 & 3 and Haemophilus Influenzae type b. 

Recommended schedule for primary immunization in infants is three 

doses with an interval of 4 weeks between doses, starting at 6 weeks of 

age. A booster dose is recommended in the second year of life.  

NUMBER OF SITES The study will be conducted at approximately 8 sites across India. 

STUDY POPULATION 

PART I 222 healthy male and female toddlers aged 12-24 months who have 

completed 3 doses of primary immunization series at least 6 months 

prior to enrolment 

PART II 1260 healthy male and female infants aged 6-8 weeks at enrolment 

DURATION OF TODDLER/INFANT PARTICIPATION 

PART I The maximum duration of participation of each toddler is approximately 

42 days  

PART II The study duration is as follows:  

 Primary vaccination period (3-dose primary vaccination series) ~2 

months  

 Follow-up post completion of 3-dose primary vaccination series ~1 
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month  

 Post completion of 1-month follow-up period after primary 

vaccination series, the subjects will be further followed up for 

booster dose which may occur between 12-24 months of age. 

Post-booster dose, the subjects will be followed up for 1 month. 

EXPECTED DURATION OF STUDY 

PART I Approximately 3 months  

PART II Primary Vaccination Series: Approximately 12 months  

Total duration including Primary Vaccination Series and Booster Dosing 

Period: Approximately 32 months 

STUDY RATIONALE Vaccination of infants against diphtheria, tetanus, pertussis, hepatitis B 

polio and Haemophilus influenzae type b has been recommended by 

the World Health Organization (WHO) for several decades and is well 

established in most countries around the world. Immunization is 

simplified using combined vaccine presentations. 

Inactivated polio vaccine (IPV)-containing hexavalent vaccine 

represents one potential approach to global IPV access. A hexavalent 

combination vaccine containing diphtheria, tetanus, pertussis, hepatitis 

B, the three IPV antigens and Haemophilus influenzae type b could 

further simplify complex pediatric routine immunization schedules, 

improve compliance, and reduce delivery costs. Hexavalent vaccines 

are considered logically and scientifically sound drivers of such a 

strategy and are touted to be the ultimate combination vaccine for 

routine immunization. 

Serum Institute of India Pvt. Ltd. (SIIPL) has developed a fully liquid 

hexavalent vaccine (HEXASIIL™) containing diphtheria toxoid (D), 

tetanus toxoid (T), whole cell pertussis (wP), hepatitis B antigen (Hep 

B), inactivated poliovirus type 1, 2, 3 (IPV) and Haemophilus influenzae 

type b (Hib)  conjugate (adsorbed). The vaccine can be a part of primary 

and booster vaccination of infants from 6 weeks of age against 

diphtheria, tetanus, pertussis, hepatitis B, poliomyelitis and 

Haemophilus influenzae type b. The preclinical animal toxicity studies 

and Phase I study in healthy toddlers, for this vaccine are successfully 

completed.  

The objective of the current study is to evaluate the safety and 

immunogenicity of   HEXASIIL™ when administered as a booster dose 
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in toddlers aged 12-24 months and as a 3-dose primary vaccination 

series in infants aged 6-8 weeks, compared to already licensed SIIPL 

Pentavac + Poliovac vaccines. 

INVESTIGATIONAL 

VACCINE 

HEXASIIL™ (DTwP-HepB-IPV-Hib) 

HEXASIIL™ vaccine is available as a fully liquid vaccine to be 

administered intramuscularly as a 0.5 mL dose. Each dose of 0.5 mL of 

HEXASIIL™ vaccine contains: 

Ingredient  

Active Ingredients 

Diphtheria Toxoid ≥ 30 IU 

Tetanus Toxoid ≥ 40 IU 

B. pertussis (whole cell) ≥ 4 IU 

HBsAg (rDNA) ≥ 10 mcg 

Inactivated Polio Vaccine 

(Salk strains grown on vero cells) 

Type- 1 40 DU 

Type- 2 8 DU 

Type- 3 32 DU 

Hib conjugate (PRP-TT) 10 mcg  

Inactive Ingredients 

Aluminium content Al (3+) (as Aluminium 
Phosphate gel) 

0.28 mg 

2-Phenoxyethanol 0.5% 
 

COMPARATOR 

VACCINE 

SIIPL PENTAVAC (DTwP-HepB-Hib) + POLIOVAC (IPV) (hereafter 

referred to as SIIPL Pentavac + Poliovac in the document).  

SIIPL PENTAVAC vaccine is available as a liquid vaccine to be 

administered intramuscularly as 0.5 mL dose. Each dose of 0.5 mL 

Pentavac vaccine contains: 

Ingredient  

Active Ingredients 

Diphtheria Toxoid ≤ 25 Lf (≥ 30 IU) 

Tetanus Toxoid ≥ 2.5 Lf (≥ 40 IU) 

B. pertussis (whole cell) ≤ 16 OU (≥ 4 IU) 

HBsAg (rDNA) ≥ 10 mcg  

Purified capsular Hib Polysaccharide (PRP) 

conjugated to Tetanus Toxoid (carrier 
protein) 

10 mcg  

Inactive Ingredients 
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Adsorbed on Aluminium Phosphate, Al +++  ≤ 1.25 mg 

Thiomersal 0.005% 

SIIPL POLIOVAC vaccine is available as a liquid vaccine to be 

administered intramuscularly as 0.5 mL dose. Each dose of 0.5 mL 

Poliovac vaccine contains: 

Ingredient  

Active Ingredients 

Poliomyelitis virus Type 1, Mahoney strain* 40 D antigen units 

Poliomyelitis virus Type 2, MEF-I strain* 8 D antigen units 

Poliomyelitis virus Type 3, Saukett strain* 32 D antigen units 

Inactive Ingredients 

2-phenoxyethanol 2.5 mg 

Formaldehyde 12.5 mcg 

* Cultivated on Vero cells. 
 

PRIMARY OBJECTIVE 

PART I   

 

 To assess and compare the safety and reactogenicity of 

HEXASIIL™ vaccine with the comparator vaccine viz., SIIPL 

Pentavac + Poliovac when administered as a booster dose in 

toddlers aged 12-24 months.  

PART II  

 

 To demonstrate non-inferiority (NI) of HEXASIIL™ vaccine in 

comparison with SIIPL Pentavac + Poliovac in terms of 

seroprotection rate for diphtheria, tetanus, hepatitis B, and 

Haemophilus Influenzae type b and seroconversion rate for 

pertussis and polio, 28 days post completion of a 3-dose primary 

vaccination series in infants aged 6-8 weeks.  

SECONDARY OBJECTIVE(S) 

PART I  

 

 To assess and compare the immunogenicity of HEXASIIL™ 

vaccine with the comparator vaccine viz., SIIPL Pentavac + 

Poliovac when administered as a booster dose in toddlers aged 

12-24 months.  

PART II  

 

 To assess and compare the safety and reactogenicity of 

HEXASIIL™ vaccine with the comparator vaccine viz., SIIPL 

Pentavac + Poliovac in infants aged 6-8 weeks.  

 To assess and compare the immune responses to HEXASIIL™ 

vaccine with the comparator vaccine viz., SIIPL Pentavac + 
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Poliovac in terms of geometric mean concentration or geometric 

mean titre (GMC/GMT), 28 days post completion of a 3-dose 

primary vaccination series in infants aged 6-8 weeks. 

 To demonstrate equivalence of immunogenicity of 3 lots of 

HEXASIIL™ vaccine post completion of a 3-dose primary 

vaccination series in infants aged 6-8 weeks.  

EXPLORATORY OBJECTIVE 

PART II   To assess the post-booster dose safety of HEXASIIL™ and SIIPL 

Pentavac + Poliovac vaccine at 12-24 months, in subjects who 

have received three doses of primary vaccination series in this 

study. 

 To assess and compare the pre- and post-booster immunogenicity 

of HEXASIIL™ vaccine with the comparator vaccine viz., SIIPL 

Pentavac + Poliovac at 12-24 months, in subjects who have 

received three doses of primary vaccination series in this study. 

PRIMARY ENDPOINTS 

PART I  Occurrence, severity, and relationship of local and systemic 

solicited adverse events (AE) occurring up to 7 days following 

vaccination. 

 Occurrence, severity and relationship of unsolicited AEs occurring 

up to 28 days following vaccination. 

 Occurrence, severity and relationship of serious adverse events 

(SAE) occurring up to 28 days following vaccination. 

PART II  Percentage of infants achieving seroprotection for diphtheria, 

tetanus, hepatitis B, Haemophilus influenzae type b and 

seroconversion for poliovirus types 1 & 3 and pertussis, 28 days 

post completion of a 3-dose primary vaccination series. 

SECONDARY ENDPOINTS 

PART I  Percentage of toddlers achieving seroprotection for diphtheria, 

tetanus, hepatitis B, Haemophilus influenzae type b and 

seroconversion for poliovirus types 1 & 3 and pertussis, 28 days 

following vaccination. 

 Geometric mean concentrations/titres (GMCs/GMTs) for anti-

diphtheria, anti-tetanus, anti-pertussis, anti-HBsAg (Hepatitis B 
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surface antigen), anti-PRP (polyribosyl ribitol phosphate) and anti-

polio types 1 & 3 antibodies, 28 days following vaccination.  

PART II Safety Endpoints 

 Occurrence, severity, and relationship of local and systemic 

solicited AEs occurring up to 7 days following each of the three 

vaccine doses. 

 Occurrence, severity and relationship of unsolicited AEs up to 28 

days post completion of a 3-dose primary vaccination series.  

 Occurrence, severity and relationship of SAEs up to 28 days post 

completion of a 3-dose primary vaccination series.  

Immunogenicity Endpoints 

 Geometric mean concentrations/titres (GMCs/GMTs) for anti-

diphtheria, anti-tetanus, anti-pertussis, anti-HBsAg, anti-PRP and 

anti-polio types 1 & 3 antibodies, 28 days post completion of the 3-

dose primary vaccination series in infants. 

 Geometric mean concentrations/titres (GMCs/GMTs) for anti-

diphtheria, anti-tetanus, anti-pertussis, anti-HBsAg, anti-PRP and 

anti-polio types 1 & 3 antibodies, among 3 lots of HEXASIIL™ 

vaccine, 28 days post completion of the 3-dose primary vaccination 

series in infants. 

EXPLORATORY ENDPOINTS 

PART II Safety Endpoints 

 Occurrence, severity, and relationship of local and systemic 

solicited AEs reported up to 7 days following the booster 

vaccination. 

 Occurrence, severity and relationship of unsolicited AEs occurring 

up to 28 days following the booster vaccination. 

 Occurrence, severity and relationship of SAEs occurring up to 28 

days following the booster vaccination. 

Immunogenicity Endpoints 

Pre- and post-booster immunogenicity of HEXASIIL™ vaccine and 

comparator vaccine viz., SIIPL Pentavac + Poliovac in subjects who 

have completed the 3-dose primary vaccination series and receive a 

booster dose at 12-24 months of age as part of the study. 



Protocol No. SII-wHEXA/IN-02                                                      Diagnosearch Life Sciences Pvt Ltd 

                                                  

Confidential CTA _MGM Medical College and Hospital_Execution version12.Aug.2020  Page 30 of 50                                                                                                                                  
                  

  

 

 Percentage of toddlers achieving seroprotection for diphtheria, 

tetanus, hepatitis B, Haemophilus influenzae type b and 

seroconversion for poliovirus types 1 & 3 and pertussis, prior to 

booster dose and 28 days after a booster dose. 

 Geometric mean concentrations/titres (GMCs/GMTs) for anti-

diphtheria, anti-tetanus, anti-pertussis, anti-HBsAg, anti-PRP and 

anti-polio types 1 & 3 antibodies, prior to booster dose and 28 days 

after a booster dose. 

STUDY DESIGN 

This is an open label, randomized, active-controlled, multi-centric study to be conducted in two 

parts in healthy Indian toddlers and infants to assess the immunogenicity and safety of HEXASIIL™ 

vaccine in comparison with the licensed and commercially available SIIPL Pentavac + Poliovac 

vaccines. 

PART I  In Part I of the study, 222 toddlers, aged 12-24 months (365 to 730 

days, both inclusive),  who have completed primary immunization series 

at least 6 months prior to  enrolment, will be randomized in a 1:1 ratio, 

to receive a booster dose of HEXASIIL™ vaccine or the comparator 

viz., SIIPL Pentavac + Poliovac. Toddlers will be followed up for 28 days 

post-vaccination for safety and immunogenicity. An external Data and 

Safety Monitoring Board (DSMB) comprising of independent 

Pediatrician, Physician, Pharmacologist and Biostatistician will be 

appointed to assess any safety concerns. The DSMB will review safety 

data of all participating toddlers post completion of Visit 2 (7 days 

following vaccination) and Visit 3 (28 days following vaccination). Part II 

of the study in infants, will be initiated only after obtaining 

recommendation of DSMB on the overall safety data of Part I of the 

study. The DSMB recommendation letter will be notified to DCGI for 

information only.  

PART II  

 

In Part II of the study, 1260 infants aged 6-8 weeks (42 to 56 days, both 

days inclusive) will be randomized in a 2:1 ratio (840:420), to receive a 

3-dose primary vaccination series followed by a booster dose of 

HEXASIIL™ or the comparator viz., SIIPL Pentavac + Poliovac. 

In the HEXASIIL™ vaccine group, infants will receive the vaccine from 

one of the three different lots (n= 280 each). Among the 3 lots, the 

vaccine presentation will be single dose vial in the first lot, single dose 

pre-filled syringe (PFS) in the second lot and multi-dose vial in the third 
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lot. 

METHODOLOGY 

PART I After signing an informed consent and post-confirmation of study 

eligibility status, toddlers will be randomized, in a 1:1 ratio, to receive 

either study vaccines. All toddlers randomized to the HEXASIIL™ 

vaccine group will receive a booster dose of 0.5 mL hexavalent vaccine 

administered intramuscularly in the upper anterolateral aspect of the 

thigh. Toddlers randomized to SIIPL Pentavac + Poliovac group will 

receive 0.5 mL Pentavac and Poliovac each, administered as two 

intramuscular (IM) injections at separate sites (upper anterolateral 

aspect of right and left thighs). 

Following vaccination, all toddlers will be observed at the site for 

minimum 30 (+15) minutes for any Immediate Adverse Events (IAE). 

Solicited AEs will be actively collected for 7 days post vaccination. 

Unsolicited AEs and SAEs will be collected throughout the study from 

the time of signing informed consent till 28 days post vaccination.  All 

the SAEs will be reported to the regulatory authority as per applicable 

regulatory guidelines based on the knowledge of the events.  

Complete physical examination, vital sign and prior/concomitant 

medications assessments will be performed at Visit 1, Visit 2 and Visit 

3. Additional targeted physical examination (if indicated) and vital sign 

measurements will be done 30 (+15) minutes after vaccination.  

Blood samples for immunogenicity assessment will be obtained from all 

participating toddlers at Visit 1 and at Visit 3.  

PART II Primary Vaccination Series and Follow-up  

Post signing informed consent and post-confirmation of study eligibility 

status, all infants will be randomized to receive a 3-dose primary 

vaccination series at 6, 10 and 14 weeks of age*. Infants in the 

HEXASIIL™ vaccine group will receive 0.5 mL hexavalent vaccine 

administered intramuscularly in the upper anterolateral aspect of the 

thigh while infants randomized to SIIPL Pentavac + Poliovac group will 

receive 0.5 mL Pentavac and 0.5 mL of Poliovac each, administered as 

two separate IM injections at separate sites (upper anterolateral aspect 

of right and left thighs). Following each vaccination, all infants will be 

observed at the site for minimum 30 (+15) minutes for any IAEs. Active 

follow up for solicited AEs will be conducted over the 7-day period after 
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each vaccination. Unsolicited AE/SAEs will be collected from signing of 

informed consent till Visit 7. All the SAEs will be reported to the 

regulatory authority as per applicable regulatory guidelines based on 

the knowledge of the events.  

Complete physical examination, vital sign and prior/concomitant 

medication assessment will be performed at Visit 1 and at Visit 3, Visit 5 

and Visit 7.  Additional targeted physical examination (if indicated) and 

vital sign measurements will also be done 30 (+15) minutes after each 

vaccination and additionally during any other clinic visits. Targeted 

physical examination and vital sign evaluation will also be performed at 

Visits 2, 4 and 6 whenever it is a clinic visit. 

Blood samples for immunogenicity assessment will be obtained from all 

participating infants at Visit 1 and at Visit 7.  

The safety and immunogenicity data of Part I and Part II (up to 28 days 

post completion of a 3-dose primary vaccination series) shall be 

submitted together in the clinical study report (CSR) to DCGI for 

licensure.  

*Due to the current COVID-19 situation, subjects may not be able to 

visit the site and receive the vaccines as per scheduled timepoints.  For 

subjects who are unable to visit the site at scheduled timepoints, all 

attempts should be made to administer all 3-doses of the primary 

vaccination series before the subject completes 6 months of age (≤6 

months of age) ensuring a minimum gap of  at least 4 weeks  between 

any two vaccines doses in the primary series. This is in line with  WHO 

recommendation for interrupted and delayed vaccination  which states 

that a primary series of 3 doses of DTP-containing vaccine is 

recommended, with the first dose administered as early as 6 weeks of 

age and subsequent doses should be given with an interval of at least 4 

weeks between doses. The third dose of the primary series should be 

completed by 6 months of age if possible [Error! Reference source 

not found.]. 

Pre-booster Follow-up Assessment   

Subjects who complete the primary vaccination series will be followed 

up further for booster dose. After Visit 7 (i.e. 28 days following 

completion of primary vaccination series) subjects will continue to be 

followed up for safety every 3 months starting from the age of 6 months 

(i.e. at 6, 9, 12, 15, 18, and 21 months of age) until they receive the 
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booster dose. All such pre-booster safety follow-up visits will be 

considered as additional follow-up visits. For subjects whose primary 

vaccine is delayed because of COVID situation, the follow-up visits will 

be adjusted accordingly. Considering that the maximum age at which 

the third dose of primary series may be administered is 6 months of 

age, the pre-booster follow-up assessment for such subjects will not be 

applicable at 6th month. However, the pre-booster follow-up visits from 

9th month should be followed as per schedule. 

Visit 8 is considered as the visit when booster dose will be administered 

and may occur anytime between 12-24 months (365 to 730 days, both 

inclusive) of age. The subject will receive a booster dose of HEXASIIL™ 

vaccine or the comparator viz., SIIPL Pentavac + Poliovac vaccine at 

Visit 8.  

During pre-booster safety follow-up period, all the reported unsolicited 

AE/SAE data will be collected and all SAEs will be reported to the 

regulatory authority based on knowledge of the events as per 

applicable regulatory guidelines.  Targeted physical examination and 

vital sign evaluation will also be performed during pre-booster follow-up 

visits, whenever it is a clinic visit. 

Blood samples for immunogenicity will be collected just prior to booster 

administration at Visit 8. 

Booster Dose Administration and Follow-up 

Subjects will be called for booster vaccination between 12-24 months of 

age (Visit 8). After re-assessment of eligibility, subject will receive 

booster dose of same vaccine (HEXASIIL™ or SIIPL Pentavac + 

Poliovac vaccine) which they had received during primary vaccination 

series. Following vaccination, all subjects will be observed at the site for 

minimum 30 (+15) minutes for any IAEs. Solicited AEs will be actively 

collected for 7 days post vaccination. Unsolicited AEs/SAEs will be 

collected till Visit 10 i.e. 28 days post vaccination.  All the SAEs will be 

reported to the regulatory authority as per applicable guidelines based 

on the knowledge of the events.  

Complete physical examination and vital sign evaluations will be 

performed at Visits 8 and 10. Additional targeted physical examination 

(if indicated) and vital sign measurements will be done 30 (+15) minutes 

after booster vaccination.  

Blood samples will also be collected from all subjects at Visit 10 i.e. 28 
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days following the booster administration to assess the post-booster 

immunogenicity. 

STUDY EVALUATIONS (PART I/PART II) 

IMMUNOGENICITY 

 

Anti-diphtheria, anti-tetanus, anti-pertussis, anti-HBsAg and anti-PRP 

antibody titres will be measured by Enzyme Linked Immunosorbent 

Assays (ELISA). Anti-polio type 1 & 3 antibody titres will be measured 

by Neutralization assay. 

In addition, anti-pertussis toxoid (anti-PT) will also be measured by 

ELISA.  

Below are the thresholds for seroprotection/seroconversion for 

immunogenicity assessment in the study: 

Seroprotection for diphtheria, tetanus, hepatitis B and Haemophilus 

influenzae type b are defined as: 

 Anti-diphtheria antibody ≥ 0.1 IU/mL  

 Anti-tetanus antibody ≥ 0.1 IU/mL 

 Anti-HBsAg antibody ≥ 10 mIU/mL 

 Anti-PRP antibody ≥ 0.15 µg/mL 

Seroconversion for Polio is defined as: 

 Anti-poliovirus Type1 antibodies ≥ 8 (1/dilution)  

 Anti-poliovirus Type 3 antibodies ≥ 8 (1/dilution) 

Seroconversion for Pertussis is defined as: 

 In subjects with no quantifiable antibody - below the lower limit of 

quantitation (LLOQ) prior to vaccination, seroconversion is 

defined as achieving a quantifiable antibody level 

post-vaccination.  

 In subjects with quantifiable antibody prior to vaccination, 

seroconversion is defined by a 4-fold-increase in antibody titres 

from pre- to post-vaccination. 

SAFETY Subjects will be evaluated for IAEs for minimum 30 (+15) minutes 

following each vaccination, solicited AEs for 7-days post each 

vaccination, unsolicited AEs and SAEs during the defined time-periods. 

The solicited local AEs include injection site pain/tenderness, injection 

site erythema/redness and injection site swelling. The solicited systemic 

AEs include fever (defined as a body temperature ≥ 38°C/100.4°F as 
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measured by axillary route), irritability, abnormal crying, drowsiness, 

vomiting and loss of appetite. 

The parent(s) will be given a digital thermometer to record axillary 

temperature, a measuring scale to record injection site 

erythema/redness & swelling and a subject diary card to record details 

of solicited and unsolicited AEs and to capture medication details. The 

parents will bring the filled subject diary cards to the site at the 

scheduled visits. The study Investigators will review the subject diary 

cards for its correctness and completeness and the clinical staff will be 

responsible for continuous close safety monitoring of all study subjects.  

All solicited and unsolicited AEs will be graded as per the grading scale 

detailed in Section 6.3.2.3 of the protocol and as per the clinical 

judgment of the Investigator considering information provided by 

subjects’ parent(s).  

SAEs irrespective of the causality and expectedness will be reported to 

the DCGI, as per the regulatory requirements.  

STUDY ELIGIBILITY CRITERIA 

PART I Inclusion Criteria  

1. Male or female toddlers aged between 12-24 months at the time of 

vaccination. 

2. Toddlers with a good health, as determined by the medical history, 

physical examination and clinical judgment of the Investigator. 

3. Toddlers who have completed primary immunization series against 

diphtheria, tetanus, pertussis, hepatitis B, poliomyelitis [oral polio 

vaccine (OPV) and/or IPV] and Haemophilus Influenzae type b at 

least 6 months prior to enrolment and have not received the 

booster dose for the above-mentioned vaccines scheduled at 12-

24 months of age. 

4. Informed consent form (ICF) signed by at least one parent.  

5. The weight-for-length z-score for the toddler is ≥ -2 Standard 

Deviation (SD) at the time of enrolment.  

6. Willingness of subjects’ parent to comply with the requirements of 

the protocol.  

Exclusion Criteria  

1. History of diphtheria/tetanus/pertussis/hepatitis B/Haemophilus 
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Influenzae type b/poliomyelitis infection(s) (confirmed either 

clinically, serologically or microbiologically).  

2. Fever ≥ 38°C/100.4°F and/or any evidence of acute illness and/or 

receipt of antibiotics in the past 3 days. 

3. Administration of any vaccine (except OPV during government 

immunization campaign) in the 4 weeks preceding the trial 

vaccination or planned receipt of any non-study vaccine during the 

study period. 

4. History of major congenital defects or illness that require medical 

therapy, as determined by medical history or clinical assessment. 

5. History of any clinically significant chronic disease that in the 

opinion of the Investigator, might interfere with the evaluation of 

the study objectives. 

6. History of anaphylaxis, or any serious vaccine reaction, or 

hypersensitivity/allergy to any vaccine or components of study 

vaccine. 

7. Presence of evolving or changing neurological disorder or toddler 

with a history of seizures and/or encephalopathy. 

8. Toddlers with known or suspected impairment of the immune 

function, or those receiving immunosuppressive therapy such as 

anti-cancer chemotherapy or radiation therapy or received 

immunosuppressive therapy within 3 months prior to study entry 

(For corticosteroids, this will mean prednisone ≥ 0.5 mg/kg/day   or 

equivalent for more than 2 consecutive weeks. Inhaled or topical 

steroids are allowed). 

9. Known thrombocytopenia or a bleeding disorder. 

10. Known personal or maternal history of Human Immunodeficiency 

Virus (HIV), Hepatitis B or Hepatitis C seropositivity. 

11. Planned surgery during the study. 

12. Receipt of blood or blood-derived products or immunoglobulins in 

the past 3 months, current or planned administration during the 

study period. 

13. Participation in another clinical trial 4 weeks preceding the trial 

enrolment or planned participation during the present trial period in 

another clinical trial. 

14. Toddlers whose families are planning to leave the area of the study 
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site before the end of the study period.   

PART II Inclusion Criteria 

1. Male or female infants aged 6-8 weeks (42 to 56 days, both days 

inclusive) at the time of first vaccination. 

2. Infants with a good health, as determined by the medical history, 

physical examination and clinical judgment of the Investigator. 

3. Infants who have received the birth doses of OPV and BCG at 

least 4 weeks before the first trial vaccination. 

4. Informed consent form signed by at least one parent. 

5. Infants born at full term pregnancy (≥ 37 weeks). 

6. Infants with weight-for-length z-score ≥ -2 SD at the time of 

enrolment. 

7. Willingness of subjects’ parent to comply with the requirements of 

the protocol.  

Exclusion Criteria 

1. History of diphtheria/tetanus/pertussis/hepatitis B/Haemophilus 

Influenzae type b/poliomyelitis infection(s) (confirmed either 

clinically, serologically or microbiologically). 

2. Fever ≥ 38°C/100.4°F and/or any evidence of acute illness and/or 

receipt of antibiotics in the past 3 days. 

3. Previous vaccination or planned receipt of any vaccine against 

diphtheria, tetanus, pertussis, hepatitis B (except birth dose), 

poliomyelitis (except OPV) or Haemophilus Influenzae type b 

infection apart from trial vaccines during the study period.  

4. Administration of any vaccine (except OPV during government 

immunization campaign) in the 4 weeks preceding the first trial 

vaccination.  

5. History of major congenital defects or illness that require medical 

therapy, as determined by medical history or clinical assessment. 

6. History of any clinically significant chronic disease that in the 

opinion of the Investigator, might interfere with the evaluation of 

the study objectives. 

7. History of anaphylaxis, or any serious vaccine reaction, or 

hypersensitivity/allergy to any vaccine or components of study 

vaccine. 
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8. Infants with known or suspected impairment of the immune 

function, or those receiving immunosuppressive therapy such as 

anti-cancer chemotherapy or radiation therapy or received 

immunosuppressive therapy prior to study entry (For 

corticosteroids, this will mean prednisone ≥ 0.5 mg/kg/day or 

equivalent for more than 2 consecutive weeks. Inhaled or topical 

steroids are allowed). 

9. Presence of evolving or changing neurological disorder or infant 

with a history of seizures and/or encephalopathy. 

10. Known thrombocytopenia or a bleeding disorder. 

11. Known personal or maternal history of HIV, Hepatitis B or Hepatitis 

C seropositivity. 

12. Planned surgery during the study. 

13. Receipt of blood or blood-derived products or immunoglobulins or 

planned administration during the trial which might interfere with 

the assessment of the immune response. 

14. Participation in another clinical trial 4 weeks preceding the trial 

enrolment or planned participation during the present trial period in 

another clinical trial. 

15. Infants whose families are planning to leave the area of the study 

site before the end of the study period. 

REASSESSMENT OF 

ELIGIBILITY PRIOR TO 

BOOSTER DOSE FOR 

PART II 

 

Inclusion Criteria 

1. Male or female subjects aged between 12-24 months of age at the 

time of vaccination.  

2. Subjects with a good health, as determined by the medical history, 

physical examination and clinical judgment of the Investigator. 

3. Subjects who have received 3 doses of HEXASIIL™ or comparator 

vaccine viz., SIIPL Pentavac + Poliovac as part of primary 

immunization series in same study and have not received the 

booster dose in the second year of life (a minimum 6 months gap 

should be maintained between the last dose of primary series and 

the booster dose). 

Exclusion Criteria  

1. History of diphtheria/tetanus/pertussis/hepatitis B/Haemophilus 

Influenzae type b/poliomyelitis infection(s) (confirmed either 
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clinically, serologically or microbiologically). 

2. Fever ≥ 38°C/100.4°F and/or any evidence of acute illness and/or 

receipt of antibiotics in the past 3 days. 

3. Administration of any vaccine (except OPV during government 

immunization campaign) in the 4 weeks preceding booster 

vaccination or planned receipt of any non-study vaccine 4 weeks 

post booster vaccination. 

4. History of any clinically significant chronic disease such that in the 

opinion of the Investigator may interfere with the evaluation of the 

study objectives. 

5. History of anaphylaxis, or any serious vaccine reaction, or 

hypersensitivity/allergy to any vaccine or components of study 

vaccine. 

6. Presence of evolving or changing neurological disorder or subject 

with a history of seizures and/or encephalopathy. 

7. Subjects with known or suspected impairment of the immune 

function, or those receiving immunosuppressive therapy such as 

anti-cancer chemotherapy or radiation therapy or received 

immunosuppressive therapy within 3 months prior to booster dose 

(For corticosteroids, this will mean prednisone ≥ 0.5 mg/kg/day or 

equivalent for more than 2 consecutive weeks. Inhaled or topical 

steroids are allowed).  

8. Known thrombocytopenia or a bleeding disorder.  

9. Known personal or maternal history of HIV, Hepatitis B or Hepatitis 

C seropositivity. 

10. Planned surgery during the study. 

11. Receipt of blood or blood-derived products or immunoglobulins in 

the past 3 months, current or planned administration during the 

trial.  

12. Participation in another clinical trial during the study period.  

STATISTICAL CONSIDERATIONS 

SAMPLE SIZE JUSTIFICATION 

PART I Safety 

No formal sample size calculation is performed for Part I of the study as 

this is Phase II descriptive study to assess mainly safety in toddlers. In 
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terms of safety, the planned sample size will allow identification of 

common AEs. With a sample size of 111 vaccinated subjects per group, 

this study design allows a greater than 90% chance of observing at 

least one AE if true incidence rate is 2.08%. Conversely, if no AEs are 

observed in 111 vaccinated subjects then the study will be able to rule 

out AEs occurring at a rate of approximately 3.3% or above based on 

the upper bound of the two-sided 95% confidence interval (CI). 

Immunogenicity 

Assuming the SD of log10-transformed immunoglobulin G (IgG) 

concentration is ≤ 0.65, with a sample size of 100 evaluable subjects 

and a dropout rate of 10% per group (111 randomized subjects per 

group), the study has power of at least 90% for each antigen/serotype, 

to detect at least 0.5 of GMC/GMT ratio between HEXASIIL™ and the  

Comparator (SIIPL Pentavac + Poliovac) vaccine groups.  

PART II The Part II of the study is designed to have at least 90% power to meet 

one primary objective and one secondary objective. Testing primary 

objective of NI will have ~ 95% power and testing secondary objective 

of Lot-to-lot (LTL) consistency have at least 96% power at two-sided α 

of 0.05. To preserve α at 0.05 and to maintain at least 90% power for 

the study a fixed sequence statistical strategy is used. This strategy will 

test primary objective hypothesis of NI and secondary objective 

hypothesis of LTL consistency at same significance level of 0.05 by 

testing two hypotheses in predefined fixed sequential order i.e. primary 

endpoint related to NI will be tested first with two-sided α as 0.05 and if 

we get evidence of statistical significance for NI testing only then the 

secondary endpoint related to LTL consistency will be tested with same 

two-sided α as 0.05.  The study will be declared successful if at least NI 

is demonstrated irrespective whether LTL consistency may or may not 

be achieved. However, if NI is not demonstrated then we will not be able 

to test hypothesis related to LTL consistency.  

Non-inferiority and LTL consistency (if allowed) will be demonstrated if 

NI and equivalence hypotheses are proved for all antigens/serotypes 

analyzed. Here for all comparisons instead of adjusting level of 

significance α, high power is assumed for individual comparison of each 

antigen/serotype.   

The sample size was chosen in an iterative, trial-and-error fashion to 

give the desired power of at least 90%. We first derived sample size for 
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LTL consistency and then adjusted with respect to NI for 2:1 allocation 

ratio [HEXASIIL™: Comparator (SIIPL Pentavac + Poliovac) vaccine].  

Thus, the plan is to randomize 1260 subjects: 840 subjects to receive 

HEXASIIL™ (280 in each of 3 lots) and 420 to receive Comparator 

(SIIPL Pentavac + Poliovac) group for testing the primary objective of 

NI. The sample size for testing the secondary objective of LTL 

consistency will be 840 (280 in each of 3 lots).  

Due to the unanticipated current COVID-19 situation and subsequent 

lockdown, some subjects could not visit the study site and complete the 

primary vaccination series as per schedule or even within ≤ 6 months of 

age. Further, some subjects received the primary immunization outside 

the study. These are considered Major protocol deviations and such 

subjects will not be considered for primary and secondary analysis 

using PP Population.  In order to bridge this gap and to maintain the 

power of the study to 90%, few additional subjects may be enrolled in 

Phase III part of the study. 

 

IMMUNOGENICITY ANALYSIS 

PART I & PART II Comparisons for immunogenicity will be based on the different 

antigen/serotype-specific concentrations/titres of IgG antibody 4 weeks 

after one dose of vaccination in toddlers  in Part I and 4 weeks after the 

3-dose primary vaccination series in Part II, measured by ELISA for all 

antigens and Neutralization Assay for poliovirus types 1 & 3. 

Comparisons for immunogenicity objective for Part II will be based on 

the antigen/serotype-specific IgG concentration/titre, 4 weeks after the 

3-dose primary vaccination series. 

Immunogenicity will also be evaluated 4 weeks after the booster dose 

as an exploratory objective for Part II. The details of threshold for each 

antigen/serotype are provided in below table. 

Threshold for defining Seroresponse (Seroprotection/ 

Seroconversion) to Study Vaccination for each Antigen/Serotype 

for IgG Antibody Concentration /Titre  

S.No. Antibody Threshold (Criteria for Evaluation) 

1.  Anti-Diphtheria 
[Seroprotection] 

≥ 0.1 IU/mL 

2.  Anti-Tetanus [Seroprotection] ≥ 0.1 IU/mL 
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3.  Anti-PRP [Seroprotection] ≥ 0.15 µg/mL 

4.  Anti-HBsAg (Hep B) 
[Seroprotection] 

≥ 10 mIU/mL 

5.  Pertussis IgG 
[Seroconversion] 

In subjects with no quantifiable antibody - below 
LLOQ -prior to vaccination, seroconversion is 
defined as achieving a quantifiable antibody 
level post-vaccination.  

In subjects with quantifiable antibody prior to 
vaccination, seroconversion is defined by a 4-
fold-increase in antibody titres from pre- to post-
vaccination. 

6.  Anti-Polio Type 1 
[Seroconversion] 

≥ 8 (1/dilution) 

7.  Anti-Polio Type 3 
[Seroconversion] 

≥ 8 (1/dilution) 

For each of the antigen/serotype in HEXASIIL™, the distributions of IgG 

concentration/titre will be displayed in tabular form (e.g. number of 

observations, number of responders, percentage responding, geometric 

mean and its 95% CI) and graphically by reverse cumulative distribution 

(RCD) curves. These curves will allow visual comparison of percentiles 

(e.g. median, 25th and 75th percentiles) for each antigen/serotype in 

HEXASIIL™. Summaries will include percentage of seroresponders 

(Seroprotection/seroconversion responders), GMC/GMT and ratio of 

GMCs or GMTs for HEXASIIL™ to those for Comparator (SIIPL 

Pentavac + Poliovac) vaccine.  

Non-inferiority comparisons will be based on a two-sided 95% CI for the 

difference in proportions calculated by a Farrington and Manning 

method and LTL comparisons will be based on the two-sided 95% CI for 

a ratio of GMCs/GMTs calculated by exponentiating the limits of a CI for 

the difference in means of log10 (concentration/titres), which will be 

calculated assuming a normal distribution for log10 (concentration/titres) 

and for finding GMC ratio and corresponding CIs will be back-

transformed considering base 10 of log transformed data. 

If NI is demonstrated, then primary objective of NI of HEXASIIL™ is 

supposed to be met and then study will be considered successful. The 

secondary objective of LTL consistency will be tested only after the 

success of the primary objective else hypotheses testing with respect to 

LTL consistency (equivalence) will be stopped, as we are following 

fixed-order sequential testing approach.  
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SAFETY ANALYSIS 

PART I & PART II Unsolicited AEs and SAEs will be summarized by SOC and PT using 

the MedDRA as “n (%), E” where n represents the number of subjects 

who experienced any particular AE at least once; % represents 

percentage of subjects who experienced that particular AE and E 

represents frequency (count) of that AE.  

Adverse events and SAEs will also be summarized by severity and 

relationship to vaccine “n (%), E”. 

Occurrence of local and systemic AEs within 7 days after vaccination 

will be reported for both HEXASIIL™ and Comparator (SIIPL Pentavac 

+ Poliovac) vaccine. For solicited AEs, two-sided 95% exact CIs for 

each of the proportions will be provided, as well as two-sided 95% CIs 

for the difference between the proportions in subjects from HEXASIIL™ 

and Comparator (SIIPL Pentavac + Poliovac) vaccine group.  

ANALYSIS POPULATIONS 

PART I & PART II Enrolled Population 

The Enrolled Population includes all screened subjects whose parent(s) 

provide informed consent, regardless of whether the subject is 

randomized to receive a study vaccine. This population will be used only 

to provide summary for subject disposition, starting with the informed 

consent. The enrolled population will not be used for analyses.  

Randomized Population 

The Randomized Population includes all eligible subjects who are 

randomized in the study, regardless of whether the subject received a 

study vaccination. This population will be used to provide summary for 

subject disposition as per randomization and vaccination status.  

Full Analysis Set 

Part I  

The Full Analysis Set (FAS) includes subjects in the enrolled population 

who were randomized, received study vaccination and have pre- and 

post-vaccination immunogenicity measurement(s) 4 weeks i.e. 28 days 

post vaccination.  

Part II  

The FAS includes subjects in the enrolled population who were 

randomized, received three doses of primary vaccination series of study 
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vaccination and have pre- and post-vaccination immunogenicity 

measurement(s) 4 weeks i.e. 28 days from third dose of the primary 

vaccination series, available for subjects.  

Analysis for Part I and Part II will be according to the treatment group 

assigned at the time of randomization, regardless of whether subjects 

receive any study vaccine different from that to which they were 

randomized. The analysis based on this population will serve as 

supportive results for the immunogenicity objectives.  

Safety Population 

The Safety Population includes all subjects who were randomized and 

received at least one dose. Vaccine groups for safety analyses will be 

assigned according to the actual vaccine received at Dose 1.  

Per Protocol Population 

The Per Protocol Population (PP) includes subjects from FAS 

population who received all study vaccines as per the assigned vaccine 

group and have pre- and post-dose immunogenicity measurement(s) 

with no major protocol deviations that were determined to potentially 

interfere with immune response to the study vaccine. This population 

will serve as the primary analysis population for the immunogenicity 

objectives.  

The criteria for exclusion of subjects from the PP Population will be 

established prior to review and analysis of protocol deviations that occur 

in the study. Based on this, PP population will be finalized before 

database lock. 
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SCHEDULE B 

STUDY BUDGET- PART- II 

 
 

 

PART II  Study  Budget 

Heading  

Visit 
1  

Vis
it 2 

Visit 
3 

Visit 
4 

Visit 
5 

Visit 
6 

Visit 
7 

Pre- 
booster 
Follow 
up visit  
(Month 
6, 9, 
12, ) 

Visit 
8 

Visit 
9 

Visit 
10 

Total 

 No. of 
Subjects 
randomiz

ed 

Total 
per 
study  

Day 
06 to 

08 
week

s 

V1
+0
7 

day
s 

10 
to 
12 

wee
ks 

V3+
07 

days 

14-
16 

wee
ks 

V5+
07 

days 

18 to 
20 

week
s 

  

Age 
12-
24 

mon
ths 

V8+0
7 

days 

V8+28 
days 

  

    

Informed Consent                 
700  

                 
-    

                  
-    

        
  

                           
700  

100 

                 
70,000  

Medical History, Reviews of 
AE/SAE/Concomitant 
Medications 

                
500  

              
50
0  

               
500  

           
500  

                
500  

              
500  

               
500  

                 
1,500  

             
500  

             
500  

               
500  

                 
6,500  

               
650,000  

Physical Examination                 
600  

              
60
0  

               
600  

           
600  

                
600  

              
600  

               
600  

                 
1,800  

             
600  

             
600  

               
600  

                 
7,800  

               
780,000  

I/E Criteria                 
600  

                 
-    

                  
-    

        
  

                           
600  

                 
60,000  

Randomization                 
500  

                 
-    

                  
-    

        
  

                           
500  

                 
50,000  

Study Vaccination                 
400  

                 
400  

                  
400  

    
  

             
400  

                     
1,600  

               
160,000  
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Review of Diary Cards                    
-    

              
30
0  

               
300  

           
300  

                
300  

              
300  

               
300  

                     
900  

             
300  

             
300  

               
300  

                 
3,600  

               
360,000  

Blood Sample for 
Immunogenicity 

                
500  

                 
-    

                       
500  

  
             
500  

                 
500  

                 
2,000  

               
200,000  

Follow up FRA Cost                 
25
0  

               
250  

           
250  

                
250  

              
250  

               
250  

                     
750  

             
250  

             
250  

               
250  

                 
3,000  

               
300,000  

Total (A)             
3,800  

          
1,6
50  

           
2,05
0  

       
1,65
0  

             
2,05
0  

          
1,65
0  

           
2,150  

                 
4,950  

         
2,55
0  

         
1,65
0  

           
2,150  

               
26,300  

           
2,630,0
00  

Screen Failure (Assumption: 
10% of randomized)... (B) 

                            

Screening Process              
3,000  

                      
10 

                 
30,000  

TOTAL (A+B+C)                 

Institute Overhead 25%  
…...................................(D) 

0.25              
  

                              
-    

  
               
665,000  

Total (A+B+C)               
  

                              
-    

 

           
3,325,0
00  

Subject visit reimbursement                  
500  

              
50
0  

               
500  

           
500  

                
500  

              
500  

               
500  

                 
1,500  

             
500  

             
500  

               
500  

                 
6,500    

               
650,000  

Screen Failure visit 
Reimbursement  

                
500  

  
10 

                   
5,000  

Total Subject reimbursement 
cost …....................(E) 

                        
  

               
655,000  

Archival Charges*  
* One time charges 
…...........................................(F) 

          
75,00
0  

             
75,000.
00  

Total Cost                                
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4,055,0
00.00  

Total per Subject Cost               
  

                     
40,550.
00  

Notes:  

● Subject visit (quarterly) post 12 month till receipt of Booster dose will be reimbursed as per the actual visit conducted. 

● Period of recruitment is 3 months.  

● Maximum number of screen failures for which Investigator to be compensated shall not exceed 10% of total randomized subjects at the site.  

● INR 500/- will be paid as a screening visit travel reimbursement for screen failures not exceeding 10% of the total randomized subject at the site.    

● The study recruitment will be a competetive, and there will be no upper limit to actual number of subjects enrolled. The final costs will be based on the actual 
number of subjects enrolled and actual number of visits completed. The final calculation will be done on prorated basis.  

● Outpatient cost, if occur, would be reimbursed at actuals. 
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PAYMENT SCHEDULE 

 

In connection with the Study, Sponsor will pay in accordance with the terms set forth in 

the Budget (schedule B): 

 

1. 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. 

 

2. 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 

 

3. Payment will be pro-rata based on the actual no. of visits completed by the subject. 

 

4. Screen failures would be paid at 3000 INR per subject and payment would be made 

at end of study. Notwithstanding the foregoing, the maximum number of screen 

failures for which Investigator shall be compensated shall not exceed 10% of 

randomized subjects at site. 

 

5. 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 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.   
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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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SCHEDULE C  

 

STUDY TIMEFRAME 

 

Recruitment:  

 

PART II: Approx. 110 subjects. Total recruitment in 3 months  

 

Case Record Form Completion: 

 

General: 

 

Data entry: 5 working days from completion of subject visit 

Query resolution: 2 – 3 working days from query raised 

 

For PSRT, DSMB meetings & data base lock:  

 

Data entry: 2 workings days from the completion of subject visit (as per the announced 

dates) 

Query resolution: within 1 working day from query raised 

 

Source Documents: 

Source documents must be maintained real time as and when subject visit is completed 

 

Serious Adverse Event Notification: 

SAE must be identified and reported as per the timeframe laid in New Drugs and Clinical 

Trial Rules, 2019 (GSR 227E).  

 

Archival Period:  10 years post study completion 

 

 

 

 























MAHATMA GANDHI MASSION 

Mahatma Gandhi Mission's Medical College & Hospital 
N-6 CIDCO, Aurangabad -431003 

DEPARTMENT OF CLINICAL PHARMACOLOGY & THERAPEUTICS 

(CLINICAL RESEARCH UNIT) 

office: Dr. Deepak Bhosle, Prof & Head, Dept. of Clinical Pharmacology herapeutes, MGM Medical Cllege & Hospital 

N-6.CIDCO,Aurangabad-431o03. Ph. No: 0240-6601423,0240-6601174,Email: pharmacolgy@mgmmcha.org 
Date: 31 Oct 2020 To, 

Dean, 
MGM Medical College and Hospital. 

N-6, CIDCO, Aurangabad - 431003. 

Protocol Number: LUF-44-001

Protocol Title: Safety and Eficacy of Lipiodol® Últra Fluid in Association with Surgical Glues during 
Vascular Embolization, a phase IV study. 

Subjeet: Submission of Study Procedural Fees of Sub no.012019 to Sub no. 012020, Professional 
Fees of Sub no.012019 to Sub no.012020 and Institutional Overhead Charges for Protocol LUF-44- 
001. 

Respected Sir, 
With Reference to above Subject Here by I am submitting 02 cheque towards procedural fees, 
professional fees and Institutional overhead charges. 

Payment Details: 

Sr.No Payment Cheque 
No 

Amount Rs. | 7.5%TDS 
deducted 

Payable Amount 

01 Procedural 
Fees of 037177 21,845 NA 21,845 
Subject No. 

012019 & 
Subject No. 

012020 

Sr.No Payment Cheque 
No 

Amount Rs. 7.5%TDS 
deducted 

Payable Amount 

02 Professional 
Fees of 037178 75,465 5,660 69,805 
Subject No. 
012019& 
Subject No. 
12 020 

Page 01 of 02 



MARATMA GANDHH MISSION Mahatma Gandhi Mission's Medical College & Hospital N6 CIDCO, Aurangabad-431003 
DEPARTMENT OF CLINICAL PHARMACOLOGY & THERAPEUTICS (CLINICAL RESEARCH UNIT) 

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: pharmacolgy@mgmmcha.org 
Sr.No Payment 

Cheque No 
7.5%TDS 

deducted 
2,177 

Amount Rs. 
Payable 
Amount 
26,848 

03 Institutional 
Overheads 037178 29,025 

Kindly acknowledge the receipt of the same by signing the box below and attesting the stampefthe 
Institute Dean. 

With best egards, 

Dr. ShivaiPole 

Principal Investigator 
Mahtama Gandhi Mission's Medical College and Hospital. N6, Cidco. Aurangabad431003. 

Name 
Designation 

Signature D. Rafenelroa Decun of 

- 
InsHtute Gohra 
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Flue 1 2,&us| 
No. 438901010036758 12037177 

Cheque No. For ARDENT CLINICAL RESEARCH SERVICES 

AuthorisedSignatory PAYABLE AT PAR AT ALL OUR BRANCHES IN INDIA te the 
PLEASE SIGN ABOVE THIS LINE 

10spit: 
IO3717 u 4 0 2605 1 64461 2 29 

tiona 

nlon Bank 6g411001 VALID FOR 3 MONTHS FROM THE DATE OF ISSUE cheq Koregaon Park Pune-411 001 
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Cheque No. For ARDENT CLINICAL RESEARCH SERVICES 

C AuthorisedSignalory 
PAYABLE AT PAR AT ALL OUR BRANCHES IN INDIA 

PLEASE SIGN ABOVE THIS LINE 

IPO37178 410 26051 GL461 2u 29 
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MAHATMA GANDHI MI3SION 
Mahatma Gandhi Mission's Medical College & Hospital 

N-6 CIDCO, Aurangabad -431003 
DEPARTMENT OF CLINICAL PHARMAcOLOGY & THERAPEUTICS 

CLINICAL RESEARCH UNIT) Office: Dr. Deepak Bhosle, Prof & Head, Dept. of Clinical Pharmacology & Therapeutics, MGM Medical College& Hospital N-6,CIDCOAurangabad-431003. Ph. No: 0240-6601423, 0240-6601174, Email: pharmacology@mgmmcha.org 

Date: 30 Nov 2020 

To, 

The Dean, 

MGM Medical College and Hospital 

N-6 CIDCO, Aurangabad-431003. 

Protocol No:-GPL/CT/2020/004/ 

Protocol Title - A randomized open-label study to evaluate the efficacy and safety of favipiravir and 
umifenovir as compared to favipiravir alone in moderate hospitalized adult Indian COVID-19 
patients. 

Subject: Submission of Study Payments includes institutional overhead charges. 
Respected Sir, 

With reference to above subject, Here by I am submitting cheque details towards the study payment.

Payment Details:

Sr. NoPayment 
01 

Cheque No. 
000815 

Amount Rs 
15,67,820/- | Study Payment 

Kindly the receipt of the same by signing in the box below 

Thanking You, 

Dr.Deepak Bhosale 
Professor & HOD 
Clinical Research Unit &Department of Pharmacology, 
Mahatma Gandhi Mission's Medical College & Hospital, 
N-6, CIDCo, Aurangabad-431003, Maharashtra, India. 



ANATMA GANDHI MISSIOW 

Mahatma Gandhi Mission's Medical College & Hospital 
N-6 CIDCO, Aurangabad-431003 

DEPARTMENT OF CLINICAL PHARMACOLOGY& THERAPEUTICS 

(CLINICAL RESEARCH UNIT) 
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 

Acknowledgment Of Receipt 

Received by: 

(Authorized Person-Signature and stamp) Date-30 Nov 2020 



Grapecity Research Solutions lUP 
Address -D/2 Prakash Society, Thergaon, Pune-411033, Maharashtra, INDIA 
Phone+91 84462 22284 

Mobile No, +91 9665 041290 
Email D- info@grapecityresearch.com 

Date-09/11/2020. 

To 
MGM Medical College 

Aurangabad, Maharashtra 

Subject- Professional Fees for PI Grant Covid Study. 

Please findenclosed PIGrant paynent of Professional fees towards above mentioned study, details 

are mentioned beloww 

Total PiGrant 944,400/ 
ross amiount 65% Your Share 6,13,860/ 

TDS deducted 7.5%46,040/ 
Netamount 5,67.820 
Chegue Nos 000815 of TCCI Bank.(through NERT) 
Please provide us copyof acknowledgement once you recetve the Payment through NEFT for our 

reference &record 

Yours Sincerely, 

Dr.Sumil Chauliary 
Director-GrapecityResearch Solutlons LLP 

Acknowledgement Receipt
Recefved By 

4 Signature with Date 

Curtomer Acknowledgement for NERT Transactlon/ vnty & RI 
Citome nmelm rUPRAT Resenr LLe 
ioy n l- M Colg Mode of paynment RT NIA AE 

cdon eterence humber t Amount 2a 
me and ilgnature of Bank oftclel/ ap R 

ecavelri NCFT: O00D9H40 2703 
Pecy Ke 2/l2no, 

vt of Pharmacology, S1On's Medical College & Hospital, 
0, Aurangabad-43 1003, Maharashtra, India 



MAHATMA GANDHI MSSION 

Mahatma Gandhi Mission's Medical College & Hospital 

N-6 CIDCO, Aurangabad- 431003 
DEPARTMENT OF CUINICAL PHARMACOLOGY & THERAPEUTICS 

CLINICAL RESEARCH UNIT 
OFfce: Dr. Deepak Bhosle, Prof & Head, Dept. of Clinical Pharmacology & Therapeutics, MGM Medical College & Hospitaf 

N6,CIDCO,Aurangabad431003. Ph. No: 0240-6601423, 0240-6601174, Email: pharmacology@mgmmcha.org 

Date: 30 Nov 2020 

To, 

The Dean, 

MGM Medical College and Hospltal 

N-6 CIDCO, Aurangabad-431003. 

Protocol No:-GPUCT/2020/004/11 

Protocol Thle >Arandomized open-label study to evaluate the efficacy and safety of favipiravir and 
umifenovir as compared to favipiravir alone in moderate hospitalized adult Indian COVID-19 

patients. 

Subject: Submission of Study Payments include_ institutional overhead charges. 

Respected Sir, 

With reference to above subject, Here by I am submitting cheque details towards the study payment 

Payment Details:- 

Sr. No Payment 
Study Payment 

Cheque No. 
000926 

Amount Rs 
| 2,62,521 /- 01 

Kindly the receipt of the same by signing in the box below 

Thanking You, 

wwk 

Dr.Deepak Bhosale 
Professor & HOD 
Clinical Research Unit &Department of Pharmacology, 
Mahatma Gandhi Mission's Medical College & Hospital, 
N-6, CIDC0, Aurangabad-431003, Maharashtra, India. 



wATMA GAMOH MS9ON 
Mahatma Gandhi Mission's Medical College & Hospital 

N4 CIDCO, Aurangabad-431003 
DEPARTMENT OF CUNICAL PHARMACOLOGY& THERAPEUTICS 

ICLINICAL RESEARCH UNIT) 
Ofce: Dr. Deepak Bhosle, Prof & Head, Dept. of Clinical Pharmacology &. Therapeutics, MGM Medkal College & Hosatat N-6,CIDCO,Aurangabad-431003. Ph, No: 0240-6601423, 0240-6601174, Emall: pharmacology@rmgmmcha.org 

Acknowledgment Of Recelpt 

Recelved by :- 

Authorized Person-Signature and stamp) Date-30 Nov 2020 



Grapecity Research Solutions lUP 
Address-DI2 Prakash Society. Thergaon, Pune-411033, Maharashtra, INDIA. 

Fhone-9184462 22284 
Mobile No. 91 9665 041290 Email ID-info@grapecityresearch.com 

Date-19/11/2020. To, The Dean. 

MGM Medical College. 

Aurangabad, Maharashtra. 

Sublect. for Hospital Payment & Lab Charges Covid Study.(Final Payment) 
.' .':** ... 

Please find enciosed Hospltal payment & Lab Charges of towards above mentioned study, details 

are mendoned below:" 

'.: ' .... 

. .. 

... 

Gross amount 65% Your Share-2,83,806/ 
TDS deducted 75%: 21,285 
Net amount. 2,62,521/- 
Chegue Na 000926 of 1CICI Bank (through NEFT) 
Piease provide us copy of acknowledgement once you recelve the Payment through NEFT for our 

relerence &record. 
. . 

****: 

. 

.. . . . . 

. . 
. . . 

'. . 

. 

Yours Socerely. . . 
. . 

. 

. . 

DrSun Chaudhary 
Director-Grapecity Research Solutions LLP. 

* 

Acknowledgement Receipt 

Recelved By 

Signature wlth Date 

KA Co1gs Moe 

R 22 
cemie m n}I120 
EFT 

oo00166422 

2311 



MAHATMA GANOHI MIS8ION 

Mahatma Gandhi Mission's Medical College& Hospital 
N-6 CIDCO, Aurangabad- 431003 

DEPARTMENT OF CLINICAL PHARMACOLOGY & THERAPEUTICS 

(CLINICAL RESEARCH UNIT) 
Office: Dr. Deepak Bhosle, Prof & Head, Dept. of Clnical Pharmacology& Therapeutics, MGM Medical College & Hospital 

N-6,CIDCO,Aurangabad-431003. Ph. No: 0240-6601423, 0240-6601174, Email: pharmacolsy@mgmmcha.org 

Date: 08-DEC-2020 

To, 

The Dean, 

MGM Medical College and Hospital. 

N-6 Cidco Aurangabad- 431003 

Study Title: Reference:i- A Randomized, Double-Blind, Placebo-controlled, Parallel-group, 
Multicentre Study To Demonstrate the effects of Sotagliflozin on Cardiovascular and Renal 
Events in Patients with Type 2 Diabetes , Cardiovascular Risk Factors and Moderately 
Impaired Renal Function. 

Study Code: - EFC14875 

Subject: Submission of study payment 

Respected Sir, 

With Reference to above Subject, Here by I am submittimg study payment. 

Payment Details 

Sr. No Payment 
Study 
Payment 

RTGS No 
DEUTR92020040300000768 

Amount Rs 
2,78,823.60 

Received On 
3 rd Apr 2020 1 

Kindly acknowledge the receipt of the same by signing in the below box 

With best regards, 

Dr. Deepak Bhosle 

HOD and Professor 

Clinical Research Unit & Department of Pharmacology, 

Mahatma Gandhi Mission's Medical College & Hospital, 

N-6 Cidco, Aurangabad-431003, Maharashtra, India 
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Mahatma Gandhi Mission's Medical College & Hospital
N-6 CIDCO, Aulangabad - 431003

DEPARTMENT OF CLINICAL PHARMACOLOGY & THERAPEUTICS

(cLrNrcAL RESEARCH UNrT)

,aaHArttA G,{iDHt rrsstor.l

Offlcer Dr. Deepak Bhosle, Prof & Head, Dept. of Clinical Pharmacology & Therapeutics, MGM MedicalCollege & Hospital

N-6,ClDCO,Aurangabad - 431003. Ph. No: 02.10 6601423, 0240 6601174, Email: pharmacolgy@mSmmcha.org

Date: 08 Aug 2019

To,

Dcan,

N{GM }vledical College and Hospital.

N-6 Cidco, Aurangrbad -431003.

I'ro(ocol Nunrber: LUF--l.l-001

Protocol Titlt': Salety and El)icacy of Lipiodol@ Ultra Fluid in Association with Surgical Glues during
Vascular Embolization, a phese IV study.

Subjcct: Subrnission ofstudy procedur;rl ftes olsub n0.012005 to sub noO1210, Professional fees of
sub no.012001 to sub no.012007 and Institutional overhead charges for protocol LUF-44-001

I(espected Sir,

with Relerence to abovc Subject Herc by I am subilitting 03 cheques towards procedural fees,
professional fees and Institutional ovcrhead chrrges.
Pa],urent Dctf,ils:

Sr.No Piivnlcnt CheqLre

No
Amount lLs. l0%TDS deducted Payable Amount

0l I'rocedu rll
fccs ofsub no.
012005 to sub

no.012010

03533 6 59,120 { 912 53,208

Sr.No Pa1'rnent Cheque
No

Anlouut Rs. l0%TDS deducted Payable Amount

02 l'rol'cssional
fccs ol sub no.
012001 to sub

no.012007

0i53 3 7 1,71,600 17,160 1,54,440

\o-:



Mal.ratr.na Gandhi Mir$#:r il.ii.ar coir.ge & Hospital
N-6 CIDCO, Aurangabad - 431003

DEPARTMENT OF CLINICAL PHARMACOTOGY & THERAPEUTICS
(cLlNtcAL RESEARCH UNtT)

Ollicer Dr. Deepak Bhosle, Prof & Head, Dept. of clinical Pharmacology & Therapeutics, MGM Medical College & Hospital
N'6,ClDCO,Aurangabad - 431003. ph. Nor 021O-6601423, O24O-6601174, Emait: pharmacolgy@mgmmcha.org

Sr.No Pal,nrent CireqLre
No

Arnount Rs. l0%TDS deducted Payable Amount

(-) Institution:ll
Overhcl d
Chrrgcs

035335 71,500 7,150 64,350

il:r:-l;' ackno*'ledge the receipt of 1he sante by signing the box belorv and
Eli;ics Corlnittee.

\\'ith best regards,

Dr. Shivaji Pole

Principal Investigator

lvhlrtlrna C:urdhi I\lissiol1,s ]r{edical College and llospital.
N-6, Cidco .Aurangrbad-:}3 1003.

attesting the stamp of the

\l^
\( )\*
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l,rl

N4ahatma Gandhi Mirrffitl?.ii.or Co,t.*e & Hospital
N-6 CIDCO, Aurangnbad - 431003

DEPARTMENT OF CLINICAL PHARMACOLOGY & THERAPEUTICS
(cLtNtcAL RESEARCH UNtT)

officei Dr'DeepakBhosre,prof&Head,Dept,ofclinicar pharmacorogy & Therapeutics, MGM Medicarcoflete & HospitarN-6,CtDCO,AuranSabad - 431003. ph. Noi 0240_6601423, O240_6601174, Email: pharmacolgy@mgmmcha.org

Date: 04 Jul 2019

To,

Dean,

Iv{GN{ N{cdicel Collcge and Flospiral.
N-6 CiJco. Aurrngrbad -{j I 003.

Protocol Numbcr: EICI{875

Protocol rirlc: A Rurdonrizcd. D-orbre-br.nd, prrcebo-conrrolred, paraler-group, Murticenter Srudy toDemons[rrte rhe E r-r.'crs of Sorrgrirrozin on Crrdiova"rrr, ,rl ril*r Events in parienrs wirh r,."!Dirb(tcs, crrdiorrscurrrRi,k"Factorsr,,arrroo,.rrr..rfi,,;i;.;il;;;;;:r'rrd,sr*swrtnrvpe4

Subject: Submission ofpl l'ces- Study pa)rnent.

Respected Sir,

with Refcrence to above Subject Herc by I am subrnitting cheque towards study payment includingInstitutionol overhe:rd charges.

Paynrent Details:

Kindly ackno*ledge the rcceipt ofthe same
Lthics Cornmittee.

With best regards,

0
frqb--=-- ^

Dr. Prishrnt Udr'ire
Principrl Lrvcstigrtor
lvlahtama Candhi lrlission,s Nledical College and Hospital.
N-6, Cidco .Aurangabad-43 1 003.

:--

w*

by signing the box belo\v and attesting the stamp of the

Sr.N
o

Pa1'rncnt NEI-T Amount Rs. TDS _$yablg Amourrt. \\.0l Study
Pa],rne nt

920 r 9070{000000
r 09x

2,51,704.80 ,t- ( ?75,011

k:



2024 Gmail - EFCl 4875_356004o_Payments release details

i:",,,.,,,"1 ,,: .,- -,:t' ! 1,-_r, I :rtii.

EFCl 4875_3560040_Payments release details

soni agale <soni.agale5l1@gmait.com>

AhmedA2iz.Khan@sanofi.com <AhmedAz z.Khan@sanofi.com> Tue, Jul g, 2019 at 3:S8 pll
To: son .agale511@gmail.com
Cc cdevanpa ly@ardent-cro.com, prashant_udgire@rediffmall.com, umarazmed @gmajl.com

Dear Soni,

Please see below lhe NEFT delails ofihe paymenls made againsl lhe invoices received. Request you to check with accounts and conflrm the receipl.

Pl Payment:

356040 Pl Fees l\,1GM lledical College 29lMayl2019 INR 275.011 tNR 275,011

NEFT dofe on 3rd Jul
DEUTR
920190704000000109x

EC Payment:

3560040 EC Sub for Prolocol
Amendrnent l,4GM MedlcalCollege 19O6O4AH FGNOOOO l XXXXXXX INR 22,223 4-Jun-19

Best regards,

Ahmed Aziz

Ct .tn\//
\-.2 NN\F

V



IAI{ATUA GAXDSI XlSSlol

Mahatma Gandhi Mission's Medical College & Hospital
N-6 CIDCO, Aurangabad - 431003

DEPARTMENT OF CTINICAL PHARMACOTOGY & THERAPEUTICS

(cuNrcAL RESEARCH UNIT)

Office: Dr. Deepak Bhosle, Prof & Head, Dept. of clinical Pharmacology & Therapeutics, MGM Medical college & Hospital

N 6,ClDCO,Aurangabad - 431003. Ph. No: 0240-6601423, 0240-6601174, Email: pharmacolgy@mgmmcha.org

Date: 04 Jul 2019

To,

Dean,

MGM Medical College and Hospital.

N-6 Cidco, Aurangabad -431003.

Protocol Number: EFCl,l875

Protocol Title: A Randomized, Double-blind, Placebo-controlled, Parallel-group, Multicenter Study to
Demonstrate lhe Effects of Sotagliflozin on Cardiovascular and Renal Events in Patients with Type 2
Diabetes, Cardiovascular Risk Factors and Moderately Impaired Renal Function

Subject: Submission ofPI fees- Study Payment.

Respected Sir,

With Reference to above Subject Here by I am submitting cheque towards study payment including
Institutional overhead charges.

Payment Details:

Sr.N
o

Pavment NEFT Amount Rs. TDS Payable Amount

0l Study
Payment

920190704000000
109X

2,51,704.80 23,307 275,011

Kindly acknowledge the receipt

Ethics Committee.

With best regards,

'r)It4V---
Dr. Prashant Udgire
Principal Investigator

Mahtama Gandhi Mission's Medical College and Hospital.
N-6, Cidco .Aurangabad-43 1 003.

of the same by signing the box below and attesting the stamp of the

\o"'\t ---

Page 1



Ardent Clinical Research Services 
The legacy of clinlcal excellence 

098/ACRS/AUG/2020 

To Date: 17th Aug 2020 

Dr. Shivaji Polc, 
Mahatma Gandhi Mission Medical College & lHospital, 
N-6 Cidco, Aurangabad- 431003, Maharashtra, India. 

Reference Study: LUF-44-001 

Study Title: Safety and Eficacy of Lipiodol@ Ultra Fluid in Association with Surgical Glues During Vascular Embolization, a phase IV study. 

Sub: Professional fees and 1OH of Protocol L.UF-44-001. 

Dear Sir, 
Plcase find enclosed herewith 50% payment cheque for Professiona! fces and 1OH of Protocol 
LUF-44-001. 

Cheque details are as follows: 

Total Amount 50% payment Payment Cheque Payee name Amount 
Description No 
Professional 2,33,350 17,501 MGM Medical 

Collcge 
MGM Medical 
College 

037155 2,15,848 1,07,924 
fees 

2 Institutional 037155 

Overhead 
64,620 4,847 59,774 29,887 

Kindly acknowledge the same and plcasc do revert to us if you have any querics or concerns. 

Thanks and Regards, 

17-Aa1 

Mr.Gaura Patil, 
(Asst. Manager-CT Operation) 
Ardent Clinical Research Services, Pune 

ACKNOWLEDGEMENT 
Received By Designation Sign & Date 

Oifice No.: 304, Level-3, Gagan Kapital Building, Opposite Hotel Kapita, Dhole Patil Road, Pune- 411 001. MH. Inrdlia 



Investigator Grant 

Payment details 

Study title Safety and Efficacy of Lipiodol Ultra Fluid in Association with Surgical 
Glues During Vascular Embolization, a phase V study. Site No.: 0120 

Pole 
PI Name: Dr. Shivaji Description 

Unit 
Amount Professional fees of 012005, 012006, 012007 (Final Follow up visit), 012008, 012009, 012010, 012011, 012012, 012013, 012014, 012015 (Screening, First Study Procedure, Final Follow 

1 up visit) 

2,33,350 As per CTA, 10% of the compensation earned by 
Site in accordance with the Budget will be reserved by 
CRO. 

Total Amount 

2,33,350 
17 501 

7.5 % TDS deducted 
Total Amount 

2,15,848 
1,07,924 

50 % amount 

Amount (in 
INR) 

Perticulars 
Quantity 

Institutional Overhead (1OH) 20 % on Professional fees of 012005, 012006, 012007 (Final Follow up visit), 012008, 012009, 012010, 012011, 012012, 012013, 012014, 012015 (Screening, First Study Proccdure, Final Follow up visit) 

1 

64,620 As per CTA, 10% of the compensation earned by Site in accordance with the Budget will be reserved by CRO. 

Total 

64,620 
7.5 %TDS deducted 

4,847 
Grand Total 
50 % amount 

59,774 
29,887 
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MAHATMA GANDHI MTSSION 

Mahatma Gandhi Mission's Medical College & Hospital 
N-6 CIDC0, Aurangabad - 431003 

DEPARTMENT OF CLINICAL PHARMACOLOGY & THERAPEUTICS 

(CLINICAL RESEARCH UNIT) 

office: Dr. Deepak Bhosle, Prof & Head, Dept. of Clinical Pharmacology & Therapeutics, MGM Medical College & Haspital 

N-6,CIDCO,Aurangabad -431o03, Ph. No: 0240-6601423, 0240-6601174, Emal:pharmacolgy@mgmmcha.org 

Date: 21 Aug 2020 

To, 
Dean, 
MGM Medical College and Hospital. 
N-6 Cidco, Aurangabad 431003, 
Maharashtra, India. 

Protocol Number: LUF-44-001 

Protocol Title: Safety and Efficacy of Lipiodol® Ultra Fluid in Association with Surgical Glues 
during Vascular Embolization, a phase IV study. 

subjeet: Submission of Professional fees & 1OH 

Respected Sir, 
With Reference to above Subject Here by I am submitting cheque towards professional and IOH fees 
of protocol LUF-44-001. 

Details: 
Sr.No Payment Cheque No Amount Date 

Rs. 

L07924 17/Aug/2020 Professional Fees of Sub no 037155 

012005,012006,012007 
(Final 
012008,012009,012010, 
012011,012012,012013, 
012014,012015(Screening, First study 

procedure, Final follow up visit)_ 
IOH 20% on Professional Fees of Sub no 037155 
012005,012006,012007 
(Final 
012008,012009,012010, 
012011,012012,012013, 
012014,012015(Screening, First study 

procedure, Final follow up visit) 

Follow up visit) 

02 29,837 17/Aug/2020 

Follow up visit) 

Kindly acknowledge the receipt of the same by signing the box below. 

2leai 

C lo1912 
Page 1 

o d 



VALID FOR 3 MONTHS FROM THE DATE OF ISSUE aaade U Union Bank koiega 
o aa FS Code: UBINO564460 

1ZP58 PAY G.n Meshee co llepe 
RUPEESe louklekySveILd 
E hudd 

ETRR OR BEARER 

ven * 

438901010036758 12037155 
For ARDENT GLINICAL RESEARCH SERVICESS ******** 

AuthorisedSignalory PAYABLE AT PAR AT ALL OUA BRANCHES IN INDIA 

PLEASE SIGN ABOVE THIS LINE 

HO3755 4 L 10 2605 BL4G L 2u 29 
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Nlahatnra Candlti N{ ission's N'lcdical College & Hospital

N-6 CIDCO, ALrrrnqabad - 431003

DEPARTMENT OF CLINICAL PHARMACOLOGY & THERAPEUTICS

( cLlNrcAL RESEARCH UNIT )

@maco1ogy&Therapeutics,M6MMedicalcollege&Hc
N a .rn.o a ,.:npih:.1 - 411003. Ph. No: 02l0-6601423, 0240'6601174, Email: pharmacolgy@mgmmcha org

Date: 25 Oct 2019

To,

The Dean,

MCN{ Medical Collegc and I Iospitrl.

N-6 Cidco, ALrrrngatnd -'13 1003.

Protocol No.: VoQLrest0 I

l,rotocol Titlc: Srrrvcy to collcct voice srnrPlcs ofprlients and rge matched healthy individuals.

Subjcct: Subrnissior.r of StLrdy Pir)'nlcrlt

Respccted Sir,

With Relcrcnce to lbove SLrbjcct, Hcre bv I arl subnlitting stLtdy paylnent.

Pa1'mcnt l)etlils:

Kindly acknos'lc'ilge thc rec.ipl ol-tlte srnr- t 1'signing irt tlie belorv box.

With best regards,

Malrtama Gandhi N{ission's )\ledicrl Collegc and Hospitll.
N-6, Cidco .Aurangabad-4 31003.

-,\ ck rr ol I nt oI l{ccei
llcccived li1':

Authorizcd Pcrson- Signrrlrrrc & Stxnr D:rtc: l8 $ec a-a I

fi1c-
\_-

,",
\ ^',\t^/,1

Sr.No Pr)'nlcnt NIIFT Prvable Amount Rs.
Payment Received

Drte

0l Study Pa) rrcnt sLltN2l9t96S5l I60 1l 555/- 23 Oct 2019

Dr. Deepak Bhosle

Principcl lnvestigltor

V}

'NK!1MA 
GA^3N MLSS1ON
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Mahma Gandhi Mission's Medical College & Hospital 

N CIDCO, Aurangabad - 431003 

DEPARTMENT OF CILINJCAL PHARMACOLOGY & THERAPEUTICS 

(CLINICAL RESEARCH UNIT) Bhosle, Prof 
k Bho 

i Dr. Deepak shsle, Pof & Kead, IDept. of CHinicel Phamacology & Therepeutics, MGM Medical College & Hospital 

ASAKOAnged4310I3. Ph. No: 249446)1423, 0240)-6691174, Emeil: pharmacology@mgnmcha.org 
d-. 

-431003. Ph 
Date: 11 Aug 2020 

The Dean, 
MGM Medical College and Hospital, 

N Ciduo, Aurangabad -431003. 

Protocol Number: SIJ-FBCG/COVID-19/IN-01 

Protocol Title: A multicenter, phase III, double-blind, randomized, placebo-controlled study to 

evaluzte the efficacy of recombinant BCG VPM1002 in reducing infection incidence and disease 

severity of sars-cov-2/covid-19 among high-risk subjects.' 

Subject: Submission of Study Payment 

Respected Sir, 
with Reference to above Subject, Here by I am submitting study payment towards institute find 

below is the details of payment 

Pay ment Details: 
Payable Amount 

Rs. 
NEFT No Date Sr.No Payment 

1496500 07-Aug-2020 STUDY PAYMENTCMS150970758 

Kindly acknowledge the receipt of the same by signing below. 

With best regards, 

Dr. DeepaK Tayade 
Principal Investigator 
Mahtama Gandhi Mission's Medical College and Hospital, Prof &Head & VC Clinical Research Unit N6, CIDCO. Aurangabad-431003. 

Dr.Deepak Bhosle 

Department of Clinical Pharmacology 

1o120 

omi2 



MGmail shalth yahiya All yahiya.mgmmcha@gna 

SH-rBEGHeovID-19/tN-01: Site payment 1 rnessags 

Bhagyahree Shevade <bhagyashree.shevade@diagnosearch.com>P 
To. shaikh yahiya Ali <yahiya.mgmmcha@gmail.com> EDespak Bhosle drdeopakbhosle@gmall.com, "drtayadopsm@gmail.com <drtayadepsm@gmail.com>, "drshraddha.mgmmcha" <drshraddha.mgmmcha@gmai.com, "maheshmgmmcha" 4rashrgrnncha@gmail.com>, Akash Autade <akash.autade@diagnosearch.com> 

7 August 2020 a 144 

Dear Shaih, 

Please find below payment confirmation, towards Sites as por attached tracker. 

Payable 
Locatlon 
NameBeneficlary Alc NoBoneflcklary Namo Amount| Dato IFSC Cod Remarks Payment Ref No 

07-AUG 
EOAs 03761040o00000107 MGM MEDICAL COLLEGE 1BKLOO00376 MUMBAI rBCG-20-2020 CMS157DEPE 

2020 

Heords, 

Bhaeyashree 

NEPT Thoou{h Reciene AMt RS 14,96SoD/o 7esi ao2o 

NEPVo CmIISTo9o S&- Dagnosea rch. 
Bhagyashree Shevade | Project Manager | Moble: +91 8886338567 | bhagyashree. shevade@diagnosearghcom 

www 

DiagnoSearch Life Sciences Pvt. Ltd. | 702, Dosti Pinnacle, E-7, Road 22, Wagle Estate, Thane- 400604 | 

Board:491 22-6777-6300/ 6116-6400 | Fax: +91 22-6777-6303 | Website: www.diagnosearch.com 

coidentaty Notke: This e-mall message, incuding any attachets, s for the soe use of the intended recigient{s) and may contain contidentdal and pavsd imeL Any uhomed 

intended redplent, please contact the sender by reply e-mail and destsoy al coples of the orlginal mesage 

12 htps://mail.google.com/mail/u1?ik=aaa5598892&view=pt&search=all&permhid=threa-%3A16743567676519476928simp=sg-AAA1674356767651947632 

vd3d 



MARATMA GAND SssION

Mahatma Gandhi Mission's Medical College & HospitalN-6 CIDCO, Aurangabad 431003 
DEPARTMENT OF CLINICAL PHARMACOLOGY & THERAPEUTICS 

(CLINICAL RESEARCH UNIT) 
Office: Dr. Deepak Bhosle, Prof & Head, Dept. of Clinical Pharmacology & Therapeutics, MGM Medical Celege & Hospitaf N-6,CIDCO,Aurangabad- 431003. Ph. No: 0240-6601423, 0240 6601174, Email: pharmacology@mgmmcha.org 

Date: 27 Jun 2020
To. 
The Dean. 

MGM Medical College and Hospital, 
N-6 Cidco, Aurangabad -431003. 

Protocol Number: SII-TBCG/COVID-19/IN-01 
Protocol Title: A multicenter, phase II, double-blind, randomized, placebo-controiled study to evaluate the efficacy of recombinant BCG VPMi002 in reducing infection incidence and disease severity of sars-cov-2/covid-19 among high-risk subjects. 

Subject: Submission of Study Payment Including, Subject Reimbursement, RT-PCR Test Charges and 
Advance. 

Respected Sir, 
With Reference to above Subject, Here by I am submitting Study Payment Including, Subject 
Reimbursement, RT-PCR Test Charges and Advance. 

Payment Details: 

Sr. 
Payment NEFT No Amount Rs. Payabl Amount Rs. No 

RT-PCR+Subject Reimbursement 3,85,000/- 
CMS1520258391 6,10,000/- 

Advance 2,25,000/- 
Kindly acknowledge the receipt of the same by signing in the below box. 

With best regards, 

Dr. Deepak Tayade 

Principal In vestigator 
Mahtama Gandhi Mission's Medical College and Hospital, 

N-6, CIDCO. Aurangabad-431003. 

Acknowledgement of Receipt 
Receyei 

(Authorized Person- Signature & Stamp) Date:27 o 
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IDBl BANK 
Toll Free Numbers: 

1800-209-4324 

1800-200-1947/ 1800-22-1070, 

For Query / Grievance resolution: 

SMSIDBICARE" to 9220800800 

Prmary Acrourt Haider Name MGM MEDICAL COLLEGE 

utAARASTRA 

NOA 

WRANGAEA0- CORPORATE EANING 

UR SAVINGS ACSTA 
ersasior Cae From 21/06/2020D 27ZI2 

NC NO: 0376104000000107 Value Date 

2EEA2012325 25/05/2020 Descipion Cheque 
NEFT-CMS15Z025 SLsncFLor CC CRIDR Y No 

Y Amount (INR 



I,iAHATMA GA}IOHI M ISSION

Mahatma Gandhi Mission's Medical College & Hospital

N-6 CIDCO, Aurangabad - 431003

DEPARTMENT OF CLINICAL PHARMACOLOGY & THERAPEUTICS

( cuNtcAL RESEARCH UNtT )

Office: Dr. Deepak Bhosle, ProF& Head, Oept. of Clinical Pharmacology & Therapeutics, MGM Medlcal Col,ege & Hospital

N 6,clDcO,Aurangabad - 431003. Ph. No: 0240 6601423, 0240-6601174, Email: pharmacolo8y@mgmmcha.org

Date: 10lun 2020

To,

The Dean,

MGM Medical College and Hospital,

N-6 Cidco, Aurangabad -431003.

Protocol Number: SII-rBCC/COVID- 19/lN-0 I
l'rotocol Title: A multicenter, phase III, double-blind,
evaluate the efficacy of recombinant BCG VPMl002 in
severity of sars-cov-2/covid- l 9 among high-risk subjects.'

randomized, placebo-controlled study to
reducing infection incidence and disease

Subject: SLrbrrission of Study Payrnent Including Inst;tutional Overhead, Subject Reirr, bursement,

Subject Visit, RT-PCR Test Charges arrd Advance.

Respected Sir,
With Refelence to above Subject, Ilele by I am submilting study payment including InstitLrtional

overhead, Sr.rbject Reimbr.rrsement, Subject Visit, RT-PCR Test Charges and Advance.

P:rymeut Det,lils:

Kindly acknowledge the leceipt of the same by signing in the belorv box.

With best regards,

Mfu
or. Deetlk Tayade

Principal Investigator

Mahtarna Gandhi Mission's Medical. Col)ege and Hospital,

,T'

Sr.
No

Pirvnre nt NEFT No
Anrount

Rs.

Total
TDS Rs.

Pal,able
Arnounl
Rs.

I
SubVisit+Vaccinication+I
Ilstitute overllead charges CMSI5

004893
09

78,000

3,s8,000 58s0 3,52,150
2

RT-PCR+Subject
Reinbursement

1,80,00
0

) Advance r00,000

\,, .,.

CIDCO. Auran 31003.

Aclurorvled gernent of Receipt
'fteceivcd By: o ,"t\ q-\/

- 14JVV*
(etrrlo.ir"o Pclson- Sifrurturc & Srrrrru)

[, (6 | ,,t.,-
Dflte :

/

'6)
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MAHATMA GANDHI MISSION 

Mahatma Gandhi Misslon's Medical College & Hospltal N-6 CIDCo, Aurangabad 431003 

DEPARTMENT QF CLINICAL PHARMACOLOGY & THERAPEUTICS 

(CLINICAL RESEARCH UNIT) 

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, Emall: pharmacolgy@mgmmcha.org 

Date:-12/Aug/2020 To, 
Dean Sir, 
MGM's Medical College and Hospital, 
N-6 Cidco, Aurangabad 

Protocol: CTQJ230A 1200i 
Protocol Title: Multi-center, cross-sectional epidemiological study to characterize the prevalence and 
distribution of lipoprotein (a) levels among patients with established cardiovascular disease". 

Principal Investigator: Dr. Prashant Udgire 
Sponsor: Novartis Healthcare Private Limited 

Subject: Regarding invoice sent to Pl-Dr. Prashant Udgire 

Respected Sir, 
With reference to above mentioned study the sponsor has paid below payment to Dr. Prashant Udgire. 

Investigator/Co-Investigator Fees- Rs,56,000 
.Institutional Overhead charges- Rs.19,600 
Central Lab (Metropolis)- Rs.48,050

1. From the above 60% of Investigator/Co-Investigator Fees (i.e.Rs.33,600) and full amount of 

Institutional Overhead charges (ie.Rs.19,600) has to be credited (Total Rs 53,200) to the MGM 

Hospital. 
2. Attached is the Account Details of Metropolis Lab to which Rs 48,050 has to be credited. 

Kindly consider this for your Review & Record. 

Thanking You 

Dr Deepak s Bhosle 
Professor & Head 

Department of Pharmacology 

Mahtama Gandhi Mision's Medical College and Hospital. 
N-6, Cidco Aurangabad-431003, Maharashtra, India. 

Professor & H.O.D. 
Department of Pharmacology 

MGM's Medical College 

Àurangabad. 



MAHATMA GANDH MISSION 

Mahatma Gandhi Misslon's Medieal College &Hospital N-6 CIOCO, Aurangabad-431003 

DEPARTMENTOE CUNICAL PHARMACOLOGY & THERAPEUTICS 

(CLINICAL RESEARCH UNIT) 

Office: Dr. Deepak Bhosle, Prof & Head, Dept. of Clinical Pharmacology & Therapeutics, MGM Medical Coilege & Hospital N-6,CIDCOAurangabad- 
431003. Ph. No: 0240-6601423, 0240-6601174, Emal: pharmacolgy@mgmmcha.org 

Date:-12/Aug/2020 
To, 
Dean Sir, 
MGM's Medical College and Hospital, 

N-6 Cidco, Aurangabad 

Protocol: CTQJ230A 12001 

Protocol Title: Multi-center, cross-sectional epidemiological study to characterize the prevalence and 
distribution of lipoprotein (a) levels among patients with established cardiovascular disease". 

Principal Investigator: Dr. Prashant Udgire 

Sponsor: Novartis Healthcare Private Limited 
Subject: Regarding invoice sent to Pl-Dr. Prashant Udgire 

Respected Sir, 
With reference to above mentioned study the sponsor has paid below payment to Dr. Prashant Udgire. 

.Investigator/Co-investigator Fees- Rs,56,000 
Institutional Overhead charges- Rs.19,600 

Central Lab (Metropolis)-Rs.48,050

1. From the above 60% of Investigator/Co-Investigator Fees (ie.Rs.33,600) and full amount of 
Institutional Overhead charges (i.e.Rs.19,600) has to be credited (Total Rs 53,200) to the MGM 

Hospital. 
2. Attached is the Account Details of Metropolis Lab to which Rs 48,050 has te-be credited. 

Kindly consider this for your Review & Record. 

Thanking You 

Dr Deepak S Bhosle 

Professor &Head 
Department of Pharmacology 

Mahtama Gandhi Mission's Medical College and Hospital. 
N-6, Cidco Aurangabad-431003, Maharashtra, India. 

Professor & H.O.D. 
Department of Pharmacology 

MGM's Medical College 
Aurangabad. 



MAHATMA GANDHI MISSION 
Mahatma Gandhi Mission's Medical College & Hospital 

N-6 CTDCO, Aurangabad - 431003 
DEPARTMENT OF CLINICAL PHARMACOLOGY & THERAPEUTICS 

(CLINICAL RESEARCH UNIT) 
Ofice: 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@mgmpcha.org 

Date: 03 SEP 2020 

To, 
The Dean, 
MGM Medical College and Hospital, 
N-6 Cidco, Aurangabad 431003. 

Protocol Number: CP/04/18

Protocol Title:: A Randomized, Open-label, Prospective, Comparative, Muti-centre, Parallel
group, Active controlled, Phase IL-Study to Evaluate the Efficacy and Safety of the 

Ropivacaine Readyfusor 2mg/ml versus Ropivacaine Balloon Pump Infusor 2mg/ml as a 
continuous surgical site infusion for the Treatment of Post-Surgical Pain in lower abdominal 

laparotomyy 

Subject: Submission of Study Payment Including, Investigations.

Respected Sir, 
With Reference to above Subject, Here by I am submiting Study Payment Including 

Investigations,
Payment Details: 
Sr.No 
1. 
Kindly acknowledge the receipt of the same by signing below. 
With best regards, 

Payment Transaction Ref No Amount Rs. Date 

Study payment N20244598347 153135/ 31 Aug 2020 

Dr. Vasanti Kelkar 

Principal Investigator 
Mahtama Gandhi Mission's Medical College and Hospital, 
N-6, CIDCO. Aurangabad-431003. 

Dr.Deepak Bhosle 
Prof &Head &/C Clinical Research Uni 
Department of Clinical Pharmacology 

Acknowledgement of Receipt 
Received By: 

Date: 
Authorized Person- Signature 

_ )1270 



Gmail shalkh yahiya Ali <yahiya.mgmmcha@gmail.com 

CP/04/18_PI Invoice payment 
1 message 

Dipika Akre <dipika.akre@jssresearch.cdm> 
To: shaikh yahiya Ali syahiya.mgmmcha@gmail.com> Cc: Khushbu Shah <Khushbu.shah@jssresearch.com>, "Dr. Chetan Metha" <chetan.metha@jssresearch.com>, SMB cipla <cipla@jssresearch.com> 

3 September 2020 at 12:02 

Dear Yahiya, 

Ref Study: CP/04/18 

Please find attached payment details done by JSS on 1 Aug 2020, request you to give paymernt confirm tion on below details. 

Transaction 
Ref No 

Sender Account Beneficiary Account 
No 

Sender Name Beneficiary 
IFSC 

No Amount Beneficiary Name 

JSS Medical Research 
India Pvt Ltd 

N20244598347 1041938 153135.00 0376104000000107 MGM Medical College, Aurangabad IBKLOO00376 

ecemeo Ks. iS3, 13s7-0m 31dbg, 2010 

thrrona EPT- 
Thank You, 

Dipika Akre 

Dipika Akre 
Clinical Trial Assistant N204S9 834 JSS RESPONsIVE 

RELIABLE 
RESULTSs 

dipika.akre@jssresearch.com 
T +(91)-22-25126782/83 



MGmail 
shalkh yahiya All <yahiya.mgmmcha@gmail.com> 

CP/04/18 Pl Invoice payment 
Khushbu Shah <Khushbu.shah@jssresearch.com> 
To: shaikh yahiya Ali <yahiya.mgmmcha@gmail.com>, Dipika Akre <dipika.akre@jssresearch.com> Cc: "Dr. Chetan Metha" <chetan.metha@jssresearch.com>, SMB cipla <cipla@jssresearch.com>, Deepak Bhesle<drdeepakbhosle.mgmmcha@gmail.com>, "drshraddha.mgmmcha" 
<drshraddha.mgmmcha@gmail.com> 

5 September 2020 at 14:30 

Dear Yahiya, 

As per to the trailing email, I have attached darification email provided by our Finance Team. 

Detais 

ase Amount 
(A) Invplce Amount 

A+B) D 

Involcewo 

Retention Amount Paid Amount (E- 

Site Study Name 
IGST (B) TDS (C) 

Payable (D-) E 
(15% of E) F 

7/2020 MGM Medical College CIPLA CP/04/18 

198,000 178,201 26,730 151, 
198,000 19,800 

470 
8/2020 MGM Medical College CIPLA CP/04/18 

1,800 1665 1, 
1,800 

135 

665 
Total

199,800 179,366 26,730 153, 
199,800 19,935 

135 

Let us know if you have any further query. 

Thank You 

Best Regards 

Khushbu 
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