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CLINICAL TRIAL AGREEMENT

This Clin;%cal Trial Agreement (the “Agreement”) is entered into, on the day of 2019 between

1) Dr. Amita Aggarwal, Professor, Department of Clinical Immunology at Sanjay Gandhi Post Graduate
Institute ’«S_bf Medical Sciences, having an address at Sanjay Gandhi Post Graduate Institute of Medical
Sciences, an Institute established under Sanjay Gandhi Post Graduate Institute of Medical Sciences Act, at
Raebareﬁ Road, Lucknow-226014, Uttar Pradesh, India ("Investigator”) and 2) Sanjay Gandhi Post Graduate
Institute ;@f Medical Sciences (“Institution”) having its address at Raebareli Road, Lucknow-226014, Uttar
Pradesh,hhlndia and 3) Reliance Life Sciences Pvt. Ltd., ("Reliance”), with a registered office at Dhirubhai
Ambani I:%ife Sciences Centre, Plot no. R - 282, TTC Area of MIDC, Thane Belapur Road, Rabale, Navi Mumbai

400 701.,
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“Investigator”, “Institution”, and “Reliance” are hereinafter collectively referred to as ‘Parties” and individually as
a ‘Party”.

PROTOCOL
NUMBER:

RLS/IMM/2014/01

Prospective, muiti-centric, single-arm, clinical study to evaluate the
PROTOCOL TITLE: efficacy, safety, and pharmacokinetic properties of InmunoRel® in
patients with Primary Immunodeficiency Disease

STUDY PRODUCT: ImmunoRel®

Reliance Life Sciences Pvt. Ltd.

INVESTIGATOR: Dr. Amita Aggarwal

Sanjay Gandhi Post Graduate Institute of Medical Sciences, an
Institute established under Sanjay Gandhi Post Graduate Institute of

E:
SHITCTIOESI Medical Sciences Act, at Raebareli Road, Lucknow-226014, Uttar |-

[_ Pradesh, India

WHEREAS, Reliance Life Sciences is involved in clinical trials management and related clinical development

activities;

WHEREAS, Reliance wishes to engage the Investigator to carry out Reliance’s designated clinical study set
out and described in protocol RLS/IMM/2014/01 and the Investigator is able and willing to conduct a clinical
study (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 wishes to contract with

the Investigator for conducting the Study at the Institution.

WHEREAS, the Investigator is willing to conduct the Study in accordance with the above-referenced Protocol
and any subsequent amendments thereto and Reliance requests the Investigator to undertake such Study;

- NOW THEREFORE, the parties have agreed as follows:

A. Reliance hereby appoints the Investigator as principal investigator to conduct the portion of the Study
that is to be conducted at the Institution under the supervision and direction of the Investigator pursuant to this
Agreement. The Investigator and Institution agree to ensure that all associates, employees and contractors,
assisting in the conduct of the Study and other study team members will be bound by the terms of this
Agreement. The Investigator and Institution shall conduct the Study in accordance with: (a) the Protocol; (b)
the terms of this Agreement, (c) the Financial Agreement attached as Appendix A; and any other the
attachments hereto, which are all incorporated by reference herein, (d) the International Council on
Harmonization (‘ICH’) guidelines for Good Clinical Practices (‘GCP’), Indian GCP Guidelines, Declaration of
Helsinki, National Ethical Guidelines for Biomedical and Health Research Involving Human Participants (2017),
New Drugs and Clinical Trials Rules, 2019 and all applicable laws and regulations and amendment to these

| -
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that arise from time to time (hereinafter "Applicable Laws and Requirements”, and the approval of the Ethics
Committee ('EC’) of the Institution. The Investigator hereby warrants that he has the experience, capability and
resources, including, but not limited to, sufficient personnel and equipment to perform the Study in a

professional and competent manner, and in strict adherence to the Protocol.

B. The Study will be conducted at the Institution under the direction of the Investigator identified above.
The Investigator and Institution will be responsible for performing the Study and for direct supervision of any
individual performing any portion of the Study at the Institution. In the event the Investigator becomes unwilling
or unable to perform the duties required for the Study conducted under this Agreement, the institution and
Reliance shall attempt to agree on a mutually agreeable replacement. In 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. -

C. In consideration of conducting the Study hereunder, Reliance shall pay the Payee for the conduct of
the Study, in accordance with the budget attached as Appendix A to this Agreement, with the last payment
being made after the Investigator and Institution complete all obligations hereunder, including the return of any
Confidential Iinformation as defined herein, and after Reliance receives verification that all completed Case

Report Forms (CRFs) have been completed and data queries have been resolved.

D. In the event that the Study does not start or is terminated prematurely by Reliance,
Investigator/Institution shall be entitled reimbursement for all reasonable fees and expenses incurred by the
Investigator/Institution up to the effective date of termination of the Study on the production of bills to Reliance.
The Investigator/Institution will not be paid for Study subjects who do not complete the Study unless the Study

is terminated in accordance with Section 10

E. Reliance shall execute an agreement with Central Laboratory, to perform certain Study-related
investigations for the Study. The Investigator agrees to cooperate with Central Laboratory and their designated

representatives in performing Study-related investigations as specified in the Protocol.

F. This Agreement will become effective on the date on which it is signed by the parties.

G. Investigator’s signature below evidences Investigator's agreement that, prior to commencement of the
Study, he/she shall read and ensure that he/she understands all information in the Protocol and the Package

Insert/ Investigator's Brochure, inciuding the potential risks and side effects of the Study Product, and

understands the Applicable Laws and Requirements.

\ 5
Product: ImmunoRel®
Protocol No: RLS/IMM/2014/01
Page 3 of 22

Lt Co! Varun Bajpai VSM
Executive Registrar
SCPGIMS,Luckniow


Lenovo
ER


Reliance

_ Life Sciences

TERMS AND CONDITIONS

1. Conduct of the Study.

1.1 Before Commencement of Study. Before the Study commences, the Investigator shall
make necessary filings and obtain all necessary authorizations, approvals, favourable opinions and other
regulatory documentation required by the Protocol and applicable laws, regulations, guidelines, and other
requirements, hereinafter referred to as "Applicable Laws and Requirements”, including:

a. Written approval or favourable opinion from all relevant ethics committees or institutional review boards
(the “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 Investigator in making applications to

the Ethics Committee by providing relevant information and documentation

b. In addition, before participating in the Study, the Investigator shall sign and deliver to Reliance an
Investigator's Study Undertaking in accordance with Table 4, covered under Third Schedute of GSR 227(E)of
the New Drugs and Clinical Trials Rules, 2019, and such other applicable documents as may be required from
Investigator pursuant to Appiicable Laws and Requirements, and Institution and Investigator shali cause any
co-investigators or sub-investigators to submit such documentation to Reliance in a timely manner.

c. The Investigator 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 (i) any other documentation

filed with and/or received from Ethics Committee or any Regulatory Authority related to the Study.

d. After the conditions precedent set forth in this Section 1.1 are satisfied, the Institution and Investigator
shall commence the Study, and shall comply with the conditions attached to the authorizations/approvals.

e’ The investigator will review and understand the information in the Package Insert/ investigator's
Brochure, and shall ensure that all informed consent requirements as well as the procedures described in the
Protocol in relation to each Study subject are met. Investigator will complete a Case Report Form (CRF) for
each Study subject in accordance with the procedure set out in the Protocol. Investigator will review and sign
each of the CRFs to confirm that they accurately reflect the data collected during the Study.

f. Upon completion of the Study, investigator shall inform the Institution, Ethics Committee and provide a

summary of the Study report.

—~
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1.2 Site Visits. The Institution and the Investigator 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 Investigator the general obligations regarding the Study; to review
Investigator's Study files 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
Investigator 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 Institution’s Ethics
Committee, Reliance shall provide the Investigator, at no charge, with such quantities of the Study Product as
may be required for the Study. The Investigator and Institution shall have no liability for any failure to fulfill its
obligations as a result of unavailability of the Study Product. Upon completion or termination of the Study,
Reliance may retrieve all unused Study Product and Study materials (such as unused laboratory kits) and all
Confidential Information (as defined below). The Investigator and Institution will keep full and accurate records
of who dispenses the Study Product, the quantity dispensed and the quantity returned. The Investigator 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 all times.

(b) The Investigator 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 Investigator's Site, the inventory at the Site, identity of the person who dispenses the Study Product, the

quantity dispensed, and the quantity returned to Reliance or disposed off.

(c) Institution and Investigator shall comply with all Applicable Laws and Requirements governing the
disposition or destruction of Study Product and with instructions from 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 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 otherwise comply with all Applicable Laws and
Requirements in connection therewith. Reliance shall ensure that an up-to-date Package Insert/ Investigator's
Brochure on the Study Product is available for dissemination to the Ethics Committee, as well as subsequent
modifications, if any, to the Subject Information 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

-~
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study, or alter the Ethics Committee’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 Investigator shall be responsible
for the recruitment of Research Subjects in the Study. The Investigator shall use the Investigator’'s best efforts
to ensure that Research Subjects fulfilling the Protocol criteria are recruited. Investigator 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 10 suitable subjects and shall limit enrolment of subjects to the maximum number
specified by Reliance from time to time. Investigator acknowledges that Reliance reserves the right to limit
entry or enrolment of subjects at any time on written notice to Investigator. Investigator shall obtain the written
approval of the Ethics Committee and Reliance to any communication soliciting subjects for the Study before
placement, including, but not limited to, newspaper and radio advertisements, direct mail pieces, Internet
advertisements or communications, and newsletters, which communications must comply with Applicable Laws

and Regulations.
3. Enrolment; Notices; Informed Consent; Authorization:

3.1 Prior to enrolling a Research Subject in the Study, Investigator shall obtain (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 Institution and Investigator 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. Investigator 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) Institution and/or Investigator and their study team, (b) persons
monitoring the Study or conducting an independent evaluation of the Study, (c) the representatives of the
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 Reliance related to the Study.

3.3 The status of enrolment of the trial subjects shall be submitted by the Investigator/ 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.
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4. Confidential and Proprietary Information. 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 and Institution by Reliance or Reliance’s 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 Information”) shall be the property of Reliance. The Investigator and
Institution 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 Reliance or Reliance’s Representatives under this Agreement. The
Investigator and Institution shall keep the Confidential Information strictly confidential and shall disclose it only
to its employees involved in conducting the Study on a need-to-know basis. The Investigator and Institution
shall ensure that the immediate members of the staff and any co-investigator who have access to Confidential
Information 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 Information to Investigator
and /or Institution 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 Investigator and
Institution; b) is disclosed to the Investigator by a third party not subject to any obligation of confidence; ¢) must
be disclosed to Ethics Committees or applicable Regulatory Authorities; d) must be included in any Study
subjects Informed Consent Form; e) is published in accordance with Section 7 herein; or, f) is required to be

disclosed by applicable law.

5. Intellectual 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 Investigator and Institution
hereby agree that Reliance 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 Investigator and institution will, at
Reliance’s expense, execute any documents and give any testimony necessary for Reliance to effect the
transfer of the title of such property, obtain patents in any country or to otherwise protect Reliance’s interests in
such inventions. The Investigator and Institution shall have exclusive ownership of any inventions or
discoveries conceived by the Investigator and Institution during the course of the Study that are wholly
unrelated to the Study Product and Protocol and do not arise in whole or in part from the Study or any
Confidential Information, but the Investigator and Institution shall offer Reliance the right of first refusal as to
any sales or licenses of such inventions. The Investigator and Institution agree to comply with any applicable

data privacy or data protection legisiation of the country in which the data originated.

-~
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6. Study Records

6.1 The Investigator shall 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, enroliment 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 Investigator 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 Reliance in a timely manner throughout the performance of the
Study. CRFs shall identify the Research Subjects by randomization number and/or screening number/ code
assigned to the subjects rather than by the subjects’ name(s), personal identification information and / or
The Investigator shall retain the Records of the Study, including the original of all volunteer

addresses.
consent forms, for upto fifteen years from the date of the end of the study

6.2 Investigator shall maintain, store and transmit any Records that are electronic records in a validated
database and in accordance with Indian regulations, and any other Applicable Laws and Requirements. In no
event shall Investigator remove any Records from the Study Site or destroy any Records without the prior
written consent of Reliance. Upon expiration of the applicable retention period, Reliance shall, upon Institution
or Investigator's request, direct that such Records be delivered to Reliance or Reliance’s representative, be
destroyed, or be retained by Institution/Investigator, and Institution/Investigator shall comply with Reliance’s

directions.

7. Publication. The results of the Study including all obtained data will be the property of Reliance. The
Investigator and Institution should not publish or communicate the data in public without written authorisation
by Reliance, unpublished data should not be disclosed to any third party by the Investigator and Institution
without the written approval of Reliance. The Investigator and /or Institution may have access to the Study data
resulting solely from his/her participation in the Study for purely scientific or educational purposes, but unless
previously explicitly permitted in writing by Reliance he/she may not use the data for any commercial purposes.
Investigator may publish or otherwise disclose the results of the Study provided that Investigator 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, Reliance shall review the proposed publication or release to
determine whether it contains Confidential Information (as described in Section 4), whether Reliance 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
Reliance requesting deletion of Confidential Information, requesting correction of inaccuracies, or requesting a

\ 5
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defay in publication to allow the filing of patent applications before publication or release, Investigator shall take

the requested action.

8. Subject Injury Reimbursement

8.1 Subject to Investigator, Institution’s indemnification obligations under Section 11.2, if a properly
enrolled Research Subject suffers a “Research Related Injury” as a direct result of taking part in the Study,
Reliance agrees to reimburse Institution and/or Principal Investigator for the actual cost of diagnostic
procedures, medical treatment necessary to treat a Study 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 Subject’s injury and/or death.
Institution and Principal Investigator agree to provide or arrange for prompt diagnosis and medical treatment of
any medical injury experienced by a Subject as a result of the Subject’s participation in the Study. Institution
and Principal Investigator further agree to promptly notify Reliance of any such medical injury. For purposes of
this Agreement, the term "Research Related Injury” means physical injury or ill effect, disability whether
temporary or permanent and serious or otherwise caused by the Study Product or procedures prescribed in the

Protocol, which are different from the medical management the Subject would have received if he/ she had not

participated in the Study.

9. Inspection and Debarment.

9.1 Investigator and Institution shall cooperate with any government inspection or audit of the Study site or
records. The Investigator and Institution agree to communicate with Reliance in writing or contact Reliance by
telephone or fax prior to any communication or meeting with any Regulatory Authority relating to the Study, and
the Investigator and Institution would provide the Regulatory Authority only with information approved for
disclosure by Reliance. The Investigator 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
Investigator and Institution 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 Institution’s facilities, and the Investigator and
institution shall permit Reliance to attend any such inspections. The Investigator and Institution 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 Investigator 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 Informed Consent Form.
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9.2 The Investigator and / or Institution 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 Investigator and Institution shall permit Reliance to inspect and audit the Institution. The
Investigator and Institution 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. In
the event the Investigator leaves an Institution or otherwise changes addresses, the Investigator and Institution

shall promptly notify the same to Reliance.

9.4 The Investigator and Institution represent and warrant that neither the Investigator nor the Institution or
nor any of the employees, agents or other persons performing the Study under the Investigator’s direction, has
been debarred, disqualified or banned from conducting clinical studies or is under investigation by any
Regulatory Authority for debarment or any similar regulatory action in any country, and the Investigator or
Institution shall notify Reliance immediately if any such investigation, disqualification, debarment or ban occurs.

10. Study Term and Termination.

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 Investigator/

a.
Institution for reasons including but not limited to, any of the following occurrences:

i) If no subjects are recruited by the Investigator within 30 days of the site initiation; or

i) No recruitment is done by the Investigator for a period of 45 consecutive days; or

iii) If no subjects have been enrolled, or the Investigator recruits no subjects, or recruits such a low

number (less than 04 in number) of subjects that it can be assumed that the agreed number of subjects will not

be reached during the planned recruitment phase;
iv) Reliance terminates the Study, or the development of the Study Product or the indication is
discontinued,;

V) It is proved that the dosage used for the Study no longer seems to be justified;

A Regulatory Authority or other pertinent institution decides to terminate the Study in the Institution or

vi)
as a whole;
vii) The Investigator/ Institution fail to adhere to the conditions of the Protocol and the requirement to

complete CRF data according to the Applicable Laws and Requirements and the Study Protocol.

|
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b. Should the Investigator/Institution 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
Events or (iii) perceived insufficient efficacy of the treatment with Study Product; then he/ she will promptly
notify Reliance as well as the Ethics Committee in writing. Should Reliance, or the Ethics Committee agree that
continuation is not justifiable, the Investigator/Institution 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 Investigator will notify the Ethics Committee.

10.2  Effect of Termination Upon receipt of notice of termination, the Investigator shall immediately cease
any subject recruitment, complete all outstanding Case Report Forms and return to Reliance all
documents/equipment (if any) provided by Reliance under this Agreement and following the specified
termination procedures, ensure that any required subject follow-up procedures are completed, and make all
reasonable efforts to minimize further costs. In 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
withheld until final acceptance by Reliance 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 Investigator or the Institution for any lost profits, lost
opportunities, or other consequential damages arising out of this Agreement. If 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

enroliment.

1. Indemnification; Claims and Disclaimers.

11.1  Reliance agrees to indemnify, defend or cover costs of defense for, and hold harmless (“Indemnify”)
the Principal Investigator, the Institution, its officers, agents, and employees; and the Ethics Committee that
approved the Study (collectively, “Indemnified Parties”) against any claim filed by a third party for damages,
costs, liabilities, and expenses to the extent that it relates to the death of a Subject caused by: a) the
administration of Reliance Study Product (b) a properly-performed Protocol-required procedure, provided,
however, that Reliance will not indemnify or hold harmless the Indemnified Parties for any Liabilities arising

from any injuries or damages that are a result of:

() the negligence or intentional misconduct of any of the Indemnified Parties and/or
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(i) any activities conducted contrary to the provisions of the Protocol or outside the scope of the Protocol;
or information supplied by Reliance and/or generally accepted medical standards and the applicable SOPs;

and/or
iif) any negligence, omission, or willful misconduct by any Indemnified 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 Reliance for the use and administration of the Study Product and/or

(v) failure to have complied with all Applicable Laws and Requirements.
However, Reliance's indemnification obligations are subject to the following conditions:

a. 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;

b. Reliance receives notice of the applicable, diagnosis, care initiated and care anticipated to be necessary
and all appropriate follow-up reports; and Reliance is promptly notified in writing of any such claim or suit;.

c. Indemnified Parties reasonably cooperate with Reliance and its legal representatives in the defense of any
claim, suit, demand, action or other proceeding covered by this Agreement; and

d. Indemnified 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 Indemnified Parties and

e.. The indemnification obligations above shall not apply to amounts paid in settiement of any claim, demand,

action or other proceeding if such settlement is effected without the consent of Reliance.

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 Product.

11.2  Investigator and Institution 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 Investigator and Institution 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 Institution
and/or Investigator or any of their employees, contractors, and agents, including any co-investigators or sub-
investigators, to comply with the Protocol or written instructions of Reliance or any Applicable Laws and
Requirements; or (ii) any breach by Institution 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 (i) any case in which the Investigator fails to obtain a signed Informed Consent Form in

Product: ImmunoRei®
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compliance with the terms of this Agreement or otherwise fails to comply with Applicable Laws and

Requirements provided:

a. Investigator and Institution are promptly notified in writing of any such claim or suit;

b. Reliance cooperates fully in the investigation and defense of any such claim or suit;

C. Investigator 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. investigator and Institution shall have the sole right to settle the claim; provided, however, that

Investigator shall not admit fault on Reliance’s behalf without Reliance’s advance written permission.

11.3  The Investigator and Institution shall promptly notify Reliance in writing of any claim of iliness or injury
actually or allegedly due to an adverse reaction to the Study Product and allow Reliance te handle such claim
(including settlement negotiations), and shall cooperate fully with Reliance in its handling of the claim.

11.4  Institution 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
agreement for any indirect, ’Aincidental, or consequential damages’ (including without limitation to 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 Investigator and sub-investigator. The Investigator 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 Investigator and Institution agree that the completed forms may be subject to review by
governmental or regulatory agencies, Reliance and their agents and Ethics Committee. Whenever the
investigator discloses a financial interest, the nature of financial disclosure will be reported to Reliance.

13. Insurance: 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 Infectious 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.

\ ) _
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15.1  Solicitation of subject: Reliance and Ethics Committee shall approve in writing, any commu nication
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.

156.2  Press Releases: Reliance shall approve, in writing, any and all press statements by investigator and
Institution regarding the Study or the Study Product before such statement is released. It is the Investigator's

obligation to take such prior approval from Reliance.

15.3 Enquiries from media and financial analysts: During and after the Study, the Investigator and
Institution may receive enquiries from reporters or financial analysts. Investigator and Institution must confer
with Reliance and 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 400 701 before

responding to such enquiries.

154 Use of Name: Investigator and /or Institution or any of the Investigator, Institution’s trained
stafffemployees, agents or other persons performing the Study under the Investigator'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
Investigator or Institution and their employees in any sales promotional material or in any publication without
written permission from the Investigator and Institution. It is agreed that all Study Reports, Study Proposals,
and notifications to Regulatory Agencies by Reliance may contain the name of the Investigator and Institution.

16.0 Additional Contractual Provisions.

16.1  In conducting the Study, the Investigator and Institution shall be an independent contractor and shall
not be considered the partner, agent, employee, or representative of Reliance, and the Investigator and /or
Institution 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 vyritten 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 Information); Section 6 (Study Records); Section 7 (/Publication); Section 8
(Subject Injury Reimbursement); Section 11 (Indemnification; Claims and Disclaimers) and Section 15

(Publicity/Use of Names).

\ 5
Product: ImmunoRel®
Protocol No: RLS/IMM/2014/01

Lt Co! Varun Bajpai VSM
Executive Registrar
SCPGIMS,Luckniow

Page 14 of 22


Lenovo
ER


e

Reliance

Life Sciences

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. |If 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 Investigator, nor Institution shall directly or indirectly conduct
any study as set out in the protocol no. RLS/IMM/2014/01 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. Nejther 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. Investigator and Institution warrant and represent that the investigator has no
obligations, contractual or otherwise, that would conflict with his/her entering into this Agreement. Investigator
and Institution further agree that subsequent to execution of this Agreement, the Investigator and /or Institution

will undertake no obligations that would conflict or interfere with its performance hereunder.

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 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.

16.9 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 India without conflict of laws and principles.

16.10 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. In 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.

=N
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The place of Arbitration shall be at Lucknow 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.

16.11  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.

¢ - . o
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Note:
* Patient related expenses (investigation, travel expense etc will be released as per actual number of visits

completed by patients after monitor's verification and as per the statement provided by the investigator on the
letterhead of the Investigator/Institute (not exceeding the cost specified above for each patient per visit).

#In addition to the above Reliance shall make the following payments:

¢ The screen failure cost will be reimbursed on actual in the ratio of 2:1, i.e. for every 2 patients enrolied into
the study. The laboratory and Investigation cost incurred for every screen failure would be reimbursed to
the site. Additionally, Investigator Charges for Screen failure will be paid 50 % of the total screening of
Investigator charges. However, site need to send prescreen report to Reliance before performing actual
screening

e EC protocol review fee will be paid as per actuals.
e Procedure and Non-procedure cost for unscheduled visit and SAE or conditional procedures will be

reimbursed upon receipt of invoices as per A2 Payment schedule under this Agreement. However,
Reliance’s prior approval should be taken for such visits and procedures (on case to case basis).

Please note the foilowing:

e The per visit activity cost will be paid on the completion of the corresponding activity and the completion of
the corresponding CRF.

s Payments are calculated according to the above schedules payable on confirmation by Reliance.

e Early Discontinuations will be paid through last completed "visit".

s The investigator has to present statement on letterhead for claiming any above mentioned payment under
section A.1.

o If the study is prematurely terminated, the total payment will be made for those evaluable subjects enrolled
in 'accordance with study visits completed at the time of the termination notice and upon receipt by
Reliance of completed Case Report Forms. The Payee agrees to refund any excess amount previously
paid, and Reliance agrees 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.

s Permission to enroll additional subjects must be obtained from Reliance. The grant total will increase
according to the per subject cost for the increased number of subjects.

+ Reliance will reserve the right to reallocate subjects budget to other sites originally reserved for the site if
site is having difficulty in enrolling and qualifying subjects.

e Site and Investigator are responsible to archive all study documents including source data aé per
regulatory requirements. The archival activity is to be undertaken at a third-party location; the archival
facility should comply with global standards of safety, security, temperature and humidity controls, and
controlled access. Reliance will pay the third-party directly for this archival. However, the investigator and
site will have full control to the documents archived at all times.

e GST will be paid as per prevailing rates. All other taxes are included in the budget cost. TDS shall be

deducted at applicable rate.

Product: ImmunoRel®
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»'?his Clinical Trial Agreement ("Agreement") is made and entered into by and among Amgen Technology
Pvt. Ltd., Dynasty Business Park, A Wing, Level 4, Andheri-Kurla Road; Andheri (East), Mumbai, 400059
India, and its parent or wholly owned subsidiaries of the parent ("Company") and Sanjay Gandhi Post
Graduate Institute, Rae Bareli Road, Lucknow, Uttar Pradesh-226014, India ("Site"). This Agreement shall
%e considered fully executed on the latest date that a party executes the same.

1. SCOPE OF SERVICES

#1 Engagement. The execution of this Agreement alone, in the absence of any duly executed Order,
as defined below, shall neither create any obligation of Site to perform hereunder nor create any obligation
of Company to give Site any compensation. An "Order" is a document executed, at a minimum, by
Company and Site, and issued pursuant to, and to be governed by, the terms of this Agreement. Unless
%therwise specified, references to Agreement herein include all applicable Order(s).

1.2 Scope of Services. Company may engage Site through one or more Orders. An Order will be in a
Ermat similar to the document attached hereto and, among other things, shall set forth the particulars of

1e services to be performed ("Study"), including the clinical research and definition of the applicable Study
drug ("Study Drug"). If engaged, Site agrees to and shall cause its employees, contractors, agents,

presentatives, including the principal investigator and sub-investigators  (collectively, "Site

epresentatives") to perform the Study in accordance with this Agreement and Study protocol (as defined,
including subsequent amendments) ("Protocol"). Site represents and warrants that it has the authority to
r%quire that Site Representatives comply with the applicable terms of this Agreement. Site shall notify
Company of any material changes to Site Representatives, but in no event may Site change the principal
igvestigator or any sub-investigator for a Study without Company’s prior written consent. This Agreement,

8
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together with a duly executed Order, will be used by the parties for one Study only. Should the parties agree
to use the Agreement for additional Study(ies), such agreement will be evidenced by an Order duly

executed by all parties.

1.3 Biological Materials. All samples derived from Subjects enrolled in the Study, including blood, bone
marrow, sera, platelets and other biological materials (the "Biological Materials") shall only be used in
accordance with the Protocol and the EC approved informed consent.

1.4 Changes. In the event of a change to a Study that results in an increased cost, or if any increase
in the compensation due for the conduct of a Study is necessary or appropriate, Company shall provide
written notice in the form of a budget increase letter ("Change") to the Site to memorialize such increase in
compensation. Unless the Site objects to such Change within ten (10) calendar days of the Change's date,
said Change shall constitute an amendment to the applicable Order.

1.5 Protocol Deviations. If principles outlined in the ICH Harmonized Tripartite Guidelines for Good
Clinical Practice ("ICH GCP") relating to the safety of Subjects (as defined herein) require a deviation from
the Protocol, ICH GCP should be followed and the deviation shall immediately be reported to the other
parties of this Agreement. Site shall also, within twenty-four (24) hours, notify Company of any Serious
Breach of which Site becomes aware. For the purposes of this provision, a "Serious Breach" shail mean
a breach of ICH GCP or Study Protocol, which is likely to affect (i) the safety of physical or mental integrity
of the Subjects of any Study; or (i) the scientific value of any Study. In addition, Site shall promptly inform
the Institution Review Board or Independent Ethics Committee ("IRB/IEC") and any governmental authority
as may be required by Applicable Law (as defined herein) of such deviation or breach.

2, PERFORMANCE PERIOD AND ENROLLMENT OF SUBJECTS

2.1 Site shall use its best efforts to enroll evaluable subjects who meet all of the Protocol eligibility
requirements ("Subject(s)").

3. COMPENSATION

3.1 Compensation. Compensation and payment terms for the applicable services shall be as set forth

in the applicable Order. Site represents and warrants that the compensation provided under the terms of
this Agreement as may be amended by subsequent Changes, represents fair market value and complies
with Applicable Laws (as defined herein) and is consistent with fees charged for similar activities in Site's
geographical area, has been negotiated at arms-length, and is unrelated to any procurement decision or
promotion of Company’s (or its affiliates’) products, the volume or value of any referrals or other business

otherwise generated between Company and Site.

3.2 Subiect Withdrawal. Company shall have no obligation to compensate Site for a Subject who is
determined to be ineligible for a Study, except for screen fails if provided for in the Schedule A, or for
additional individuals who are enrolled in a Study without Company's prior written approval. In the event
that a Subject (i) withdraws voluntarily; or (i) is withdrawn from a Study for any reason other than the
Subject failing to meet eligibility requirements, then Company shall compensate Site pursuant to the terms
of the Scheduie A for the procedures completed through the date of such withdrawal.

3.3 Pavment Reconciliation. If, at the completion of a Study, Company has paid sums under the terms
of this Agreement that exceed the total Study cost as provided in the Schedule A, Site shall, within 30
calendar days reimburse to Company any amount paid by Company that exceeds the adjusted Study cost.
Site agrees to provide Company or its representative with all requests for payment under the terms set forth
in the Schedule A within 30 calendar days after receipt of the adjusted Study/final payment. Where this is
not possible, Site shall make all payment requests at the latest within 12 calendar months thereafter.
Company shall not be obligated to make any payments after this period has expired.

34 Taxes. Customs. Fees. and Import/Export Duties. The pricing, fees, and compensation stated
herein are inclusive of all applicable employment-related, consumer, use and other similar taxes (except
Value Added Tax ("VAT")/sales tax), levies, duties, fees, and assessments which are legally enacted on or
before the Effective Date (as defined herein), whether or not then in effect. VAT/sales tax, if applicable, will
be paid by Company at the applicable rate and upon receipt of a valid VAT/sales tax invoice. Site, not
Company, shall be responsible for any and all taxes on any and all income Site receives from Company

under this Agreement.
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4. CONFIDENTIAL INFORMATION

4.1 Confidential Information. In view of Company's proprietary rights and interests, Site agrees to
maintain as confidential all information received from or on behalf of Company or obtained as a result of
the performance of this Agreement or developed under a Study ("Confidential Information”), and further
agrees to limit access to any Confidential Information to only those persons who, under Site's direct control,
will be engaged in employing such information for the purposes of fulfilling the obligations under this
Agreement. At no time shall such information be employed for any purpose other than as described herein
or disclosed to any third party without the prior written consent of Company.

42 Exclusions. The obligations set forth in this Article shail not apply to any portion of Confidential
Information which (i) is or later becomes generally available to the public by use, publication or the like,
through no act or omission of Site; (ii) Site possessed prior to the latest execution date of this Agreement
without being subject to an obligation to keep such Confidential Information confidential; (iii) is lawfully
obtained without restriction from a third party who had the legal right to disclose the same to Site; or (iv) is
independently developed by the Site without the use or benefit of Confidential Information as evidenced by
the Site's written records. In the event Site becomes legally compeiled to disclose any Confidential
Information, it shall immediately provide Company with notice thereof prior to any disclosure, shall use its
best efforts to minimize the disclosure of any Confidential Information, and shall cooperate with Company
should Company seek to obtain a protective order or other appropriate remedy.

4.3 Return of Company's Confidential Information. Site must return to Company all of Company's
Confidential Information in tangible form, including without limitation all copies, translations, interpretations,
derivative works and adaptations thereof, immediately upon request by Company. Notwithstanding the
foregoing, if and to the extent required by Applicable Law (as defined herein), Site may retain 1 copy of
applicable Confidential Information for record keeping purposes only.

5. PROPRIETARY RIGHTS
5.1 Ownership. Site agrees that all information, inventions, discoveries, know-how and improvements

resulting from a Study conducted under this Agreement, including but not limited to material that may be
subject to patent, trademark, or copyright protection (“Intellectual Property”) shall promptly be made
known to Company and shall be the sole property of Amgen Inc. Site represents and warrants that it has
secured from principal investigator and Site Representatives any and all transferable rights to Intellectual
Property. Site hereby transfers and assigns to Amgen Inc. Site's full right and title to all Intellectual Property
and agrees to undertake such actions reasonably requested by Company to give effect to such ownership.
Amgen Inc. and its subsidiaries or affiliates including the Company shall be free to use the Intellectual
Property. For each Study, Site shall furnish to Company all Study data, results, case report forms and an
acceptable investigator's report. Any copyright in any such data, results, case report forms and
investigator's report shall be the sole property of Company. Neither Company nor Site transfers to the other
by operation of this Agreement any patent right, copyright right, or other proprietary right of any party, except
as described in this Agreement.

52 Use of Study Drug. Site agrees that use of a Study Drug provided under this Agreement for any
purpose outside of a Study is prohibited. If Site uses a Study Drug provided under this Agreement for any
purpose outside of a Study, all data, results, conclusions, observations, discoveries, inventions, ideas,
know-how, procedures, advancements and the like, whether patentable or not, shall be treated in all
respects as Intellectual Property in accordance with this Agreement and shall be the sole property of

Company.
6. PUBLICATIONS

6.1 Publication Rights. Site shall have the right to publish or present the results of a Study, and shall
exercise all reasonable efforts to do so in a timely manner provided such publication or presentation is
consistent with the terms set forth in this Agreement and, unless otherwise agreed in writing, is consistent
with Company's publication polices (see high level description at www.amgen.com/about/how-we-
operate/policies-practices-and-disclosures/ethical-research/amgen- uidelines-for-publications/). In
addition, prior to submission for publication of any manuscript, poster, presentation, abstract, or other
written or oral material describing the results of a Study, Site shall provide Company 45 calendar days to
review a manuscript and 15 calendar days to review any poster, presentation, abstract, or other written or
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oral material derived from a Study. In addition, if Company requests in writing, Site shall withhold any
publication or presentation an additional 60 calendar days. Company reserves the right to remove, or
require Site to remove, all Confidential Information from any publications or presentations; however,
Company will not otherwise exercise editorial control over the proposed publication. Authorship will be
based on scientific contribution. Notwithstanding the Confidential Information Section in this Agreement,
Study data for purposes of publication and any resulting publications pursuant to this Section shall not be
considered Confidential Information under this Agreement. Site hereby grants Company a non-exclusive,
irrevocable, fully paid-up, royalty-free, worldwide license (i) to distribute copies of any publication regarding
the Study within the Company and to its licensees, licensors, affiliates, and authorized representatives and
(ii) to prepare derivative works of any such publication.

6.2 Muiti-Center Study. Site agrees that if a Study is part of a multi-center study, any publication by
Site of the results of a Study shall not be made before the first multi-center publication. For the purposes of
this Article, "multi-center publication” means a publication of the manuscript in a peer-reviewed scientific
journal that reports on the results of the primary outcome measure(s) of a multi-center Study. Authorship
of any multi-center publication will be determined by Company based upon substantial contribution to the
design, acquisition, analysis, interpretation of data, drafting, and/or critical revisions to any manuscript(s),
derived from a Study. In the event that, as verified with Company, there is no multi-center publication within
18 months after a Study has been completed or terminated at ail centers, data has been received and
analyzed by Company, and all queries have been resolved, Site shall have the right to publish its results
from a Study subject to the requirements described above. Subject to the requirements described above,
Site may publish the results of a Study earlier to the extent reasonably necessary in the event of any
perceived public health risk related to a Study Drug and provided that Site reasonably considers any

Company comments regarding such publication.

7. COMPANY-PROVIDED MATERIALS

7.1 Access. Company agrees to provide or, as appropriate, reimburse Site for materials that Company
is required to provide per the Protocol including Study Drug, devices, reagents and supplements as further
detailed in the applicable Order ("Materials"). Only those persons who are under the principal investigator's
direct control and who will be using the Materials for the Study shall have access to the Materials. Upon
termination or completion of the Study, Site shall destroy all unused Materials or, at Company's sole option,
return to Company, in accordance with Company's instruction and Applicable Laws.

8. REQUIRED EQUIPMENT AND SYSTEMS

8.1 Reauired Equipment. The parties acknowledge that certain equipment may be needed to properly
conduct a Study. If Company and Site agree that Site does not have sufficient access to some or all of that
certain equipment, then such equipment shall be identified in the Agreement and referred to as "Required
Equipment.” Unless otherwise specified, Company or its representative shall lend to Site for the duration of
the Study such Required Equipment. As applicable, Company or its representative shall arrange for the
delivery of such Required Equipment. At the completion or earlier termination of the Study, Company or its
representative may retrieve any or all of the Required Equipment, title to which remains with Company or

its representative.

8.2 Site’s obligations. While the Required Equipment is on Site’s premises, Required Equipment shall
remain Company's or its representative's property at all times and shall be identified as such and can only
be used to perform Studies. The Site shall ensure that the Required Equipment is stored, maintained and
used properly. At all times after its delivery to Site and except for normal wear and tear, Required Equipment
shall be at the sole risk of the Site as regards damage, loss, or destruction. While in Site's possession or
control, Site shall be liable for the repair or replacement of any such Required Equipment that is damaged,

destroyed, or lost.

8.3 Customized Required Equipment. If Company or its representative provides Site with Required
Equipment that is specifically customized for use in a particular Study, then Site shall ensure that this
Required Equipment is not used in any manner or for any purpose other than as set forth in the applicable
Protocol. Additionally, at or before the conclusion of a Study, Company or its representative will provide
instructions to Site regarding the destruction of or, at Company's expense, return to Company of such
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customized Required Equipment. Site agrees to destroy or return such Required Equipment pursuant to
Company's or its representative’s direction.

8.4 Required Systems. Site agrees to use any electronic system that Company may specify for use in
the reporting and monitoring of clinical data and Study findings.

9. COMPLIANCE WITH APPLICABLE LAWS AND ACCEPTED PRACTICE
9.1 Accepted Practice. Site shall perform and shall cause Site Representatives to perform a Study in

a professional and competent manner, using the degree of skill, diligence, prudence and foresight which
would reasonably and ordinarily be expected from skilled and experienced professionals engaged in the

provision of, and activities comprising, a Study.

9.2 Informed Consent. Site agrees and warrants that it will obtain a valid informed consent form from
each Subject in the Study or its legal representative in accordance with Applicable Laws and this Agreement
before the Subject is allowed to participate in the Study. Site shall ensure that such consent permits
Company's use of Study data for at a minimum the purposes of monitoring the accuracy and completeness
of the research data, performing clinical and scientific research, and medical product development.

9.3 Compliance with Applicable Laws. Site agrees to ensure that the Study is conducted in compliance
with generally accepted standards of Good Clinical Practice, all laws, regulations, and guidance applicable
to its performance hereunder, including the ICH GCP, Company's Protocol, written instructions and policies
provided or referenced by Company and, applicable export control and economic sanctions regulations
which prohibit the shipment of certain products and technology to certain restricted countries, entities and
individuals, as well as applicable anti-bribery laws pertaining to interactions with government agents,
officials and representatives ("Applicable Law(s)").

9.4 Data Protection. Site shall comply with the data protection provisions set forth by Applicable Law.

9.5 Records. Site shall maintain all records required under Applicable Law and the Protocol for 10
years following completion of a Study or longer if required by Applicable Law. Site shall take reasonable
and customary precautions to prevent the loss or alteration of any such records.

9.6 Company Inspections/Monitoring/Audit. Company and its representatives shall have the right
during reasonable business hours and after reasonable advanced notice to monitor and audit the activities
of Site related to a Study. At no additional cost to Company, Site shall cooperate with any moritoring and
audit conducted hereunder and make available to Company or its representatives for examination and
duplication all documentation, data, and information relating to any Study. Site shall permit Company and
its authorized representatives to inspect (i) the facilities where a Study is or will be performed; (ii) any
equipment used or involved in the conduct of a Study; (iii) any records and source documents, including
but not limited to medical records (whether in electronic or paper format); (iv) any related authorizations or
patient informed consent forms; and (v) other relevant information necessary to determine whether a Study
is being conducted in conformance with this Agreement and Applicable Laws. Further, direct access to
electronic medical records for the purpose of monitoring/auditing source data is preferred, where possible,
and in all cases, Site will provide the same level of access to source records to the monitor/auditor as
provided to inspectors.

9.7 Governmental Contact by Site. Site shall not initiate any communications involving or relating to
any Study with any governmental or regulatory authority (such as the United States Food and Drug
Administration or the Drug Controller General of India) unless required by Applicable Law or requested to
do so by Company and, then, only upon prior consultation with Company. However, if any governmental or
regulatory authority initiates communications with, or gives notice to Site of its desire to meet with Site,
conduct an inspection, or take any regulatory action regarding any subject matter relating to a Study, Site

will promptly:
0] Notify Company thereof;
(if) Notify Company of any warning, violation or deficiency, including without limitation those

noted by any governmental authority, with respect to a Study including without limitation
facilities, equipment, or personnel supporting a Study;
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iii) Provide Company with a copy of any correspondence or inspection reports issued with
respect to a Study;

(iv) Provide Company with copies of and opportunities to comment on drafts of documents Site
is required to submit to governmental authorities pursuant to its obligations hereunder; and
V) Take action to correct any such violations or deficiencies or heed any such warnings.

Company acknowledges that it may not direct the manner in which Site fulfills its obligations to permit
inspection by governmental authorities. Company representatives shall have the right to be on site during
any such inspection by a governmental or regulatory authority, unless prohibited by Applicable Law.

9.8 For the purposes of this Agreement, Site shall ensure that the principal investigator for a Study and
other Site Representative with applicable experience and knowledge are present during any inspections.

9.9 Debarment. Site represents and warrants that neither Site nor Site Representatives have been the
subject of a debarment, disqualification or exclusion under any rules, in any jurisdiction where they have
practiced, in particular in Europe or in the United States (where the main applicable texts are: Generic Drug
Enforcement Act of 1992, Title 21 Code of Federal Regulations ("C.F.R.") Section 312.70 and 42 C.F.R.
Part 1001 et seq.). Site shall notify Company immediately upon any inquiry concerning debarment,
disqualification, or exclusion of Site or Site Representatives, or the commencement of any proceeding
concerning the same. Notice of or failure to provide any such notice under this Section shall constitute a
breach hereunder for which Company may terminate this Agreement immediately for default

notwithstanding any right of Site to cure.

10. ANTI-CORRUPTION REPRESENTATION AND WARRANTY

10.1 Anti-Corruption. Site represents, warrants and covenants, as of the Effective Date to and through
the expiration or termination of each Order or this Agreement, (i) that Site, and, to the best of its knowledge,
Site Representatives, shall not, directly or indirectly, offer, pay, promise to pay, or authorize such offer,
promise or payment, of anything of value, to any individual or entity for the purposes of obtaining or retaining
business or any improper advantage in connection with this Agreement, or that would otherwise violate any
Applicable Laws, rules and regulations concerning or relating to public or commercial bribery or corruption
("Anti-Corruption Laws"); (ii) that the books, accounts, records and invoices of Site related to this Agreement
or related to any work conducted for or on behalf of Company are and will be complete and accurate; and
(iii) that Company may terminate this Agreement (a) if Site or Site Representatives fails to comply with the
Anti-Corruption Laws or with this provision, or (b) if Company has a good faith belief that Site or Site
Representatives has violated, intends to violate, or has caused a violation of the Anti-Corruption Laws. If
Company requires that Site complete a compliance certification, Company may also terminate this
Agreement if Site (1) fails to complete a compliance certification, (2) fails to complete it truthfully and
accurately, or (3) fails to comply with the terms of that certification. For the purposes of this Section, Site
Representatives shall be deemed to further include owners, directors, officers, or other third party acting

for or on behalf of Site.
11. INDEMNIFICATION

11.1 Company's Indemnity. Company shall defend, indemnify, and hold harmless Site and Site
Representatives (collectively, "Site Indemnitees”) from any and all third party liabilities, claims, damages,
losses, actions and suits ("Claims™) for Personal injury or death arising out of, or in connection with the
applicable Study. This includes medical management and financial compensation as may be required by

Applicable Law.
11.2  Notwithstanding its obligations to the Subjects as defined per Applicable Law, Company's
indemnification obligations towards the Indemnitees are contingent upon the following conditions:
(i) Site conducted the Study in accordance with, and otherwise complied with, this Agreement
and Applicable Laws and such Claims do not arise out of or in connection with any of Site
Indemnitees' failure to comply with the same;
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(ii) Such Claims do not arise out of the negligence or willful misconduct of any of the Site
Indemnitees, or any other person on the Site Indemnitees' property who is not a Company

employee;

(iii) Site timely provides written notice to Company of Claims such that Company is in no way
prejudiced;

(iv) Site Indemnitees fully cooperate with Company and its legal representatives in the
investigation and defense of Claims; and

) Company has sole control over the defense and settlement of Claims and Site Indemnitees

do not settle or compromise Claims without Company's prior written consent (which
consent shall not be unreasonably withheld).

11.3  Company's Indemnification Obligations. If Company is obligated pursuant to the terms of this
Agreement to provide indemnity, Company shall do so diligently. Company shall not admit fault on behalf
of any one or more of the Site Indemnitees without the relevant Site Indemnitees’ written permission, such
permission shall not be unreasonably withheld, conditioned, or delayed. Without limiting the Company's
right to have sole control over the defense and settlement of Claims, Site Indemnitees shall have the right
to retain separate legal counsel and representation at Site Indemnitees' sole cost.

114  Site's Insurance. Site shall maintain a policy or program of insurance at levels sufficient to support
its obligations assumed under this Agreement and as required by Applicable Law, evidence of which shall
be provided to Company upon written request, and Site shall provide prompt notice to Company of any
cancellation in its coverage.

12. WAIVER OF CONSEQUENTIAL DAMAGES

12.1  IN NO CIRCUMSTANCES SHALL ANY PARTY BE LIABLE TO ANY OTHER PARTY IN
CONTRACT, TORT (INCLUDING NEGLIGENCE OR BREACH OF STATUTORY DUTY) OR OTHERWISE
HOWSOEVER ARISING OR WHATEVER THE CAUSE THEREOF, FOR ANY LOSS OF PROFIT,
BUSINESS, REPUTATION, CONTRACTS, REVENUES OR ANTICIPATED SAVINGS, OR FOR ANY
OTHER SPECIAL, INDIRECT, INCIDENTAL, OR CONSEQUENTIAL DAMAGE OF ANY NATURE,
WHICH ARISES DIRECTLY OR INDIRECTLY FROM ANY BREACH OF THIS AGREEMENT ON THE
PART OF ANY OTHER PARTY. NOTHING IN THIS SECTION SHALL OPERATE SO AS TO RESTRICT
OR EXCLUDE THE LIABILITY OF ANY PARTY IN RELATION TO DEATH OR PERSONAL INJURY
CAUSED BY THE NEGLIGENCE OR INTENTIONAL MISCONDUCT OF SAID PARTY OR TO RESTRICT
OR EXCLUDE ANY OTHER LIABILITY OF ANY PARTY THAT CANNOT BE SO RESTRICTED OR

EXCLUDED BY APPLICABLE LAW.
13. SUBJECT INJURY

13.1 Subject Injury. In the event that a Subject suffers personal injury or death as a consequence of
participation in the Study, Company shall bear such responsibilities as may apply to Company under
Applicable Law. This does not prevent Company from filing an action against the Site or Site
Representatives in case the adverse reactions described above are the result of the negligence or
misconduct of the Investigator or any of the Site Representatives. Company does not authorize Site to offer
compensation on behalf of Company, or to bind Company to any indemnity obligations in favor of any

Subjects.

14, TERM AND TERMINATION _

14.1 Effective Date. "Effective Date" shall be defined in each Order and such definition shall apply only
to that Order.

142  Companv’s Right to Terminate. Company shall have the right, at any time, to suspend or terminate
an Order, with or without cause and in whole or in part, by issuing & thirty (30) calendar day written notice
to Site specifying the date and extent of termination. In the event of such termination, Site shall be entitled
to compensation in accordance with the terms of the applicable Order up to the date of termination.
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Company shall also have the right to terminate immediately if it is reasonably of the opinion that a Study
should cease in the interests of the Subjects.

143  Site's Right to Terminate. Site shall have the right to terminate any Order (i) if a principal
investigator is identified in an Order and such principal investigator is unable to perform its obligations
thereunder and a successor acceptable to Company is not available; (ii) if Company is in breach of any of
its obligations hereunder and has failed to remedy such breach where it is capable of remedy within thirty
(30) calendar days of a written notice from Site specifying the breach and requiring its remedy; or (iii) if Site
is reasonably of the opinion that a Study should cease in the interests of the Subjects.

14.4  Obliaations Upon Termination. Immediately upon receipt of notice of termination, Site shall stop
enrolling Subjects into the relevant Study(ies) and shall cease conducting procedures on Subjects already
enrolled in such Study(ies) as directed by Company, to the extent medically permissible and appropriate.
Site shall return to Company within 30 calendar days of the effective date of termination any funds not
expended or irrevocably obligated by Site prior to the effective date of the termination. Additionally, within
30 calendar days of the effective date of the termination, Site shall submit to Company a final invoice
identifying any amounts Company may owe relative to the terminated Study(ies) and pursuant to the terms
of this Agreement. Upon termination, Site shall, in accordance with Company'’s instructions, (i) preserve
any data relating to the Study; (ii) turn over such data; and (iii) furnish Company an acceptable investigator's

report for the Study.
15. MISCELLANEOUS

151 Amendments. Except as otherwise expressly provided herein, the terms of this Agreement may be
amended only by the mutual written consent of the parties.

15.2  Use of Names. Company and Site shall not use each other's names (including the names of the
other party's subsidiaries or parent, (if any)), symbols or marks, or any derivatives thereof in any form of
publicity without the prior written consent of the owning party or parties, except that, without prior written
consent of Site, Company may disclose on publicly-accessible clinical trial registries or through a Company-
operated call center the general geographic location of Site (e.g., city, state, and/or country) and contact
information of any party to this Agreement. In addition, and without prior written consent of Site, Company
may identify the existence of this Agreement and/or, the name, and/or contact information of any party to
this Agreement as required by applicable law. In addition, and without prior written consent of either party,
Company and Site may disclose the other party's name in connection with publications hereunder.

15.3 Entire Agreement. This Agreement, any Order, and any amendments or Changes thereto, shall
constitute the entire agreement between the parties hereto regarding the subject matter hereof and sets
forth the entire terms and conditions under which this Agreement will be performed. There are no other
agreements, oral or written, between the parties with respect to the subject matter of this Agreement, and
all oral and written correspondence regarding the subject matter hereof is superseded by this Agreement.
In the event of any inconsistency between this Agreement and any Order and the Protocol, if applicable,
the terms of this Agreement shall govern, except as otherwise expressly agreed upon by the parties in a

specific Order.

154  Counterparts. This Agreement and any Order, and any amendments or Changes may be executed
in any number of counterparts, each of which shall be an original and all of which together shall constitute
one and the same document, binding on all parties notwithstanding that each of the parties may have
signed different counterparts. Facsimiles or scanned copies of signatures or electronic images of
signatures shall be considered original signatures unless prohibited by Applicable Law.

16.5  Severability. In the event any provision of this Agreement conflicts with the law under which this
Agreement is to be construed or if any such provision is held illegal, invalid, or unenforceable, in whole or
in part, by a competent authority, such provision shall be deemed to be restated to reflect as nearly as
possible the original intentions of the parties in accordance with Applicable Laws. The legality, validity, and
enforceability of the remaining provisions shall not be affected thereby, and shall remain in full force and

effect.

156 Assianment and Sub-contracting. Neither the rights nor the obligations of Site under this
Agreement may be assigned, transferred or otherwise disposed of, in whole or in part without the prior
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written consent of Company. In the event Company consents in writing to Site's use of a subcontractor or
affiliate in the performance of Site's obligations hereunder, Site shall remain responsible for the proper

performance of such Study, in accordance with this Agreement.

15.7  Waiver. No action or inaction by either party shall be construed as a waiver of such party's rights
under this Agreement or as provided by Applicable Law. Except as expressly provided for in the Change
Section, no other term of this Agreement may be waived except by an express notice in writing signed by
the waiving party. The failure or delay of a party in enforcing any of its rights under this Agreement shall not
be deemed a continuing waiver of such right. The waiver of one breach hereunder shall not constitute the

waiver of any other or subsequent breach.

15.8  Equitable Relief. Each party understands and agrees that money damages may not be a sufficient
remedy for any breach of this Agreement and that the non-breaching party shall be entitled to seek specific
performance, injunctive, and other equitable relief as a remedy for any such breach. Such remedy shall
not be deemed to be the exclusive remedy for breach of this Agreement but shall be in addition to any and

all other remedies available at law or in equity.

159 Contractual Relationship. Site is engaged in an independent activity and not as an agent, employee,
partner, or joint employer of Company. If applicable, Site represents and warrants that it is an employer
subject to, and shall comply with, all Applicable Laws. Site shall be responsible for Site Representatives'
and subcontractors' acts, errors, omissions, and conduct. Site acknowledges and agrees that Company
shall have no responsibility or liability for treating Site Representatives as employees of Company for any
purpose. Neither Site nor any Site Representative shall be eligible for coverage or to receive any benefit
under any Company provided workers’ compensation, employee plans or programs or employee
compensation, bonus, incentives, retirement or other arrangements.

15.10 Governing Law. This Agreement shall be governed by the laws of the country where the services
are performed, excluding conflict of law rules.

15.11 Survival. The parties' rights and obligations under any provisions set forth in this Agreement related
to ownership of Intellectual Property, confidentiality, publications, use of names, Applicable Laws,
governing law, Materials, subject injury, privacy, indemnification, and insurance, or which contemplate
performance or observance subsequent to termination or expiration of this Agreement issued hereunder
shall survive such expiration or termination. “

15.12 Cooperation with Company Representatives. Site has been advised that, under separate
agreements, Company may retain others (including without limitation contract research organizations) to
perform certain services in connection with a Study. Site shall cooperate with, and to the extent appropriate,
coordinate its performance hereunder with the services of such others so as to ensure successful

completion of the Study.

15.13 Language. The official language of this Agreement is the English language. Should a party translate
this Agreement into another language and a conflict in interpretation occur between versions, the original
official language version shall prevail.

15.14 Notice. Any notice required or permitted hereunder shall be in writing and shall be deemed given
as of the date it is: (i) delivered by hand; (ii) received by registered or certified mail, postage prepaid, return

receipt requested; (iii) confirmed as received if by facsimile; or (iv) received by nationally recognized,
overnight courier, 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:
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If to Company:

Amgen Technology Private Limited
Dynasty Business Park, ‘A’ Wing Level 4
Andheri-Kurla Road, Andheri (East)
Mumbai, India 400059

With a Copy to:

international Legal Group
Amgen (Europe) GmbH
Dammstrasse 23

6301 Zug

Switzerland

Fax Number: +41 41 369 0411

e

If to Site:

Sanjay Gandhi Post Graduate Institute
Rae Bareli Road

Lucknow, Uttar Pradesh-226014

India

IN WITNESS WHEREOF, the parties hereto have caused their duly authorized representatives to execute

this Agreement.

AMGEN TECHNOLOGY PVT. LTD.

SANJAY GANDHI PQST GRADUATE INSTITUTE

9 IS i
P
By: Mansi Malkan

Title: Senior Country Manager

Date: (Zéﬁ\ F@b’ }q

~ (signature)
By, Ralesih Kalhaaw oo
(printor tyge name) ~ 77T

Title:
Date: _ L4 . 2. 2049

LA@)QQ@

O

Dr. Amit Gupta
Professor & Head
Department of Nephrology
S.GPGIMS., Lucknow
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CLINICAL TRIAL AGREEMENT ORDER

This Order ("Order"), effective as of the Effective Date (defined below), is entered into by and among
Amgen Technology Pvt. Ltd., Dynasty Business Park, AWing, Level 4, Andheri-Kurla Road, Andheri (East),
Mumbai, 400059 India ("Company"); Sanjay Gandhi Post Graduate Institute, Rae Bareli Road, Lucknow,
Uttar Pradesh-226014, India ("Institution"); and Dr. Amit Gupta, Sanjay Gandhi Post Graduate Institute,
Rae Bareli'Road, Lucknow, Uttar Pradesh-226014, India ("Principal Investigator”), in accordance with,
and shall be governed by, the terms of that certain Clinical Trial Agreement (contract number 285105)

("Agreement").
1. GOVERNING TERMS AND EFFECTIVE DATE

1.1 Governing Terms. By executing this Order, the parties agree that this Order and the parties’
performance hereunder shall be governed by the terms and conditions of the Agreement, which are
incorporated by this reference as if fully set forth herein. The parties hereto agree that for purposes of this
Order, the term "Site" as used herein and in the Agreement shall be defined to include each and every non-
Company party identified above, and their respective representatives. Terms used but not otherwise
defined herein shall have the meanings ascribed to such terms under the Agreement.

1.2 Effective Date. For purposes of this Order, "Effective Date" shall mean the last date on which a
party executes this Order. This Agreement shall remain in full force and effect until the completion by the
Site of the Study or earlier termination pursuant hereto.

1.3 Records. The parties agree that for this Order the provision regarding Records in the Agreement
shall be amended to state: "Site shall maintain all records required under Applicable Law and the Protocol
for ten (10) years following completion of a Study or longer if required by Applicable Law. Site shall take
reasonable and customary precautions to prevent the loss or alteration of any such records.”

1.4 Indian Law. Without limiting the generality of Site’s obligations, the Site shall carry out the Study
with due observance of safety of Subjects, confidentiality and protection of Subjects’ rights. The Study will
be conducted by the Site in accordance with the Ethical Guidelines for Biomedical research on Human
Subjects issued by the Indian Council of Medical Research Guidélines, 2000, Schedule Y of the Drug and
Cosmetics Act of 1945, the Central Drugs Standard Control Organization's Good Clinical Practices
Guidelines in India, and all applicable Indian regulatory requirements, whichever affords the greater

protection to the Subject. '
2. STUDY CONDUCT

2.1 Protocol. The Protocol for the Study is Company Protocol No. 20150238 entitled "A Multicenter,
Multiple-dose, Active-controlled, Double-blind, Double-dummy Study to Compare the Therapeutic Efficacy
and Safety of Oral Doses of Cinacalcet Hydrochloride With Intravenous Doses of Etelcalcetide (AMG 416)
in Asian Hemodialysis Subjects With Secondary Hyperparathyroidism”, as may be amended.

Site Representatives and/or Principal Investigator shall attend any meetings regarding the Study as
reasonably requested by Company ("Investigator Meetings"). Such meetings may be conducted by
Company to convey or exchange information with principal investigators, sub-investigators, or other
research site staff to support the effective conduct or close-out of a Study. Site and Principal Investigator
each agree that Company and its authorized representatives may (i) record any Investigator Meetings
through audio and visual recording technology (whether existing or future technology), which may include
attendees’ (including Site Representatives) names, words, images, and likeness ("Recordings"); and (ii)
use, edit, and reproduce Recordings worldwide for education and training purposes related to Company’s
clinical trials. Company will comply with all privacy laws applicable to Company's use of such Recordings.
Site and Principal Investigator may contact the Amgen Privacy Office at privacyoffice@amgen.com for
further information about any rights to access and remedy information held by Company. Site and Principal
Investigator each agree that no additional compensation shall be due hereunder for Site Representatives
or Principal Investigators respective participation in Investigator Meetings. Company may reimburse or pay
Site for reasonable pre-approved expenses incurred by Site Representatives or Principal Investigator for
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participating in Investigator Meetings upon receipt of documentation in form and detail sufficient for
Company to recognize such expenses for Company’s tax reporting purposes, provided that Site complies
with Company instructions and Company's applicable standards and policies related to travel and
hospitality and other policies governing interactions with healthcare professionals.

The Principal Investigator will direct and supervise the Study.

22 Data Protection. Subject to applicable law, Company may collect and process information regarding
investigators or other personnel involved in Studies. Company will notify such personnel as required by

applicable law.

2.3 Use of Electronic Data Capture. Company utilizes Electronic Data Capture ("EDC") to collect from
Site and deliver to Company Study data, specifically as the electronic case report form ("eCRF"). Site
agrees that it will (i) enter such Study data into EDC within 5 business days of the Subject visit, and (ii)
resolve all queries issued in the EDC system within 5 business days of the query being issued. In the event
of delay(s) by Site in complying with these timelines Company, at its option, may delay payment, lock of
IVRS, suspend enroliment, conduct quality audit or pursue any other remedy. Principa! Investigator is
responsible for and warrants quality data entry. Data entry shall be conducted under the supervision of the

Principal Investigator.

24 Supervision. The Principal Investigator shall supervise and be responsible for all activities
performed by members of the Study team or other external personnel to whom the investigator delegates
some of his/her responsibilities under the Protocol. The Principal Investigator shall ensure compliance with

the Protocol at all times.

2.5 Informed Consent. Site agrees and warrants that it will obtain a valid informed consent form from
each Subject in the Study or its legal representative in accordance with Applicable Laws and this Agreement.
Site shall ensure that such consent permits Company's use of the Biological Materials and Study data for
at a minimum the purposes of monitoring the accuracy and completeness of the research data, performing
clinical and scientific research, and medical product development.

3. REAGENTS AND STUDY DRUG

3.1 Company shall provide or reimburse the following Study Drug(s) to Site as required by Protocol:
AMG 416 ("Study Drug(s)"). If Site is responsible for obtaining Study Drug for use in the Study, Company
will reimburse Site for purchase costs of Study Drug as detailed in a proper invoice. Such purchase or
reimbursement cost shall not exceed the amount set forth in Schedule A. The Site agrees and warrants
that it will not seek payment or reimbursement from any Subject or third party for the cost of the Study
Drug(s) or the Study Drug that is provided without charge or reimbursed by Company.

3.2 The cost of non-Company drug(s) and/or materials and/or reagents is not paid or reimbursed by a
third party; however it is required by the Protocol for Subjects participating in the Study ("Required
Material(s)"). Company will supply the Site with the Required Material(s). The Site agrees and warrants
that it will not seek payment or reimbursement from any Subject or third party for the cost of any Required
Material(s) that is provided without charge or reimbursed by Company. Site also warrants that it shall not
seek or accept reimbursement from any Subject or third party payor for procedures, tests, treatments, items
or services that are funded or provided by Company pursuant to the Agreement.

3.3 The parties agree that for this Order the section(s) in the Agreement restated below shall be
amended and restated in its entirety as follows:

(i) Access. Company agrees to provide or, as appropriate, reimburse Site for materials that
Company is required to provide per the Protocol including Study Drug, devices, reagents
and supplements as further detailed in the applicable Order ("Materials”). Only those
persons who are under the principal investigator's direct control and who will be using the
Materials for the Study shall have access to the Materials. Upon termination or completion
of the Study, Site shall destroy all unused Materials or, at Company's sole option, return to
Company, in accordance with Company's instruction and Applicable Laws.
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4. PERFORMANCE PERIOD AND ENROLLMENT OF SUBJECTS

4.1 The Study will commence upon execution of this Order, approval of the IRB/AEC, and any required
approvals of applicable governmental authorities, including the Drug Controller General of India (DCGI),
and will continue until completion of the Study as required by the Protocol (including any amendments
thereto) unless this Order is terminated earlier pursuant to the Agreement.

5. REQUIRED EQUIPMENT

5.1 The parties acknowledge that Site will require the following equipment for the performance of the
Study ("Required Equipment"): Laptop, AV Camera. Such Required Equipment will be lent by Company

or its representative to Site for use in the Study.

5.2 Delivery. As necessary, Company or its representative shall arrange for the delivery of the Required
Equipment, which such equipment shall be delivered to the Site at the following address: Sanjay Gandhi
Post Graduate Institute, Rae Bareli Road, Lucknow, Uttar Pradesh-226014, India.

5.3 Installation of Required Equipment. Company or its representative shall provide for installation of
the following equipment: Laptop, AV Camera.

5.4 Technical Support of Required Equipment. Company or its representative shall provide for technical
support and maintenance of the following equipment: Laptop, AV Camera.

6. COMPENSATION

6.1 Compensation and payment terms are as set forth in Schedule A, attached hereto and incorporated
herein.

6.2 Unless otherwise specified in Schedule A, in consideration for performance under the terms of this

Order, Company will make payment within a reasonable time after receipt of (i) a proper invoice and (ii) the
Case Report Forms or any similar document detailing the procedures performed and/or visits completed as
set forth in Schedule A, as monitored by Company or its representative. It is expected that the Case Report

Forms will be completed between monitoring visits.

6.3 Payments from Company to Site due hereunder shall be made payable and sent to the following:
Payments payable to: "E::recto[, SGPGIMS Research Scheme Account Lucknow
ayee
Tax ID AAAJS3913N

From time to time, the Site may request in writing a change in Payee information. If Company agrees to the
requested change, no additional amendment of the Order will be necessary.

7. MISCELLANEOUS

7.1 Principal Investigator understands and agrees that his/her personal information including name,
contact details, financial information relating to, among other matters, compensation and reimbursement
payments for study conduct, and other personal data in connection with Principal Investigator's conduct of
the Study will be processed both by computer and manually, by Company and its affiliates and contractual
partners in order to comply with Company's and its affiliates’ obligations imposed by law, guidance or
regulatory authorities and for other purposes including considering from time to time potential investigators
for future studies or organizing safety reporting. Principal Investigator further understands and agrees that
his/her personal data may, if necessary for these purposes, be made available to regulatory authorities and
ethics committees. Principal Investigator understands and agrees that the Company's use and disclosure
of personal data may involve use and disclosure in countries other than that where the Principal Investigator
is located. Such countries may include but not be limited to: the United States, Japan, Canada, Australia,
New Zealand, Switzerland, or countries in Latin America or Asia. Principal Investigator further understands
that not all countries to which personal information may be transferred offer an equivalent level of protection
of privacy of personal information. Principal Investigator is entitled to request access to his/her personal
data held by Company or its affiliates and to have such data corrected if necessary.
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7.2 Site acknowledges and agrees that Company shall have the right to disclose publicly the terms and
conditions of the Agreement, including, without limitation, Site's name, description of services, and amount

of payment.

723 The parties agree that for this Order the section(s) in the Agreement restated below shall be
amended and restated in its entirety as follows:

(i) Publication Rights. Site shall have the right to publish or present the results of a Study, and
shall exercise all reasonable efforts to do so in a timely manner provided such publication
or presentation is consistent with the terms set forth in this Agreement and, unless
otherwise agreed in writing, is consistent with Company's publication polices (see high
level descripton at www.amgen.com/about/how-we-operate/policies-practices-and-
disclosures/ethical-research/amagen-quidelines-for-publications/). In addition, prior to
submission for publication of any manuscript, poster, presentation, abstract, or other
written or oral material describing the results of a Study, Site shall provide Company 45
calendar days to review a manuscript and 15 calendar days to review any poster,
presentation, abstract, or other written or oral material derived from a Study. In addition, if
Company requests in writing, Site shall withhold any publication or presentation an
additional 60 calendar days. Company reserves the right to remove, or require Site to
remove, all Confidential Information from any publications or presentations; however,
Company will not otherwise exercise editorial control over the proposed publication.
Authorship will be based on scientific contribution. Notwithstanding the Confidential
Information Section in this Agreement, Study data for purposes of publication and any
resulting publications pursuant to this Section shall not be considered Confidential
Information under this Agreement. Site hereby grants Company a non-exclusive,
irrevocable, fully paid-up, royaity-free, worldwide ficense (i) to distribute copies of any
publication regarding the Study within the Company and to its licensees, licensors, affiliates,
and authorized representatives and (ii) to prepare derivative works of any such publication.

(i) Multi-Center Study. Site agrees that if a Study is part of a multi-center study, any publication
by Site of the results of a Study shall not be made before the first multi-center publication.
For the purposes of this Article, "multi-center publication” means a publication of
the manuscript in a peer-reviewed scientific journal that reports on the results of the primary
outcome measure(s) of a multi-center Study. Authorship of any multi-center publication will
be determined by Company based upon substantial contribution to the design, acquisition,
analysis, interpretation of data, drafting, and/or critical revisions to any manuscript(s),
derived from a Study. In the event that, as verified with Company, there is no multi-center
publication within 18 months after a Study has been completed or terminated at all centers,
data has been received and analyzed by Company, and all queries have been resolved,
Site shall have the right to publish its results from a Study subject to the requirements
described above. Subject to the requirements described above, Site may publish the
results of a Study earlier to the extent reasonably necessary in the event of any perceived
public health risk related to a Study Drug and provided that Site reasonably considers any

Company comments regarding such publication.

7.4 Company_Inspections/Monitoring/Audit. The parties agree that for this Order the provision
regarding Company Inspections/Audit in the Agreement shall be amended and restated as follows:

"Company lInspections/Monitorina/Audit. Company and its representatives shall have the right during
reasonable business hours and after reasonable advanced notice to monitor and audit the activities of Site
related to a Study. At no additional cost to Company, Site shall cooperate with any monitoring and audit
conducted hereunder and make available to Company or its representatives for examination and duplication
all documentation, data, and information relating to any Study. Site shall permit Company and its authorized
representatives to inspect (i) the facilities where a Study is or will be performed, (i) any equipment used or
involved in the conduct of a Study; (iii) any records and source documents, including but not limited to
medical records (whether in electronic or paper format); (iv) any related authorizations or patient informed
consent forms; and (v) other relevant information necessary to determine whether a Study is being
conducted in conformance with this Agreement and Applicable Laws. Further, direct access to electronic
medical records for the purpose of monitoring/auditing source data is preferred, where possible, and in all
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cases, Site will provide the same level of access to source records to the monitor/auditor as provided to
inspectors.”

7.5 The parties agree that for this Order the Agreement shall be amended and supplemented by the
following new provision: "Anti-Corruption. Site represents, warrants and covenants, as of the Effective Date
to and through the expiration or termination of each Order or this Agreement, (i) that Site, and, to the best
of its knowledge, Site Representatives, shall not, directly or indirectly, offer, pay, promise to pay, or
authorize such offer, promise or payment, of anything of value, to any individual or entity for the purposes
of obtaining or retaining business or any improper advantage in connection with this Agreement, or that
would otherwise violate any Applicable Laws, rules and regulations concerning or relating to public or
commercial bribery or corruption ("Anti-Corruption Laws"); (i) that the books, accounts, records and
invoices of Site related to this Agreement or related to any work conducted for or on behalf of Company are
and will be complete and accurate; and (iii) that Company may terminate this Agreement (a) if Site or Site
Representatives fails to comply with the Anti-Corruption Laws or with this provision, or (b) if Company has
a good faith belief that Site or Site Representatives has violated, intends to violate, or has caused a violation
of the Anti-Corruption Laws. If Company requires that Site complete a compliance certification, Company
may also terminate this Agreement if Site (1) fails to complete a compliance certification, (2) fails to
complete it truthfully and accurately, or (3) fails to comply with the terms of that certification. For the
purposes of this Section, Site Representatives shall be deemed to further include owners, directors, officers,
or other third party acting for or on behalf of Site."

IN WITNESS WHEREOF, the parties hereto have caused their duly authorized representatives to execute
this Order.

AMGEN TECHNOLOGY I?-VJL,\LTD. SANJAY GANDHI POST\GRADUATE INSTITUTE
. - (signature) |
By: Ménsi Malkan By: Rakesin o oot

7 (print or typeé name)

Title: Senior Country Manager Title:
N i1 )
Date: "’64 Fol- /9 pate: 1 4. 0. A4S
DR. AMIT GUPV L/ | C( X
2.4 . =
(signature) 0 /93 [vo)
By: ATt (uirh
(print or type name)
Title:
0o / >
Date: /j . (7[\ i C 3
v . Al :
[
DP(G%SSO : : 7
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Scheduie A

Protocol Number
Site Number
Investigator
Contract Number

20150238
30006
Dr. Amit Gupta

MAXIMUM CONTRACT TOTAL*

Maximum number of Subjects 10

Number of Sites 1

Currency INR

CONTRACT SUMMARY COST UNIT(S) TYPE TOTAL

SUBJECT VISIT TABLE INR 4,86,390 10 Subject(s) INR 48,63,900

SCREEN FAILURES INR 12,005 1 per Subject INR 1,20,050|

ADMINISTRATIVE FEES INR 50,000
INR 50,33,950

*Maximum Contract Total is inclusive of Hospital overhead fees, pharmacy costs, laboratory costs.
Amgen has provided thermohygrometer for temprature reading.

SUBJECT FEES (Overheads 25%)

Version: 1

VISIT TABLE: STUDY Schedule A
Screening INR 12,005
Day 1 INR 20,690
Week 2 INR 17,160
Week 3 INR 16,700
Week 4 INR 17,620
Week 5 INR 17,300
Week 6 INR 17,160
Week 7 INR 16,700
Week 8 INR 17,160
Week 9 INR 17,300
Week 10 INR 17,160
Week 11 INR 16,700
Week 12 INR 17,550
Week 13 INR 17,300
Week 14 INR 17,160}
Week 15 INR 16,700
Week 16 INR 17,160
Week 17 INR 17,300
Week 18 INR 17,160
Week 19 INR 16,700
Week 20 INR 17,160
Week 21 INR 17,300
Week 22 INR 17,160
Week 23 INR 16,700
Week 24 INR 17,160
Week 25 INR 17,300
Week 26 INR 17,160
Week 27 INR 12,915
Follow-Up INR 12,850
Early Term INR 13,855

SUBJECT VISIT TABLE SUBTOTAL(S) Schedule A

Lt Co! Varun Bajpai VSM
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Completers, Screening to Week 27, Safety Follow-Up INR 4,86,390

Early Termination INR 13,855

MAXIMUM PER SUBJECT FEE INR 4,86,390
Screening costs are inclusive of costs associated with potential re-screens.
The Maximum Per Subject Fee includes Subject travel reimbursement. Subject travel reimbursement is

included at a rate of INR 900.00 per protocol required in-clinic visit

VISIT TABLE: SCREEN FAILURE Schedule A
Screen Failure INR 12,005
MAXIMUM SCREEN FAIL INR 12,005
NON-SUBJECT FEES
ADMINISTRATIVE FEES (Schedule A) | UNIT COST UNIT(S) TYPE TOTAL
! Document storage/Archiving total 1 INRO 1 per Site INR 0
2 Infrastructure Cost INR 50,000 1 Total INR 50,000
SUBTOTAL, ADMINISTRATIVE FEES INR 50,000

1 Site has confirmed that archival fee is not applicable
2 Infrastructure cost will be reimbursed as per actual and upon original invoice. Prior approval of
purchase must be obtained by site from study team before placing order for the infrastructure.

PAYMENT TERMS

Initial Payment 50,000.00
Amgen will pay Institution this initial payment upon execution of the Agreement. In order to
receive further funds towards Subject related costs, the amount earned must exceed this
initial payment. In the event that the total amount earned for the Study is less than this initial
payment, all unearned funds are fully refundable to Amgen.

Progress Payment Frequency Quarterly (based on calendar quarter), in accordance with Budget Schedule - A

The payment of the study will be made in the favor of ‘Director, SGPGIMS Research Scheme Account Lucknow' (PAN:
AAAJS3913N) ’

The EC for this study will be 'Bioethics Cee, IEC' and the payment of the EC fees will be made in the favor of 'Director,
SGPGIMS Research Scheme Account Lucknow' (PAN: AAAJS3913N)

Site represents and warrants that it shall not seek or accept reimbursement from any Subject or third party
payors including any "federal health care program" as defined at 42 U.S.C. section 1320a-7b(f)) for Study
Drug(s), procedures, tests, treatments, drugs, reagents, materials, items or services that are funded by
Company pursuant to the Agreement or provided without charge by Company for Study purposes.

In the event Site is not reimbursed for routine clinical services contemplated in the Protocol, Site may remit an
invoice to Company. If Company is in agreement with the invoice, Company will reimburse Site for the invoiced
amount subject to a fair market value assessment by Company.

Company shall pay for or provide those Study Drug(s), procedures, tests, treatments, drugs, reagents, materials,
items, or services identified in the Protocol's Schedule of Assessments, except that the following are not paid for or

provided without charge by Company:

N/A

Invoices

1) “Any additional activities/tests/procedures performed for the
Study, which are not mentioned in this budget (schedule-A) may
be reimbursed on confirmation of approval from the Amgen study
team and receipt of an original invoice and rationale provided by

the Site.”
2) For all items that are payable upon invoice as indicated above, please send invoices to Company as foliows:

Amgen Technology Pvt Ltd

Dynasty Business Park,

Level 4, Awing, A.K Road

Andheri (East) Mumbai 400059

Please submit invoices only for items indicated as payable upon invoice.

Version: 1 Page 7 of 7

Lt Co! Varun Bajpai VSM
Executive Registrar
SCPGIMS,Luckniow


Lenovo
ER


Certificate No.
Certificate Issued Date
Account Reference
Unigue Doc. Reférence
Purchased by
Description of Document
Property Description
Consideration Price (Rs.)

First Party

Second Party

Stamp Duty Paid By
Stamp Duty Amcunt(Rs.)

—
(5 .

" THIS SERVICE AGREEMENT (hereinafier as “Agreement”), executed at New Delhi on July,

INDIA NON JUDICIAL

Sinere g

Government of National Capi'ta‘ilk Territory of Delhi-

e-Stamp

IN-DL88845923602451S

06-Cct-2020 10:44 AM

IMPACC (1v)/ dI720603/ DELHI/ DL-DLH
SUBIN-DLDL72060385189813196337S

. CENTRE FOR CHRONIC OF DISEASE CONTROL

Aiticle Others

Not Applicable

¢

(Zero)

CENTRE FOR CHRONIC OF DISEASE CONTROL
Not Applicable '

CENTRE FOR (., {RONIC OF DISEASE CONTROL

1090
(One Hundred only)

SERVICE AGREEMENT

2020, (hereinafter “the Execution Date”)

By and Between,

Centre for Chronic Disease Control (CCDCQC), a society registered under the Indian Societies

Registration Act, 1860 and having its registered office at Flat No. 70 Pocket-1, Sector-2, Dwarlrfa,
New Delhi 110075, India (hereinafter referred to as “CCDC” which expression shall m‘ﬂess be
repugnant to context or meaning thereof shall mean and include its successors and assigns) as

First Party:

Statutsry Alert

1. The authenliciy of this Siamnp cer

Any discrepanty in the devails on
2 The onus of checking the i
3 In case of any discrepancy please inform the Competen ~uthonty

ez i ihe cerufi

v shicieslamp.com’ o using e-Stamp Mobile App of Siock Holding
on the website / Mobiie App renders # invaiid
€
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AND

Sanjay Gandhi Postgraduate Institute of Medical Sciences having its registered office at -

SGPGIMS, Lucknow, Uttar Pradesh — 226014 (héreinafter referred to as' “SGPGIMS;

Lucknow” which expression, unless repugnant to the context or meaning thereof shall mclude its

affiliates, successors in interest and permitted assigns) as Second Party..

CCDC and S(JPGIMS Lucknow are hereinafter collectively referred to as “Parties” and =

individually as “Party”.
 WHEREAS:

1. Centre for Chronic Disease Control (CCDC) is a registered society and is primarily intended =+ "~
to address the growing challenge of chronic diseases through knowledge generation; to inform
policies and empower programmes for the prevention and control of chronic diseases, knowledge -

translation intended to operationalize research results by bridging the critical gaps between relevant

research and effective implementation, through analytic work, capacity- building, advocacy and

development of educational resources for enhanemg -the empowerment of people and
professionals.

2. Sanjay Gandhi Postgraduate Institute of Medical Sciences (SGPGIMS), Lucknow (India)

's a University established under State Act in 1983. TL - institute offers its own degrees, which are
duly recognized by the Medical Council of India. The Institute is rated amongst the:top medical
institutions in the country, delivering state-of-art tertiary medical care, super-specialty teaching,
training and research. Dedicated faculty members endenvor to provide quality education, patient
core and research and strive to meet the challenges and nesds of the society. The Institute offers
DM M.Ch, MD, PhD, Post-Doctoral Fellowships (PDF} 1d Post-Doctoral Certificate Courses
(PD_{), and Senior Residency in various specialties. The: peers in the field have recognized the
courses offered by the Institute and the candidates obtaining degrees from bGP(;IMq have been
highly placed both within the country and abroad. :

3. Purpose of entering into this MoU: CCDC, New Delhi and SGPGIMS, Lucknow, have
agreed to execute the following MoU with reference to the participation of Dr. Sudeep Kumar,

Professor-Department of Cardiology, SGPGIMS- Lucknow to serve as a Regional Faculty at
Lucknow center in the Fourth Cycle of Certificate Course in Management of‘Hypertension'

(CCMH).

NOW THEREFORE IT IS HEREBY AGREED BY AND AMONGST THE PARTIES AS
UNDER:-

1. Background

CCDC has undertaken to offer Certificate Course in Management of Hypertension (CCMH) Cycle-
IV, a joint certificate program designed, delivered and implemented by Public Health Foundation
of India (PHFI), New Delhi and Centre for Chronic Disease Control (CCDC), New Delhi, in
collaboration with our partners International Society of Hypertension (ISH) and British & Irish
Hypertension Society (BIHS) as an eight modular course from January 2021 based upon the
funding from Intematlonal Soc1ety of Hypertensmn (ISH). - S y

The key features of the course are highlighted below:

1. The purpose of this said course is to train primary care physicians in prevention, care and
management of hypertension with ultimate objective to improve patient outcomes.

(9,\,\7
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The said course is designed to enhance skills and competencies of primary care physicians -

in prevention, care and management of hypertension. The course will run as’an intensive -
one-day dialectic lectures with eminent Cardiologists/Medicine Specialist -as:Regional
Faculty, orice a mionth for eight months covering eight'modules on different aspects of =
. hypertension. The program includes case based learning and group discussions on.current
issues in hypertension diagnosis, care, screening, management and preventlon will be the

focus of thls sald course.

Upon completion of the day long workshops through the said course, the participants will

maintain contact with the Regional Faculty, so that the learning and discussion oontmue H o

lessons learned can be shared and best practlces can be emulated.

. The ( Certlﬁcate Lourse in Management of hypertension was conceptuahzed & launched gt il
first cycle on 24™ July 2016 as a 10 modular course (July 2016-April 2017) at 25 regional -
centres (covermg 21 cities.in 13 states and 01 Union Temitory) across India. The course
was_endorsed by 11 National Experts, 25 Regional Faculty and 28 Observers and have - -
witnessed an enrollment of 612 participants. The class ratio is 1:15 with 1 Regional Faculty: -

(Cardiologist / Medicine Specialist) for 15 participants.

The second cycle of the course was launched on 227 October 2017 all across India as 10 . -
- nodular.course (Oct 7017 July 2018) at 40 regional -=ntres (covering 36 cities, 17 states .=
aind 01 Union Temtory) across India and have witnessed an enrollment of 658 participants. -

Cycle 10 of program was launchee in 10 regional trammg centres with 10 partzupatmg

< aeulty on 26" May 2019 as 8 modular course( May 2019 — Dec 2019 ) at 10 regional
ceirrre (eovermg 9 cities, 6 states and 1 UT) across India #~ 4 had W1tne<5ed an enrollment -

of i 5 pamc1pants

7. CCMH cycle-I'V will be launched in 10 regional training centres & 1 online centre (for all

the pammpants who are from other cities) with 11 participating Faculty. Each ¢enter will
enrol minimum 15 participants per centre. Thus, approximately 165 Primary . Care
Physicians are proposed to be trained 1 n this fourth cycle starting January 2021 ‘to August.
2021.

2. Course — Objectives

Primary objective

To enhance knowledge, skills and core competencies of praeucmg anaxy ( are Physicians
in management of Hypertension.

Secondary objectives

To deve]op a standard teaching protocol and module for eVIdence ‘based learning on
Hypertensmn ‘
To bu1ld a network of Prlmary Care Physicians and spec1ahsts in the ﬁeld of Hypertensmn

To update practlcmg/pnmary care physicians with the latest advancements in thefield of

Hypertension.

F/VJ
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3. Terms of Reference
Dr. Sudeep Kufnar (froni SGPGIMS- Lucknow) deliverables duﬁﬁg-the MoU:

On behalf of SGPGIMS, Lucknow Dr Sudeep Kumar W1H be responsxble for completmg below
mentioned responmblhtles

3.1 Signing of this Agreement and successfully conducting and completmg the ﬁrs‘r four
course modules by 30“‘ April, 2021.

132 Succes#‘ully conductmg & completmg last four modules and exit exam- by 315'
August, 2021. T B

Dr Sudeep Kumar i is required to sharv interim mliestones regardmg ‘these dehverables regularly
wnh CCDC as per the prOJect plan : B P

4, Period of Service Agreement - L

The Agreerhént shall be effective for a period starting from Jﬁly 2020 to August 2021.Itmaybe - ..~
further extended for such period and on such terms and condmons as may be: mutually agreed upon

 between both the pames

5. Terms of Pa vment

CCDC will pay SGPGIMS, lucknow a total amount of Rs. 60,000/~ for*he entire durauon ofthe = .7

Agreement as per e schedule detailed below in this section.

*  The GST will be inclusive in the amount mentioned above.. 7n case GST tax 13 apphpable‘ S

to you, please provide CCDC with your GST registration certificadte:

¢ The amount mentioned above is also subject to TDS deductlon as per prevalhng Indlan"‘" o

~ Income Tax Act and rules.
* Schedule of payment of the consultancy will be as follows:

1. 50% of the amount i.e. Rs. 30,000/- shall be payable upon aahsfactory completion of

the deliverable as mentioned in Clause 3.1.

2. Remammg 50% of the amount i.e. Rs. 30,000/- shall be payable upon sa’usfactory

completion of the deliverable as mentioned in Clause 3.2.

* For conducting all monthly technical sessions, a fixed amcunt will be prov1ded by CCDC
to the regional faculity for conducting the session in a center. : 2
» Foreach center, the session conduction charges will be Rs.705/- per pammpam persession

(depending upon the total number of the participants registered under the 1 respective center). ©
* This amount will be applicable for deduction of 1% TDS as per prevallmg Income Tax -

Rules.and provisions. On this payment TDS will be applicable'as per prevaxhng Income
Tax rates in India, as the case may be. o
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¢ Four months advance payments for conducting technical sessions will be transferred

electrormally by CCDC 1o the specified bank account of the Regional Faculty one week

" prior to the conduction of the first module. The subaequent instalment for the conduction

~ -of sessions for the next four months (and the remaining two months) will be released after
recetving the internal assessment .heet of all previous modules.’ ' ‘

- The deliverables will be approved for suitability by the Project Leader at CCDC, whose =

opinion shall be final and binding. The payments will be released within the shortest
possible time after recewmg relevant invoices and documents and the PI’s approval.

¢  CCDC may relmburse up to X 20,000/~ on progressive basis towards ‘office. and other
expenses of the Reglonal Faculty, subject to receipt of separate. invoice.

6. Termination

6.1 CCDC shall have the sole right to terminate this Agféemem with SGPGIMS,'
Lucknow/Dr. Sudeep Kumar without assigning any reasons thereof.

6.2 At the receipt of notice of termination from CCDC, SGPGIMS, Lucknow/Dx. Sudeep
Kumar <hall be liable to stop all the work 1mmed1ately and sha" notraise any invoice

for the termination notice period.

6.3 Terminaticn shall become effective in Fifteen (15) working days after receipt of written
~ notice from CCDC. '

7. Repl esentation and Vv arranties

7.1 SGPGIMS, Lucknow/Dr. Sudeep Kumar has full legal capdcity to enter into this -

-“Agreement and that there are no existing facts and/ or circumstances and/or contractual
obligations with third parties and/or legal proceedings which prohlblt and/or impair its
capac1ty to enter into this Agreement

g 2 SGPGI'VIS, Lucknow/l)r Sudeep Kumar has the requlslte capacity to fulfill all its
~obligations and activities under this Agreement;

7.3 SGPGIMS, Lucknow/Dr. Sudeep Kumar of its representatives shall not directly or
~indirectly ‘infringe. the Intellectual Property Rights of CCDC or disclose any.

confidential information or do anything which shall have matenal adverse imipact on =~

the goodwﬂ] and repute of CCDC.

8. Indemmty

SGPGIMS, Lucknow/Dr. Sudeep Kumar agrees to indemnify, keep- indemnified and hold

harmiess CCDC against all claims, demands, damages, losses, expenses, suits or proceedings made

against, incurred or suffered in connection with the performance of the Agre’ement resulting from -

or arising out of (whether or not involving a third party claim) of any of its representations and
warranties, covenants, and undertaking under this Agreéement. '
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9. Partial Invalidity

If any provision of this Ageemem is declared by any Judlcla} or any competent authority to be -
void, voidable, illegal or otherwise unenforceable, the Parties shall replace that provision with a- -
provision 'which is valid and enforceable and most néarly gives efféct to the orlgmal intent of - © -
unenforceable prov1smn and the remammg provxs;on of this Agreement shall remain in full force -

and effect.

10. Notices

All notices and other communication under this Agreement shall be in writing and in English and

either delivered by hand or send by registered mail or courier by email or by facsimile telex or fax
in each case in the name of the representatives given below at (,lause ]6 and at the addresses set
out at the beginning of this Agreement. &

Il.Ass‘ilgnment' -

SGPGIMS, Lucknow/Dr. Sudeep Kumar shall not assign and/ or tranisfer any uf Lnew nghts or -

interest or beneﬁt° under th' agreément without the prior written consent of CCF

12. Jurisdiction

This Agreement shall be gove =d by, and constructed in accordance with the lav  of India.-

Further, the Parties agree that 11, competent courts at Dethi shall have jurisdiction on . | matters

relating to this Agreemen‘t including for grant of injunctive relief and enforcemem of arbitral -

awards.

13. Resolution of Disputes

* In the event of any dispute relating to the interpretation or performance of this Agreement-

arising between the Parties, both Parties will first do then utmost to settle their dispute
amicably.

e Inthe case of failure to resclve the dispute, all such disputes shall be referred to-arbitration

under the Arbitration and Conciliation ACT, 1996 (or an amendments thereof).

o The parties shall appoint its own arbitrators and the two arbitrators shall I turn appoint the
third arbitrator, who shall preside over the arbitration. The place of such arbitration shall
be New Delhi. The language of arbltratlon shall be Enghsh only.

* - Awards ‘relating to any dispute shall be final and binding on the Parties to such dispute as
from the date they are made. The arbitrator shall give a reasoned' decision or award. The
‘Parties agree and undertaie to carry out any decision or ward of the arbitrator rélating to

such dispute without delay. The Parties further agree that there will be no appeal to any

court of law or other judicial authority.
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14. Copyright and other Intellectual property rights.

14.1 All documents received by Dr. Sudeep Kumar on behalf of SGPGIMS Lucknow under -
this MoU shail be CCDC’s sole property and shall be treated as confidential and: shall -
be delivered only to the CCDC authorized representatives on completion of work under
this ‘MoU. Dr. Kumar ‘shall not communicate at any time ‘to any-other person; -
Government or authority external to CCDC any information known toe hiri by reason of'

his association under this MoU, which has not been made public, except by authorization
of CCDC; nor shall he use such information to his private advantage These obhgatlons
do not lapse upon termination of its MoU with CCDC. "Rl

14.2 CCDC shall solelv and exclusively, own all rights in and to anv work created by. Dr. .-
Sudeep Kumar on behalf of SGPGIMS, Lucknow within the scope of this MoU: Dr. .

Sudeep Kumar will require prior written approval from CCDC before reproducing,
distributing or using this work. Dr. Sudeep Kumar shali not‘use any drafis, data,
questionnaires, and extracts in any form after the completion :of this project. For
obtaining such permission a written request shall be placed to the First party and the

.same shall be approifed' or rejected within a due time period.of 7 working days. The: b
request shouid not be ¢ nied merely on frivolous grounds: and the objectlvc if ‘such:"* -

request should be given due importance.

As a Regional Faculty, Dr. Sudeep Kumar is responsible to keep CCDC well informed of anv other

separate aciivities, undertaken in auy circumstances, existing right fiom time of signing «: Mol

e

ot arising 4t any time during the term..” the event of a conflict of interest; you will inform € C -

and CCDC shall decide the future cow:.c regarding the execution of the activities agreed upe.. in
this Moll, based on mutual consuitation. ' : :

15. Other Terms & Conditions

15.1 This Agreement constitutes the entire agreement of the Parties 'with respect to the subject
matter hereof and imay not be modlﬁed or amended except ina wrmen agreement. signed
by both Parties. 3

15.2 Nothing contained in this Agreement shall constitute or be deemed. to constitute a

partnership between the Parties, and no Party shall hold himself out as an agent for the-
other Party or any of them, except with the express prior written consent of the other -
Parties. The rights, duties, obligations and liabilities of CCDC on one hand and of Dr. .
Sudeep Kumar on behalf of SGPGIMS, Lucknow on the other hand, under this Agreement

shall be individual, not joint or collective, unless speCJﬁcally provided for herein this
Agreement '

15.3 Any amendment or change regarding this agreement. shall be done in wrmng only 1f both’

the party mutually agrees for the same.
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16. Representatives for the Parpeoses of this Agreement
16.1 CCDC’s representative for the purposes of this Agreement is:

Prof DPrabhakdran LCD(,

16.2 SGPGIMS, ‘Lu,gk'r'lcw r'epresc;:hitaitiW for the purpose of this Agreemelat is:

Dr. Sudeep Kunia’i‘»aSGPGIMS,'L’ucknv‘ow

17. ’\/qucel]aneous

This MoU may be cxecuted by thc par rties in two (2) separate counterparts each of Whlcn when S0 -
executed and delivered shali be criginal, but both of such counterparts shal! together con:.fltutc one ' o -
and the same instruments. All the Annexures if any, in the MoU shall form a part of it. .

The undersigned, being duly anthorized thereto, have signed this MoU in two originai- comes 110
English at the place and on the date(s) indicated below: o '

For CCDC | e N 7 For SGPGIMS—.Lué]mow
P TINON
1S ) 7 noa B
5?/){ v’/:,’ ﬁ%? m l } VA K A il |
,//// . \“‘:‘3.?’\[‘ K \__', ' "
\Ki (N MAN
A ame: orof. R. K. DH!
Name: Mr. Alex ‘] : ' ) ssesignation: Ga‘?&:%gs\ Graduate
Designation: Assistant Director, Finance Authorized SW‘{{H Medical Sciences
Authorized Signatory Date: OW-226 014, INDIA
Date: 02-Sep-2026 o510l ma—{ ud
\l '.i\-l\"\ . " . ey ‘
| ' & / |
Name: Prof D. Prabhakaran - - | Name: Dr. Sudeep Kurnar: RR
Designation:  Executive Director - C LDC | Designation: Professor, Departmcnt of
Date:14- Sep-20 gt - | Cardiclogy, SGPGIMS, Lucknow
‘ I Date: Q—LI DLc [ 2w

()/VJ
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MEMORANDUM OF UNDERSTANDING
BETWEEN

ARMED FORCES MEDICAL SERVICES
MINISTRY OF DEFENCE, CHURCH ROAD, NEW DELHI, 110001.

AND
SANJAY GANDHI POST GRADUATE INSTITUTE OF MEDICAL

SCIENCESRAEBARELI ROAD, HABIT MAU MAWAIYA, LUCKNOW
UTTAR PRADESH.226014.

. REGARDING
‘A ?

//»

(B
Ik
drika . H"‘ Z\ d COLLABORATIVE RESEARCH AND TRAINING
Adv & Notary
HQ Ccllecterate [04 OCTOBER-2019]
Lucimew 3 P [ND!A
RegL. <o oL ﬁwf j
A VA

-

F/VJ
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This MoU is made and entered into on this [ 04 ] day of [ October ] of [2019]
between the Armed Forces Medical Services, a tri-service (Army, Navy and Air
Force) defence organization, under Ministry of Defence, Government of India
with its Headquarters at M Block, Church Road, New Delhi, 110001.

and

Sanjay Gandhi Post Graduate Institute of Medical Sciences, Rae Bareli Road,
Haibat Mau Mawaiya, Lucknow, Uttar Pradesh 226014, a University
established under State Act in 1983. This MOU sets down the mutually agreed
broad framework for joint research and academic activities in various fields of
interest. It also incorporates the modalities for collaboration.

1. Preamble.

(a) Armed Forces Medical Services (AFMS) is a premier tri-service (Army,
Navy and Air Force) organization having multiple hospitals with specialized
medical/paramedical staff and facilities for patient care, training and research
activities.

(b) Sanjay Gandhi Postgraduate Institute of Medical Sciences (SGPGIMS),
Lucknow has the status of a State University. The institute offers its own
= degrees which are duly recognized by the Medical Council of India. The

}/(:.-'—— \ Institute is rated amongst the top medical institutions in the country, delivering
l\tate -of-art tertiary medical care, super-specialty teaching, training and research.
e Instltute has the status of a State University and has the mandate to provide

stgraduate teaching, training and to conduct research in the relevant
'\p" :smplmes of modern medicine and other allied sciences, including

E\ - £\ / interdisciplinary fields of physical and biological sciences.
f 7. iz
\___ _

(¢) The activities of AFMS and SGPGIMS, Lucknow are in several ways
complementary. It is therefore felt that initiating collaborative research
programs will be of considerable mutual benefit.

2. Purpeose.

.. AFMS and SGPGIMS, Lucknow desire to implement, in the areas of mutual
/ "'/ \_ interest, cooperative and collaborative activities, which will address
- % C? [ ultidisciplinary scientific, technological and educational problems of
C?and eleyance to the country.
Adv A _'\ }, lista
po r'f 'n ."\-- -
S N
Rhgc :;_“. O ‘_ﬁ' 1

- 48
L— S

e
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3. Scope of Cooperation.

The following areas of cooperation have been identified under this agreement.
(a) Faculty Exchange Programme. The two parties will explore opportunities
for interaction among members of faculty between SGPGIMS, Lucknow and
AFMS institutions as well as creating Visiting/Adjunct F aculty positions. Each
such visit will require approval of the relevant authorities.

(b) Joint Research Projects. The two parties will explore opportunities of
undertaking joint research projects under opportunities that may be funded by
Department of Health Research, Ministry of Health & F amily Welfare;
Department of Biotechnology, Ministry of Science & Technology; and Indian
Council of Medical Research and will work together for the purpose of
identifying the needs of the country in terms of research and technology and
collaborate in undertaking research in identified areas relevant to the country's
needs. They may also carry out joint research in technology for distance and
computer-based learning,

(c) Joint Academic Activities and Events. AFMS and SGPGIMS, Lucknow
may formulate joint academic activities such as short courses, seminars,
workshops or conferences based on mutual interests and available expertise in

~the mstitutions.

' (d) Financing. AFMS and SGPGIMS, Lucknow wil approach the government

agencies for funding the various initiatives envisaged under this MoU. The two
institutipns may also consider providing initiation grant or other kind of support
from “their own resources. In case of faculty exchange programs salaries and
<tr'_av§]5 will be the responsibility of the parent institute; whereas expenses on

\;; ‘d_,;etal hospitality will be bome by the host institute. There are no further

financial obligations for the contract partners as a result of this contract.

4. Legal Status.

Id

This document is a statement of intent to foster genuine and mutually beneficial
cooperation and is not legally binding on the parties. Any disputes shall be
resolved through mutual discussion.

. Validity.

K3 20 Miey X :
Adv £ x -_'I]]I?S‘MJOE{J is valid for an initial period of five years and becomes effective from
Lveknon - 'thetdate it is signed by the partners. The partnership period may be extended by

ed No 3,

L)

mtnn%%ion will have to be sent at least six months in advance. However, specific

Mot e

n;%-’%ﬂ consent. In case one partner wishes to terminate in writing the MoU,

Voo

Lt Co! Varun Bajpai VSM
Executive Registrar
SCPGIMS, Luckniow


Lenovo
ER


Commitments made prior to such intimation shall be honored by both the
partners.

In witness whereof undersigned, duly authorized thereto, have signed this MOU
on this day 04 Oct-2019

Pl L AN T

Lt Gen Bipin Puri, PVSM, VSM, Professor Rakesh Kapoor

PHS Director General Director

Armed Forces Medical Services Sanjay Gandhi Post Graduate
Institute
of Medical Sciences, Lucknow
Date: 5 |0 ‘ 19

u

/M*QFICIAL SEAL] [OFFICIAL S
/ 0T A £

R\
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Ventify the depurantExebilantiSaral

who hes/navk sisnse/Put 1.i. betere me, M
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i Agreement between SGPGI , Lucknow and NTPC NRHOQ, Lucknow =

for implementing Telemedicine Network by SGPGI at two stations of NR-NTP(;

as a deposit work

i

s

This Agreement for deposit work (hereinafter referred to as Agreement) between
Sanjay Gandhi Postgraduate Institute of Medical Sciences, Lucknow, Uttar Pradesh
(Fereinafter referred to as “SGPGI”) and NTPC Limited, a company incorporated under
companies Act, 1956, having its corporajt-e office at Core 7, Institutional at Area, Lodhi
Road. New Delhi-110001 hereinafter referred to as “NTPC”.

1. Preamble :

1.1. Whereas SGPGI is a super- specialty hospital, established by the Govt. of
Uttar Pradesh under State Act in 1983 as a center of excellence for
providing tertiary care, education and research of high order and is
chartered to function as university under the States of Uttaranchal, MP,
Bihar, Orissa, West Bengal and Chhattisgarh. It is involved in development
of telemedicine technology and gained necessary expertise to implement it
instate health system. This technology will facilitate delivery of specialist
health care, follow up and education at a distance with the help of modern

¢ information and Tele-communication technology.

1.2. Whereas NTPC a MAHARATNA, a Government of India Enterprise under its
employee welfare Scheme, intends to use the potential of telemedicine
technology to enable access to specialty health consultation for the
employees of NTPC’s projects located in Northern Region and Tele-CME for
medical and paramedical professionals of the said hospitals of the projects

Agreement for Telemedicine Page 1
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by supporting setting up of a Telemedicine network between SGPGI and
NTPC Northern Region projects.

1.3. Whereas NTPC hasunderstood the technology and accepted the project
offered by SGPGI and intends to adopt the telemedicine technology to
improve it’s healthcare system in the Northern Region consisting of projects
located at Rihand, Singrauli, Vindhyachal, Tanda, Unchahar, Auraiya and
Meja.

1.4. Whereas, SGPGI Lucknow, and NTPC are willing to jointly participate in
setting up the Telemedicine Network. It will start as a pilot project by setting
up telemedicine at NTPC Hospital, at Rihand and Meja by connecting it with
SGPGI through a Fiber backbone and network to be decided by SGPGI.

1.5. Whereas, the Chief Coordinator of the project will be Prof. S.K. Mishra,

Professor & Head, Department of Endocrine Surgery and Nodal Officer, -

Telemedicine, SGPGI, Lucknow who will work under the supervision of the
Director, SGPGI and GM(HR) NR, NTPC, will be the Coordinator of the
project from NTPC side .

2. Scope of the Agreement:
This Agreement will cover the joint effort of SGPGI, and NTPC.

3. Responsibilities of SGPGI

3.1.Pre-implementation Services:

a) The scope of consulting service includes carrying out detailed study &
evaluation of the proposed project site, as per requirement of the project and
delivering plans, design documents and recommendations for setting up the
proposed network including technical specification of the hardware,
software, diagnostic equipment to be inter phased with Telemedicine system,
tele-communication medium and its technical specifications in consultation
with it’s technical partners.

b) Site evaluation Teams from SGPGI and NTPC will visit the project sites to
survey it and assess the site’s preparedness, based on the following factors —
Physical structure, civil, Engineering, Interiors Furniture & Fixtures,
Accessibility, Local disease trends and Local medical expertise. The team will
prepare a ‘Site Evaluation Report’ incorporating their observations.

c) Preparation of the Project Proposal and submission to appropriate
authorities.

3.2.Implementation of Methodology

o

A/g eement for Telemedicine Page 2

é&/@?/(%

(9,\,\7

Lt Co! Varun Bajpai VSM
Executive Registrar
SCPGIMS, Luckniow


Lenovo
ER


&)

a) The Telemedicine Centre will be opened in first phase at Rihandand
MejaHospitalsof NTPC and then depending upon the usefulness of the
facility the remaining five hospitals of NR may be connected on the same or
improved pattern.

b) The school of Telemedicine & Premedical Informatics (STBMI) of SGPGI will
establish and run the Telemedicine centre at NTPC Rihand and Meja.

¢) Telecommunication equipment will be procured through GeM / Tendering
process of SGPGI. Bandwidth will be hired from BSNL. The project will be
extended on turnkey basis and all the money sanctioned for their project W)ﬂl
be transferred to STBMI, SGPGI in advance after that SGPGI will initiate the
process and will procure the listed equipment within three months. The
telemedicine platform will be created in phase wise manner to cover all the
NTPC hospitals situated in NR.

d) Rihandand MejaHospitals of NTPC will be connected with SGPGI in first
phase through BSNL networkupto minimum one mpbsbandwidth.
Remaining five hospitals of NTPC NRHQ will be connected on same pattern
or improved technology in phase II.

e) BSNL line to be procured for the project will be in the scope of SGPGI. After
completion of project it will be surrendered or if NTPC wish to continue, the
same will be handed over to NTPC.

f) STBMI will implement the project on turnkey basis, which will include
i, Procurement and installment of Health ATM and PC
ii. Telemedicine videoconferencing software
iii.  High resolution display unit
iv.  Cost of bandwidth
v. A3 Transparency Scanner
vi.  Electric fittings and fixtures etc. as required
vii.  Deployment of trained Human Resources { 1-Project Manager at NRC
- Lucknow, 1-Technician at SGPI, 1-Technician at Rihand, 1-
Technician at Meja ) for running the Centre.

g) The Telemedicine equipment (Health ATM will be procured by STBMI,
SGPGI- Lucknow through GeM / tendering process of SGPGL

h) The procurement of equipment is in the scope of SGPGI. All the assets
acquired out of project by SGPGI under the agreement will belong to NTPC
and will be handed over formally torespected hospitals of NTPC in proper
running conditions after expiry of the agreement. The operation &

A reement for Telemedicine N Page 3
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maintenance of the equipment will be taken care by the SGPGI till the
project / agreement period.

i) STBMI will also provide Tele-education, knowledge & skill development
session and Web streaming / casting programme on different recent topic /
disease trends held across the country.

j} This phase will be completed within three months of release of fund by NTPC
and subject to the availability of communication link at the time of
installation.

3.3.Maintenance of hardware and software and diagnostic equipment:

a) SGPGI in collaboration with it’stechnical partner will be responsible for
providing maintenance support for telemedicine hardware, software and
diagnostic equipment free of cost for one year (warranty period) and
subsequently on establishment of AMC. The Service Level Agreement (SLA)
to be entered into by SGPGI with its technical partner shall also be in
principle vetted by NTPC.

3.4.Providing consultation and educational services:

a) SGPGI will provide tele-consultation and tele-follow up and tele-educational
services free of cost for a period of three years after which fresh agreement
has to be executed. Detailed modalities like scheduling of these services will
be worked out on mutually agreed time sharing basis. SGPGI will try its
best to render its services but will not be bound down with any Service
Level Agreement since SGPGI is not following any revenue model for its
services in this project.

b) Towards the cost of project related to manpower, travel and other incidental
expenses in the budget head of “Implementation Expense” SGPGI will
follow its own financial rules.

c) Preparation of Documents such as Project Evaluation Frame work, Mid-
term review report and final project report.

d) SGPGI shall appoint manpower on contract basis as per established
procedure for recruitments of project manpower. Therefore, no obligation
lies on the NTPC during and after project agreement. Their training will also
be in the scope of SGPGI.

3.5.Services offered by STBMI, SGPGI using available infrastructure:

(9,\,\7
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a) A telemedicine center will be established at NTPC run hospital at
Rihandand Mejawithin three months. The date of installation will be
counted from date of money received at STBM, SGPGI Lucknow.

b) STBMI will provide Tele-follow-up services at least 2-30 sessions in a month
depending upto the services sought form the Rihandand Meja hospitals.

c) Tele-education, Knowledge & skill development session at least three in a
week or depending upon the demand of doctors of the Rihand&Meja
hospitals it will be facilitated more.

d) Tele-CMEs session at least 5-10 session in a month

e) Web streaming / casting programme on the different recent topic/disease
trends held across the country

f) Knowledge support, sharing of knowledge material like research
publications, articles, journals available at STBMI domain etc.

3.6.Project Beneficiary :

a) Tele-follow-up services to the patient who have taken treatment of SGPGI,
Lucknow. Patient need not to come to SGPGI for follow up.

b) Second Opinion for making diagnosis: Patients who live in the campus of
NTPC & surrounding hilly & rural area or far from hospital would be given a
second opinion.

c) In addition, severely & complicated patients can be managed locally and
access to medical specialist accessed by SGPGI doctors, hence the system
may provide fast response to critical medical care in spite of geographic
barriers.

d) Local hospitals usually do not have enough medical expert and nursing staff
who are able to manage seriously ill patient. By using these technologies,
this kind of problems may be alleviated.

e) Doctor & paramedical staff involved in the process will have the opportunity
to learn and update the knowledge & skill in terms of getting expert opinion
from the super specialist doctors from SGPGI and other premier tertiary
level hospital.

4. Responsibility of NRHQ and Payment Terms

Agreement for Telemedicine Page 5
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4.1.Total sum of Rs. 33,70,000/- {Rs. Thirty Three lacks seventy thousand only)
details of which are annexed as annexure I to this Agreementwill be released
to SGPGI within a period of 15days from the date of signing of thisAgreement.

4.2.For the second year annual running cost of Rs. 16,20,000 (Rs. sixteen lakhs
twenty thousand only) shall be released to SGPGI within 15 days of start of
second year ofAgreement and subject to submission of utilization certificate
by SGPGI for utilization of Rs. 33,70,000/-

4.3.For the third year annual running cost of Rs. 17,51,800 (Rs. Seventeen lakhs
fifty one thousand eight hundred only) shall be released to SGPGI within 15
days of start of third year of Agreement and subject to submission of
utilization certificate by SGPGI for utilization of Rs. 16,20,000/-

4.4 .NTPC shall be responsible for payment of Rs. 67,41,800/- (Rs 33,70,000/- +
Rs.16,20,000/= + Rs.17,51,800/-) during the period of the Agreement.

4.5.In case any benefits occur to SGPGI on account of execution of agreement, the
same will be passed to NTPC. Even if some budget is left in any sub head, the
same will be intimated to NTPC as per the rule of SGPGI. In case of excess
expenditure is to be made in any subhead, the approval of the funding agency
i.e. NTPC will be sought thereafter the account section of the SGPGI can book
the expenditure. Audited annual Utilization Certificate (UC) head wise will be
furnished to NTPC.

4.6.As per the SGPGI procedure,the SGPGI cannot move any file for approval /
procurement unless the amount, as per payment terms, is transferred into
their account. Therefore, the fund towards fixed cost as well annual recurring
cost will be transferred to SGPGI on annual basis in advance under this
Agreement.

5. Monitoring of activities
5.1.There shall be a “standing monitoring committee” with representatives from
SGPGI! & NTPC to monitor on quarterly basis the implementation of the project.
The venue and date of meeting will be decided on mutual consultation basis.

6. Validity of the Agreement

6.1.This Agreement will be in force for a period of three years from the date of its
execution.

) Agreement for Telemedicine Page 6
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8. Amendments to the Agreement

8.1.Amendment, if any, during the currency period of this Agreement, shall be
made by the authorized representatives of both the parties on the basis of
mutual understanding.

9. Resolution of Dispute

9.1.1t is specifically agreed by and between the collaboration parties that all the
differences or disputes arising out of the agreement or touching the subject
matter of the agreement shall be resolved through mutual consultation. If the
parties fail to resolve such a dispute or difference by mutual consultation, then
the dispute maybe settled through Arbitration. The matter shall be referred to
sole Arbitration appointed by NTPC. Arbitration will be conducted according to
provisions of Arbitration & Conciliation Act, 1996 including any statutory
modifications or re-enactment thereof and the rules made there under shall
apply. The seat of arbitration shall be Lucknow or any other city whichever is
most economical from point of view of travel and stay.

10. TERMINATION IN CASE OF DEFAULTS:

10.1. NTPC may without prejudice to any other remedy for breach of
agreement,bywrittennoticeofdefaultsentto SGPGI terminatethe agreement
in wholeorinpart:.

a) If SGPGI fails to deliver any or all of the services within the time
period(s) specified in the agreement or any extension thereof granted
by NTPC in writing.

b)  If SGPGI fails to perform any other obligation(sjunder the agreement
;o1

c) If SGPGI, in either of the above circumstances, does not cure its
failure within a period of thirty (30) days after receipt of the default
notice from NTPC.

10.2. In the event NTPC terminate the agreement in whole or in part, pursuant
to Clause 10 (a,b,c}, NTPC may get the services done, upon such terms
and in such manner as it deems appropriate, similar to those not
rendered, and SGPGI shall be liable to NTPC for any excess costs for
such similar services. However, SGPGI shall continue performance of the
agreement to the extent not terminated.

lAgreement for Telemedicine Page 8
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11. Seal of the Parties

11.1. In witness thereof the Parties hereto have signed this Agreement on the
day, month and year mentioned hereinbefore of their free will and accord.

Parties :

Signed and delivered for and
on behalf of SGPGI Lucknow

\/Signature

Name

Signed and delivered for _
and on behalf of NTPC Limited

NN

(e
Signature /

M
Name /‘/O\"\\"@/* K—UM&..}.
GM (R, NP,

Designation Designation

Seal

Witness { Name& Address)
7l - @ 4

2 F_')'”‘\A-M—-""\; Pluman

B ; el . ot 4
M eridotV T edpmsett T et

Date: _g @,\ "—é—a i //\/‘\/-S

ﬁ
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Witness ( Nafjé & Address)
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Annexure-]

Details of the projected cost for setting up Tele Medicine Centre at
Rihand 8 Meja

A. Fixed Costs

Sl. | Item Description Cost (In Qty Total Remarks
No. Rupees) Cost
1. | Health Kiosk- Budgetary offer 5,60,00 02 11,20,00 | GST as
annexed in Annexure-I 0+ GST 0 pee actual

Hardware / Software (including
PC, Telemedicine,
videoconferencing software etc.

2. | High Resolution display Unit 75,000 02 1,50,000

3. | A3 Transparency Scanner 2,50,00 02 5,00,000
0

4. | Renovation, furniture electrical | 50,000 02 1,00,000

fittings, fixtures or any other non-
electronic item

Total 18,70,00
‘ o

B. Annual recurring cost for 1st year

Si. Item Description Yearly Qty | Total Cost | Remarks
No. Cost (In | (In Rupees)
Rupees) |

|
1. | Bandwidth Cost (BSNL 01 Mbps | 50,000 02 ! 1,00,000
Annual plan with static 1P) 5|

2. | Human Resources

A. | Manager-Operation @ 40,000 | 4,80,000 01 | 4,80,000
per month at SGPGI, Lucknow

B. | Telemedicine Technician @ | 2,40,000 03 7,20,000
20,000 per month (one at
SGPGI, One at Rihand & one
at Meja)

Agreement for Telemedicine Page 10
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Maintenance of equipment

50,000 02 | 1,00,000

Contingency expenditure (Travel,
stationary &misc expenditure)

50,000 02 1,00,000

Total

15,00,000 (Rs
Fifteen Lakh)

C. Details of the Human Resources to be deployed

Sl. Designation No. of Post | Qualification

No.

1. Project Manager at 01 B.E./B.Tech.inCS /IT/E &C,
NRC, SGPGI, Master's in IT / CS or MCA with More
Lucknow than five years experience in IT facility

management

2. Telemedicine 03 Graduation & diploma in IT / CS or
Technician (one at Diploma in Telemedicine & HIMS /
SGPGI & One at Health IT
Rihand & one at
Meja)

e TOTAL 04

D. Annual Recurring Costs during 224 Year

Sl. | Item Description Yearly Qty | Total Cost | Remarks
No. Cost {In {In Rupees)
_: Rupees)
|
1. | Bandwidth Cost (BSNL O1 Mbps | 50,000 02 1,00,000
Annual plan with static IP)

2N i Human Resources i

!
!A. Manager-Operation @ 44,000 | 5,28,000 5,28,000 @10%
-' per month at SGPGI, Lucknow 01 increment
|
‘ B. | Telemedicine Technician @ |2,64,000 03 7,92,000 @10%
! 22,000 per month (one at increment
‘ SGPGI, one at Rihand & one
. at Meja)
|
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3. | Maintenance of equipment

50,000

02

1,00,000

4. | Contingency expenditure

stationary &misc expenditure)

(Travel, | 50,000

02

1,00,000

Total

16,20,000 (Rs Sixteen
Lakh Twenty
Thousand Only)

/

/

/
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E. Annual Recurring Costs during 34 Year

Sl1. Item Description Yearly Qty | Total Cost | Remarks
No. Estimated
Value (In
Rupees)
1. | Bandwidth Cost (BSNL 01 Mbps | 50,000 02 1,00,000

Annual plan with static IP)

2. | Human Resources

A. | Manager-Operation @ 48,400 | 5,80,800 5,80,800 @10%
{ per month at SGPGI, Lucknow 01 increment
B. | Telemedicine Technician @ | 2,90,000 03 8,71,000 @10%
24,200 per month (one at increment
SGPGI, one at Rihand & one
at Meja)
3. | Maintenance of equipment 50,000 1,00,000
02
4. | Contingency expenditure (Travel, | 50,000 02 1,00,000

stationary &misc expenditure)

Total 17,51,800 (Rs
Seventeen Lakh Fifty
One Thousand Only)

Summary of the Estimated Expenditure for Rihand&Meja

Sn | Expenditure Head Amount (Rs.

1 | Fixed Estimated Expenditure in First Year 18,70,000

2 | Recurring Estimated Expenditure in First Year 15,00,000

3 | Recurring Estimated Expenditure in Second Year 16,20,000

! 4 | Recurring Estimated Expenditure in Third Year 17,51,800
[ 5 | Total Estimated Expenditure in three years 67,41,800
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UTTAR PRADESH

The National Institute of Health & Family Welfare .} T
Munirka, New Delhi - 110067 L

Memorane = of Understanding (MOU) between The Nationa Institute of Health &

4 Family Welfare (NIHFW), Munirka, New Delhi-110067 and Sanjay Gandhi Postgraduate
Institute of Medical Sciences, Lucknow regarding conducting training programs under
"Capacity Buiiding in Public Health Emergency and Hospital Preparedness for Health
Emergencies " (A Project of NIHFW in collaboration with MOHFW, New Delhi)

THIS CONTRACT is entered on this day ................... 2019 by and between, Sanjay
Gandhi Postgraduate Institute of Medical Sciences, Lucknow and The National Institute
of Health and Family Welfare (in short NIHFW), having its principal place of office at
Munirka, New Delhi, 110067 and Hereinafter, NIHFW will be calied as Client and Sanjay
Gandhi Postgraduate Institute of Medical Sciences, Lucknow as Institute.

WHEREAS, the Client wishes to have the Institute perform the services hereinafter referred to,
and

WHEREAS, the Institute is willing to provide these services as under
g Now, therefore, the Parties hereby agree as follows:

1. Services i. The Institute shall conduct training of Senior
’ Hospita] Administrators under "Capacity Building
in  Public Health Emergency and Hospital
Preparedness for Health FEmergencies”(One

Lt Co! Varun Bajpai VSM
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Term

3. Payment

iil.

iv.

Week) belonging the States of Bihar and Jharkhand.
Around 30 Senior Hospital Administrators, not below
the rank of Deputy Medical Superintendents and
Medical Superintendents shall be trained and at least
one mentor from the NIHFW will be supervising the
training program. A total of 3 training programs per
annum will be conducted by the Institute from
.................. 201910 ................,2020.

The participants  will be identified by name,
designation, qualification, experience, area of expertise, by
the state as agreed mutually by the Institute and client
(through Capacity Building in Public Health Emergency
and Hospital Preparedness for Health Emergencies at
NIHFW in collaboration with MOHFW, New Delhi).

The Institute shall conduct the training as per guidelines
provided by Client.

The Institute shall submii to the client the report related to
the training program and expenditure of the training within
a month of completion of the training program, providing
details of the participants and intern.. external resource
persons and over-all outcome of the training.

The Institute shall ensure optimum quality in the
delivery of training and shall provide evidence of
acquisition of new knowledge and skills by articipants.

The Institute shall hire/provide appropriate venue to
organize training/workshop as may be suggested or
directed and approved by the client.

The Institute shall perform the services during the period
commencing from .................... 2019 after signing of
this MOU and continue through the agreed period up to
31° March, 2020.The design and session plan of the
training as per the standardized introductory document and
resource material.

Ceiling

For services rendered as indicated at (1) of this contract,
the client shall pay an amount of Rs. 13,06,000/- (Rupees
Thirteen Lakh Six Thousand only) allocated for the
activities of the 6 Days Training Course and an amount of
Rs. 40,650/~ (Rupees Fourty Thousand Six Hundred Fifty
only) allocated for institutional overhead on Senior

(9,\,\7
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4.

Project
Administration

ey

Hospital Administrators for one training course. The Total
amount for one Training course is Rs. 13,46,650.00. Client
will pay 90 % of the total amount of Rs. 13,46,650/-
(Rupees Thirteen Lakh Fourty Six Thousand Six Hundred
Fifty only)at same time and remaining balance (maximum
10%) is to be paid to the Institute after submission of
details of actual expenditure incurred in the training by
submitting Statement of expenditure and utilization
certificate.

The project staff / NIHFW officials will deal in respect
of client (NIHFW) regarding payments of their TA/DA
etc. separately.

The norms for incurring expenditure are placed at
annexure.

B. Schedule of Payment

The payment shall be made to the Institute by bank
draft /RTGS in favors of the Institute He»d or his / her
authorized nominee

Coordinators:

The Client shall designate Dr. Manish Chaturvedi, Nodal
Officer (Capacity Buiiding in Public Health Emergency
and Hospital Preparedness for Health Emergencies), Dr
.J. B. Babbar, Senior Consultant (Medical), Dr. Priyanka
Singh, Junior Consultant (Medical) who will be responsible
for coordination of activities under this contract including
preparation, facilitation of the training and other required
activities.

The Institute shall provide necessary support for
coordination of activities under this training.

Reports.

The Institute shall submit the report to the client related to
the training program, utilization certificate and a statement
of expenditure duly signed by Accounts officer and
Director, nominee by Director, within one month after

(9,\,\7
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5. Performance Standards
highest

6. Inspectors and Auditing

7. Confidentiality

8. Ownership of Material

9. Assignment

10. Law Governing Contract
and Language

11. Termination

. N

completion of the training course and not later than 3]st
March.2020 positively.

The Institute undertakes to perform the services with the

standards of professional and ethical competence and
integrity.

The Institute shall permit the client and/or persons or
auditors, appointed by the client to inspect and/or audit its
accounts and records and other documents relating to
submission of the proposal to provide the services and
performance of the contract. In case the Institute fails to
comply with the obligations, the client shall be fully
empowered to terminate the contract.

The Institute shall not, during the term of this contract
and within two years after its expiration, disclose any
proprietary or confidential information relating to the
services without the prior written consent of the client.

Any studies, reports or other material, graphics,
software or other material prepared by the Institute icr
the client under the contract shall belong to and remain
the property of the Client. The Institute may retain a
copy of such documents and software.

“he Institute shall not outsource this:contract or sub-
ontract any portion of it without the Client's prior
written consent.

The Contract shall be governed by the Indian laws.

The client may terminate this contract with prior written
notice of at least fen (10) working days to the Institute
after the occurrence of any of the events specified
below:

(a) Ifthe Institute does not remedy a failure in the
performance of its obligations under the contract
within seven (7) working days after being notified,
or within any further period as the client may have
subsequently approved in writing;

(b) 1f the Institute, in the judgment of the client, has
committed any irregularity in performing the
Contract.

(9,\,\7
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(c) It the client, in its sole discretion and for any
reason whatsoever, decides to terminate this
Contract.

And, whereas in order to epable Sanjay Gandhi Postgraduate Institute of Medical Sciences,
- Lucknow and NIHFW, New Delhi to effectively discharge their respective responsibilities and
obligations under the MOU, the Director, NIHFW and the Director, Sanjay Gandhi
Postgraduate Institute of Medical Sciences, Lucknow do hereby commit to put in place
effective systems to deliver on the measurable outcome set out in this MoU.

The Director, NIHFW, The Director, Sanjay Gandhi Postgraduate Institute of Medical
Sciences, Lucknow having accepted the respective responsibilities and obligations described
in this memorandum and having agreed to the terms and conditions contained hercin, do set
their hand to this MOU on this day of the....................... ,2019.

~

(
For the Client

Director
NIHFW, New Delhi

f
\ b “ Q/V/
( el ) ( J
For'the Client For the Institute
Head, Hospital Administration Faculty In-charge, Research Cell
SGPGIMS, Lucknow SGPGIMS, Lucknow
Witness: Witness:
Name- Name-
Signatures- Signatures-

F/VJ
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. Certificate Issued Date
Account Reference
Unique Doc. Reference
Purchased by
Description of Document
Property Description
Consideration Price (Rs.)

First Party

Second Party

Stamp Duty Paid By
Stamp Duty Amount(Rs.)

G
INDIA NON JUDICIAL

Governmgggwqfﬁ!}!_ggigpal ga[ﬁital Territory of Delhi

IN-DL59354563423124S

20-Jul-2020 03:07 PM

IMPACC (IV)/ di988103/ DELHI/ DL-DLH
SUBIN-DLDL98810327332907933210S
JSS MEDICAL RESEARCH INDIA PVT LTD
Article 5 General Agreement

Not Applicable

0
(Zero)

JSS MEDICAL RESEARCH INDIA PVT LTD i
SANJAY GANDHI POSTGRADUATE INSTITUTE OF MEDICAL SCIENCES

JSS MEDICAL RESEARCH INDIA PVT LTD

100
(One Hundred only)

CLINICAL TRIAL AGREEMENT
DATED 21 Jul 2020

JSS Medical Research India Pvt Ltd, Vatika Mindscapes (Tower B), Plot 12/2, Sector 27D,

Faridabad- 121003 (Haryana) India (AS THE CRO)
AND

Sanjay Gandhi Postgraduate Institute of Medical Sciences, Raebareli Road, Lucknow, Uttar Pradesh 226014

(AS THE SITE/INSTITUTION)
AND

Dr. Vikas Agarwal, Professor, Clinical Inmunology, Sanjay Gandhi Postgraduate Institute of Medical
Sciences, Raebareli Road, Lucknow, Uttar Pradesh 226014 (AS THE PI)

Page 10f23

()/VJ

Lt Co! Varun Bajpai VSM
Executive Registrar
SCPGIMS, Luckniow


Lenovo
ER


TABLE OF CONTENTS

Page

] Definitions and INEIPretations...........cvceeurirererrirereeesiesiese e csessee e saesseseseseseesssoseseneneesesenens 4
2 SCOPE Of AZTEEMENL ....c.veiuiiiiiiiiiicicreeeti ettt ss st es et ss s s s eesse e seenaea e 6
3 RGN . ovremmremer. o, e T e e PRSP R IO 0, OO i o i 6
4 CHNICAL THIAL ..ottt st e eee et et eeeeseenaesenas 6
5 Responsibilities and Obligations of the Parties .........ce.cveeueiecueeieeeeivieice e eteaee e 7
6 Representations, WarrantieS and COVENANES ......covveeeveeverceeeereirereeesseiesereesssesessesssssssssossnssssnesons 8
7 JUSE GlalNAmErs.. . ... 109, 5. SO, I, oSt 1. [SEEeTmmes, S SO . 9
8 Ownership of Property and Data.........cccccccieecniieeicerieees et sastsse s et v s ee e 10
9 Record Retention and Site AUAIS ..c..o.eiiic et e st 10
10 PUDLICAION. ...ttt r et e se b enesses s as s menee e s 10
11 F S cvecimmremmsmsmrvesmismarssaassavsasstvs s soeass s ae s oA e e o T oo ST TSRS oS o E nenan T SEETEN LT T L T, 3, S 10
12 TISUTANCE c.iviniiii ettt ettt e ettt st e s besa et s aaa et e sestantessassaareensenn 11
13 INAEMNITICATION ..ot et b et sa s bt s bbb s e e e emee 12
14 CONFIAENTIAILY ...ttt e se et e er e sttt eb e s e ransrserebesbssenseeereeanessane 13
IS5 TOIMINATION ottt sttt et ettt a et reses s s sbasastsaesebasesetesnesenen 14
16 MISCEHANEOUS. ...ttt sttt b s b s bbb s et sseebassebssen sesbeesennnans 13
SCHEDULE A: List of Services of the PI and the SIte ........ccccvrrreeireeiireinreceeerereee e e evenns,s 18
SCHEDULE B: Budget gnd Payment SChedules. ..ot 19
SCHEDULE C: Estimated Budget for Screen Failure......ovvevevecicvenienicciseeeeeeceniereiesesesesvesseesennens 22

\n

Page 2 of 23

(9,\,\7

Lt Co! Varun Bajpai VSM
Executive Registrar
SCPGIMS, Luckniow


Lenovo
ER


This Clinical Trial Agreement (the “Agreement”) is dated: 21 Jul 2020. @

BETWEEN:

JSS Medical Research India Private Limited., a company registered under the provisions
of Indian Companies Act, 1956, having its office at 12/2, 6" Floor, Tower-B, Vatika
Mindscapes, Sector 27-D, Faridabad-121003, Haryana, India acting through Dr. Renu
Razdan, Vice President, India being authorized to sign this Agreement on behalf of Sponsor,
Medanta Institute of Education and Research (hereinafter referred to as “JSS India/ CRO”
which expression shall mean and include unless repugnant to the context, its successors and
permitted assigns).

And

Dr. Vikas Agarwal, working as Professor at Clinical Inmunology & Rheumatology,
Sanjay Gandhi Postgraduate Institute of Medical Sciences, Raebareli Road, Lucknow,
Uttar Pradesh 226014 (hereinafter referred to as the “PI” which expression shall mean and
include unless repugnant to the context, its successors and permitted assigns).

OR

Sanjay Gandhi Postgraduate Institute of Medical Sciences,, a [hospital] registered under
the provisions of [Indian Companies Act, 1956 OR any other relevant law], having its
registered office at Raebareli Road, Lucknow, Uttar Pradesh 226014 , Dr. R K Dhiman,
Director of SGPGIMS being authorized to sign this Agreement (hereinafter referred to as the
“Site” which expression shall mean and include unless repugnant to the context, its

successors and permitted assigns).

JSS India, the P, and the Site shall hereinafter be referred to individually as “Party” and
collectively as “Parties”.

Whereas:

N

A. JSS India is a CRO and is in the business of providing Clinical Trial Site Management

Services, Clinical Trial Monitoring Services and Clinical Data Management Services and
certain other services related to any clinical study including site and principal investigator
identification, regulatory, pharmacy services, identification and management of other
agencies related to a clinical study translation of documents.

. Medanta Institute of Education and Research (hereinafter referred to as “Sponsor”) has
engaged JSS India as a CRO for conducting the Clinical Trial entitled “A Multi-center,
Randomized Controlled, Phase III Study to evaluate the Clinical Outcomes and Safety of
Tocilizumab along with Standard of Care in Patients with Cytokine Release Syndrome

associated with COVID-19 infection”.

The Site is engaged in [Clinical Trials] and the PI is a Professor at the Site. The PI is
authorized to conduct the Clinical Trial at the Site.

D. JSS India, on behalf of the Sponsor, desires to conduct the Clinical Trial in respect of the

Drug under the direction and supervision of the PI using the facilities of the Site and the PI
and the Site have represented willingness to participate in the Clinical Trial.

. The Parties are now desirous of conducting the Clinical Trial in accordance with the terms
and conditions hereof.

M Page 3 of 23
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1.1

()

“Adverse Event” shall mean adverse event(s) as provided in the Protocol or any Clinical Trial
Document, which may occur to a Subject due to administration of the Clinical Trial Drug.

Definitions and Interpretations

In this Agreement:

“Applicable Laws” shall mean any applicable statute, law ordnance, regulation, rule, guideline,
order, bylaw, administrative interpretation, writ, injunction, directive, judgment, or decree or
other instrument which has the force of law in India.

“Budget” shall mean the budget agreed by the Parties in respect of conducting the Clinical Trial
as more specifically described in Schedule B.

“Case Report Form” shall mean the case record form for each Subject in the form and manner
provided by JSS India.

“Clinical Trial” or “Study” shall mean a clinical trial entitled “4 Multi-center, Randomized
Controlled, Phase I11 Study to evaluate the Clinical Outcomes and Safety of Tocilizumab along
with Standard of Care in Patients with Cytokine Release Syndrome associated with COVID-19
infection” conducted as per the approved Protocol.

“Clinical Trial Documents™” shall mean and include all documentation received from JSS India
in respect of the Clinical Trial, including but not limited to (i) Protocol; (ii) Information
Brochure, (iii) Informed Consent Form; (iv) Case Record Form; (v) Questionnaires; (vi) Patient
Diaries and (vii) any other document as JSS India may, from time to time, provide.

“Confidential Information” shall medn and include, but is not limited to: any and all
information and documents disclosed by JSS India in relation to the Clinical Trial/ this
Agreement or developed hereunder by the PI, the Site or its associated staff, whether such
information is disclosed in writing, graphically, electronically or in other machine-readable
format, by way of sample or specimen, or in any other format by JSS India/ Sponsor.
Confidential information includes but is not limited to formulations, drug products, clinical
studies, results of studies, study protocol, personal information relating to patients of a study,
pricing, discounts, business proposals, specifications, operation methods, business plans,
marketing information and customer information which JSS India/ Sponsor provides or
discloses to the Site and P or to any of the Site's directors, officers, employees, representatives,

agents and advisors under this Agreement.

“Disability” shall mean an event where either Party may be delayed or hindered in or prevented
from the performance of any act required hereunder by reasons of strike, lockouts, labor
troubles, inability to procure materials or services, failure of power or restrictive government
or judicial orders, or decrees, riots, insurrection, war, acts of god, pandemics, inclement weather
or other reason or cause beyond that Party’s reasonable control.

“Dispute Notice” shall mean a written notice issued by an aggrieved Party to the other Party in
relation to any controversy, conflict or dispute of any nature arising out of or relating tc or in
connection with the provisions of this Agreement.

“Drug” or “Clinical Trial Drug” shall mean ‘Tocilizumab’ drug in respect of which the Clinical
Trial is being conducted.

“Drugs Act” shall mean the Drugs and Cosmetics Act, 1945 and rules made there under or any
other enactment that may be in force in India.

“Effective Date” shall mean the date on which this Agreement shall come into effect.

K ,(_/ \\O)L Page 4 of 23
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“Ethics Committee” or “Institutional Ethics Committee” shall mean the ethics committee
formed by the Site and the independent ethics committees formed in accordance with the
Applicable Laws to review and approve all types of research proposals involving human
participants on the Site with a view to safeguard the dignity, rights, safety and wellbeing of all
such actual and potential research participants.

“Fee” shall mean the fees and expenses, expenses and pass-through costs incurred in
performing the Services payable by JSS India, or if so authorized, by JSS India in respect of
the Clinical Trial as provided in Schedule B, herein.

“ICH GCP Guidelines” shall mean the International Council for Harmonisation -Good
Clinical Practice issued by Helsinki Declaration in June, 1964 with applicable updates and

amendments thereof.

“ICH” shall mean International Conference on Harmonization of Technical Requirements for
Registration of Pharmaceuticals for Human Use.

“Indian GCP” shall mean Good Clinical Practice guidelines, issued by the Indian Council of
Medical Research.

“Information Brochure” shall mean the information brochure of Sponsor relating to the Clinical
Trial. s

“Informed Consent Form” or “ICF” shall mean a written consent form provided by JSS India
which is duly approved by the appropriate authorities and the Ethics Committee in respect of a
Clinical Trial, which is required to be signed and acknowledged by the Subject.

“Invoice” shall mean an invoice raised by the Pl and/ or the Site in respect of the Services
performed by the PI and/or the Site, in accordance with this Agreement.

“Subject” shall mean the patient who is enrolled in the Clinical Trial by the PI as per the Ethics
Comimittee approved Protocol and upon whom the Clinical Trial is being conducted by the P1
and/or the Site.

“Payment Milestone” shall mean payment milestones for payment of the Fees as more
specifically described in Schedule B.

“Protocol” shall mean Protocol No. TCZ/COVID-19/01/2020 as provided by JSS India/ Sponsor
and approved by the Ethics Committee.

“Price” shall mean the approved payment rates detailed in the budget proposal attached hereto as
Schedule ‘C’ and in accordance with the milestones mentioned therein (the “Price and Payment
Schedule”). The Price shall be the total consideration and includes the consideration for purchase
of'any equipment or hiring of any manpower, required if any, in connection with the Clinical Trial.

“Screen Failure” shall mean the screen failure as defined in the Protocol.

“Serious Adverse Event” or an “SAE” includes all adverse experience(s) which are defined as
serious in accordance with the Protocol, ICH guidelines and/or any other Applicable Laws.

“Services” shall mean the services to be provided by the PI and the Site as detailed in Schedule
A :

“Site Indemnitee” shall mean the Site and its employees and its associated staff.

A28
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1.2.1

[

[U5]

[F8]

4.1

4.2

I

“Sponsor Property” shall mean all data and information generated or derived by the Site/ PI
arising out of any Services performed by them and/ or resulting from the conduct of the Clinical
Trial or this Agreement.

“Standard Operating Procedures” or “SOP” shall mean the written code specifying the
standard operating procedures in respect of the Clinical Trial of the Sponsor/ CRO.

In this Agreement:
words denoting the plural number include the singular and vice versa;

references to Recitals, Clauses and Schedules are references to recitals, clauses and schedules to
or of this Agreement;

references to this Agreement include the Recitals and the Schedules;

the headings and contents page(s) are for the purpose of reference only, have no legal or other
significance, and shall be ignored in the interpretation of this Agreement;

references to any document (including, without limitation, to all or any of the Relevant
Documents) are, unless the context otherwise requires, references to that document as amended,
supplemented, novated or replaced from time to time;

references to statutes or provisions of statutes are references to those statutes, or those provisions,
as from time to time amended, replaced or re-enacted; and

references to any Party include its successors, transferees and permitted assignees.

Scope of the Agreement

The Site and the PI agrees to perform the Clinical Trial for and on behalf of the JSS India/ Sponsor
in accordance with the Protocol and/or any other document specifically provided in this respect by
JSS India. The Site and the PI further agrees to adhere to ICH GCP, Indian GCP and all Applicable
Laws and regulations for the conduct of the Clinical Trial.

Term

This Agreement shall commence on the Effective Date and shall continue for a period of 03
(three) years from the.Effective Date or till the date it is terminated earlier in accordance with

this Agreement (the “Term”).

Clinical Trial

Clinical Trial Initiation: JSS India shall provide the PI all Clinical Trial Documents. The P and/or
the Site shall obtain the approval of the Ethics Committee in respect of the Clinical Trial. If the PI
and/or the Site are unable to obtain the approval of the Ethics Committee within such duration,
the Parties shall agree upon an alternative duration within which the PI and/or the Site shall
obtain such approval. It is expressly agreed that the JSS India may terminate this Agreement if
such approval is not obtained by the PI and/or the Site within the time period prescribed

hereunder.

Duration: The estimated duration for a Clinical Trial is defined in the Protocol including follow-
ups. The Site and the PI acknowledge that a Clinical Trial may be discontinued at any time, upon
written instructions from JSS India.
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4.3 Completion of Subject related procedures: A Clinical Trial shall be considered to be completed
when criteria for completion as specified in the Protocol are met.

4.4 Biological Materials: In the event the Protocol requires collection of bodily fluids from the Study
Subjects ("Biological Materials") then the PI shall obtain prior informed consent of the Subjects in
this regard.

h Responsibilities and Obligations of the Parties

5.1 JSS India shall be responsible for the following:

i. Clinical Trial Documents: Providing all the Clinical Trial Documents in advance or on time to
the PI and/or the Site on behalf of Sponsor.

ii. Other Duties: Site Monitoring, Medical Monitoring, Clinical Data Management, including
electronic data capture Statistical Programming, Clinical Trial supplies, contract and vendor
Management, Clinical Study Report preparation & IMP logistic management.

5.2 The PI and/or the Site shall be responsible for the following:

a. The PI shall be responsible that the Clinical Trial should be conducted as per the Protocol,
GCP Guidelines and Investigator’s undertaking. For the tasks performed, Standard Operating

procedures are to be documented.

b. PI shall be responsible for the identification and documentation of any and all Adverse Events
and/ or Serious Adverse Events.

¢. Upon request by JSS India, the PI will provide JSS India all information needed by JSS
India and/or Sponsor.in the clinical sections of regulatory submissions to any regulatory
agency including but not limited to, the “Investigational New Drug”, annual report and the
NDA (“New Drug Application”) safety update, as well as regulatory submissions to other
such agencies, in accordance with the Applicable Laws.

d. The PI agrees that as soon as minimum essential information about an SAE becomes available
to PI, it will immediately report such information to JSS India and/or Sponsor, as directed in
the Protocol. The PI will act reasonably to provide to the JSS India with at least the minimum
essential information about an SAE, as identified in the Clinical Trial Documents at the
earliest. The PI will not postpone or cause delay in reporting any such information to JSS India
and/or Sponsor irrespective of whether more detailed information may become available at a
later time, or because the available information is not yet confirmed.

e. The Pl is responsible for making available any and all other safety information, as directed by
JSS India and/or Sponsor, in accordance with regulatory standards and the Clinical Trial

Documents.

53 Regulatory Agency Audit; The PI and the Site will inform JSS India and Sponsor within twenty-

four (24) hours of being notified of a regulatory agency audit (if advance notice is given by any

_applicable regulatory agency) or within twenty-four (24) hours of the beginning of any applicable

regulatory agency audit (if no advance notice is given by the applicable regulatory agency). The PI

and the Site shall provide JSS India with a copy of all Clinical Trial specific observations made

during a regulatory audit at the PI and/or the Site’s facilities, immediately upon receipt of such

information. The PI shall cooperate fully with JSS India in any such investigation, and in the
implementation of appropriate action plans for such observations.

6 Representations, Warranties and Covenants.
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6.1

)

JSS India represents, warrants and covenants as follows:

(@

(b)

(©)

(d

(e)

Formation/ Power and Authority: JSS India is duly formed and validly existing under the
laws of India and has all requisite power and authority, to own and operate its business
and properties and to carry on its business as such business is now being conducted and to
execute and deliver this Agreement and to perform its obligations hereunder.

Compliance with Applicable Law: JSS India represents and warrants that it is in full
compliance at all times and shall continue to be in compliance at all times with all
Applicable Laws of India.

Permits: JSS India will or it shall cause Sponsor to identify all permits and approvals
necessary or helpful in connection with the conduct and successful completion of the

Clinical Trial.

Freedom to Use: JSS India hereby represents and warrants that Sponsor may freely
use, practice, reproduce, distribute, make and sell all intellectual property rights and
any other advice, data, information, inventions, works of authorship or know-how,
including Sponsor Property and any deliverables, that JSS India conveys or provides
hereunder without restriction and without infringing or misappropriating any third
party’s (e.g., a university’s or corporation’s) intellectual property or other rights.

Debar: JSS India certifies that it has not been debarred under any Applicable Laws and
that it will not employ any person or entity that has been so debarred in respect of any

Clinical Trial.

JSS India agrees that it will promptly notify the other Parties in the event of any such
debarment, conviction, threat or indictment occurring during the Term.

The Site represents, warrants and covenants to JSS India and Sponsor as follows:

@

(b)
(©)

(d)

©

7

Formation/Power and Authority: The Site is duly formed and validly existing under the
Jaws of India and has all requisite power and authority, to own and operate its business
and properties and to carry on its business as such business is now being conducted and to
execute and deliver this Agreement and to perform its obligations hereunder.

Compliance with Applicable Law: The Site represents and warrants that it is in full
compliance at all times and shall continue to be in compliance at all times with all

Applicable Laws of India.

Ethics Committee: The Site represents that it is duly authorized by the Ethics
Committee of the Site to do so, agrees to enroll Subjects up to such higher numbers as
agreed upon with JSS India in writing from time to time to meet the subject selection
criteria described in the Protocol.

Freedom to Use: The Site hereby represents and warrants that the JSS India/ Sponsor
may freely use, practice, reproduce, distribute, make and sell all intellectual property
rights and any other advice, data, information, inventions, works of authorship or
know-how, including Sponsor Property and any deliverables, that the Site conveys or
provides hereunder without restriction and without infringing or misappropriating any
third party’s (e.g., a university’s or corporation’s) intellectual property or other rights.

Debar: The Site represents that it has never been, and its employees, and investigators,
who will be rendering their services in respect of the Clinical Trial have never been
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debarred or convicted of a crime for which a person can be debarred under the
provisions of the Drugs Act or any other Applicable Laws.

i. The Site agrees that it will promptly notify JSS India in the event of any such
debarment, conviction, threat or indictment occurring during the Term, or the
three (3) year period following the termination or expiration of this Agreement.

ii. The Site agrees not to employ or otherwise engage during the Term any
individual who will be rendering services to the PI and/or the Site in respect of
the Clinical Trial who has been (i) debarred or (ii) convicted of a crime for
which a person can be debarred.

il Upon JSS India request from time to time, the Site will certify in writing, the
Site’s compliance with the foregoing provisions of this paragraph.

6.3 The PI represents, warrants and covenants to JSS India as follows:
(a) Power and Authority: The PI hereby represents that it is duly registered in accordance

with the Applicable Laws, and it has all power and authority (legal, corporate or other)
to execute and deliver this Agreement and to perform its obligations hereunder.

(b) Ethics Committee: The PI representing that he is duly authorized by the Ethics
Committee of the Site to do so, agrees to enroll Subjects up to such higher numbers till
the study recruitment target is achieved as agreed upon with JSS India in writing from
time to time to meet the subject selection criteria described in the Protocol.

(© Debar: The P represents that it has never been debarred or convicted of a crime for
which a person can be debarred under the provisions of the Drugs Act or any other

Applicable Laws.

i. The PI agrees that it will promptly notify JSS India in the event of any such
debarment, conviction, threat or indictment occurring during the Term, or three
(3) year period following the termination or expiration of this Agreement.

ii. Upon JSS India request from time to time, PI will certify in writing, the P1
iii. compliance with the foregoing provisions of this paragraph.
7 Use of Name

No Party shall use the name of another Party either expressly or by implication in any news or
publicity release, policy recommendation or commercial fashion without the express written
approval of that Party. Nothing herein shall be construed as prohibiting by JSS India and/or
Sponsor from reporting on this study to a governmental agency and to other investigators studying
the Drug, or of exercising its publication rights in accordance with Clause 10.

8 Ownership of Intellectual Property and Study Data

Sponsor shall have sole ownership and rights to the Study Data (defined below), Clinical Trial
results including any deliverables, inventions or discoveries relating to the Drug/ Clinical Trial,
whether patentable or not, made in the performance of this Agreement. The PI/ Site is obliged to
report any inventions or discoveries promptly to JSS India.

9 Record Retention and Site Audits

a. The Site shall retain all records and documents pertaining to a Clinical Trial for a period of
at least twenty five (25) years, following the latest of the following dates: (a) the date on
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which a marketing application for the particular Clinical Trial Drug is approved by the
appropriate government body and/or other applicable regulatory authorities and until there
are no pending or contemplated marketing applications in an [CH region (any other
applicable regulation) (b) the date of completion of the Clinical Trial, or (c) if the Clinical
Trial is discontinued before completion, the date on which the any applicable regulatory
authorities are so notified.

b. JSS India / Sponsor may monitor and audit the Site and the PI’s performance of the Clinical
Trial. Such audits may, as JSS India/Sponsor so elect, comprise: (a) inspection of the PI's and/
or the Site’s facilities and records relating to the rendering of Services to or for a Clinical Trial;
(b) review of the PI and/or the Site’s compliance with licensures and certifications as per the
Applicable Laws; and (c) the PI’s adherence to Applicable Laws, including in particular, but
without limitation, Indian GCP and ICH GCP Guidelines.

10 Publications

The Sponsor shall retain ownership of all original Case Report Forms, data, documents,
analyses and reports that result from the Clinical Trial (“Study Data”). Notwithstanding the
foregoing, the PI and the Site understand and agree that participation in the Clinical Trial may
involve a commitment to publish the data from the Clinical Trial in a cooperative publication
with other investigators prior to publication or presentation of individual investigator results.
Accordingly, the PI and the Site agree that they will not independently publish, publicly
disclose, present or discuss any results of or information pertaining to the Clinical Trial until a
multi-center manuscript is published provided however, that if a multi-center manuscript is not
published within one year after completion of the Clinical Trial at all Clinical Trial sites, Site/
PI will have the right to publish the Clinical Trial results generated by the PI. The Pl and the
Site may only publish the results of the Clinical Trial in accordance with Applicable Laws and
with prior written information to Sponsor and JSS India. The PI and the Site agrees to delete
any information that may be confidential or proprietary.

11 Fees

11.1

11.1.1

11.2

11.2.1

Budget: The CRO/ Sponsor, PI and/or the Site shall provide an estimate of the budget to the
other Parties on or before site selection. The Parties shall negotiate and agree on the Budget
and the Budget shall include Fees, the costs for conducting the Clinical Trial and any other

incidental and/or overhead charges.

The Budget may only be modified in exigent circumstances, and only with the prior written
consent of JSS India. It is expressly agreed that tests or services not required by the Protocol
or performed in excess of Protocol requirements shall not be compensated by the JSS India
unless the PI and/or the Site have taken the prior written consent of JSS India before
administration of such tests or services.

Pavment of Fees and Expenses to the P1 and/or the Site: The CRO- JSS India shall provide the
PI and/or the Site the Fees in accordance with Schedule B.

The PI and/or the Site shall be paid for all patients, including any Screen Failure patients. In
case the PI and/or the Site recruits more or less than the number of Subjects provided in the
Protocol, the consideration for their services will be prorated according to the actual number of
Subjects enrolled and the agreed per Subject consideration. The PI and/or the Site will also be
paid for Screen Failure patients. This consideration will be paid in addition to patients actually
randomized, in accordance with Schedule C.

Unless otherwise agreed by the Parties, the following shall apply:

(a) the PI and/or the Site will raise its Invoice for the Fees to the JSS India, on reaching the
Payment Milestone (as defined in Schedule B)] on a monthly basis; and
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11.2.2

11.2.3

12

@

(b) the JSS India, if so authorized, shall pay the invoiced amount within forty-five (45) business
days of the date of receipt of the Invoice. The payment shall be made through crossed
cheque/DD, as applicable:

PAYEE INFORMATION:
The total study budget will be paid to below payee details (after TDS deduction)

Payee details:

PAYEE NAME Director SGPGIMS Research account

GST No. 0SAAAJS39BN2ZN

PERMANENT ACCOUNT AAAJS3913N

NUMBER (PAN) OF PAYEE

BANK NAME SBI

BANK BRANCH & ADDRESS SGPGI branch, Raebareli Road, Lucknow, 226014
ACCOUNT NO. 10095237491

IFSC Code SBINO0007789

Taxes: Any goods and services tax, duty, value added tax, or other government instituted tax
or levy that may become payable in respect of the Services offered in this Agreement shall be
to the PI’s and/or Sponsor’s account. The payment shall be made after deducting all applicable
deductions as per Applicable Law, including tax deducted at source.

Final Payment: Upon completion or termination of the Study, the PI and/or the Site shall provide
a written notice to JSS that all work requested under this Agreement has been completed and all
monies due have been received. Acceptance of the payments as “final” constitutes such

acknowledgement.
Insurance

a. Sponsor shall maintain appropriate and adequate insurance coverage, as per applicable
regulatory guidelines, against any liability arising during the implementation of the Clinical
Trial, including a clinical trial insurance during the Term of this Agreement.

b. The JSS shall deliver copies of the certificate evidencing the insurance coverage in accordance
with this Clause 12 to the Site and the P1.

Indemnification

Indemnity: JSS India on behalf of Sponsor shall indemnify, defend and hold harmless the Site
Indemnitees, against any liability, loss, damage or expense (including reasonable attorneys” fees
and expenses of litigation) (“Loss”) incurred by or imposed on the Site Indemnitees in connection
with any claims, suits, actions, demands or judgments made or instituted against the Site
Indemnitees to the extent (i) they are the direct result of the administration of the Study Drug to a
Study Subject furnished by or on behalf of Sponsor or by a properly-performed Study procedure,
and (ii) such activities were conducted in compliance with the Agreement, the Protocol and

Investigator’s Brochure.
Exclusions from Indemnification: The JSS India obligation to indemnify in accordance with
Clause 13.1, expressly excludes any indemnity obligations to indemnify, defend and hold harmless

any Study Subject liability, damage, loss or expense incurred by or imposed on the Site
Indemnitees or any one of them in connection with any claim, suit, action, demand or judgment

arising:
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(i) from malpractice, negligence, recklessness, intentional or willful misconduct or omission of,
or the breach of the Agreement and/or the Protocol on the part of any Site Indemnitee;

(ii) from any activities contrary to or outside the scope of the Protocol or to other information
provided to any Site Indemnitee in connection with the Study or the Study Drug, including,
but not limited to information provided in the Investigator’s Brochure;

(iii) from any unauthorized representations and/or warranties made by any Site Indemnitee
concering the Study Drug;

(iv) in any case in which a Study Subject did not sign and agree to an Informed Consent Form;

(v) due to any failure on the part of a Site Indemnitee to comply with any Applicable Laws,
regulations or governmental requirements for which the Site shall indemnify, defend and hold
harmless Sponsor and its employees, officers, directors, contractors, successors, assign,

representatives or agents;
(vi) due to an omission by any Site Indemnitee to inform Study Subjects, to

a. inform PI and/or Site of any new diseases or medical conditions that have arisen
during the Study;

b. immediately notify Investigator, PI and/or Site of a personal injury or other damage
that may be the consequence of the Study;

c. agree in writing to all reasonable measures (which may include a post-mortem
examination) the objective of which is to investigate the cause and the extent of the
damage suffered or to mitigate such damage.

The Site, the PI, the Site Indemnitees, or the associated staff (each Party referred to as
“Indemnified Party”) seeking indemnification under Clause 13 above, directly or due to a
third-party claim shall give written notice to the JSS India, against whom such indemnification
rights are claimed. Pursuant to Clause 13 after receiving written notice of any such claim or
legal proceeding against it or discovering the liability, obligation, or facts giving rise to such
claim for indemnification, describing the claim, the amount thereof (if known and quantifiable),
and the basis thereof in reasonable detail; provided, however, that the failure to so notify the
JSS India/Sponsor shall not relieve the JSS India/Sponsor of its obligations hereunder except
to the extent such failure shall have materially prejudiced the JSS India/Sponsor or its defenses.
With respect to any claim by a third party with respect to which indemnification is being sought
by the Indemnified Party under Clause 13 above, the Indemnified Party shall have the right, at
its election and at the sole cost and expense of Sponsor, to proceed with the defense (including
settlement or compromise) of such claim or legal proceeding on its own if Sponsor fails to
initiate the same within fifteen (15) business days of receipt of the notice in writing of such
legal claim or proceeding from Sponsor; provided, however, that: (i) the Indemnified Party
shall obtain the prior written consent of the JSS India/Sponsor (which shall not be unreasonably
withheld or delayed) before entering into any settlement of a claim if (A) pursuant to or as a
result of such settlement, injunctive or other equitable relief will be imposed against Sponsor,
(B) such settlement does not expressly unconditionally release the JSS India/Sponsor from all
liabilities and obligations with respect to such claim or legal proceeding and all other claims
arising out of the same or similar facts and circumstances, with prejudice; or (C) involves
criminal or quasi-criminal allegations against the JSS India/Sponsor; provided, however, such
consent shall not be required if such settlement provides solely for the payment of monetary
damages and an unconditional release of liability of the Indemnified Party with respect to such
claim; (ii) no such settlement or compromise shall be conclusive evidence of the amount of
Loss incurred by the Indemnified Party or payable by Sponsor in connection with such claim
or legal proceeding; (iii) the JSS India/Sponsor shall be entitled to participate in the defenses
of such action, lawsuit, proceeding, investigation or other claim giving rise to the Indemnified
Party’s claim for indemnification, at its own expense; and (iv) if the Indemnified Party
abandons or fails to reasonably assume the defenses of any such claim or legal proceeding, JSS
India/Sponsor may assume control of the defenses of such claim or legal proceeding at its own
expense; provided, however, that if the JSS India/Sponsor shall control the defenses of any such

claim or legal proceeding it shall select legal counsel reasonably acceptable to the Indemnified
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Party, the JSS India/Sponsor shall obtain the prior written consent of the Indemnified Party
(which shall not be unreasonably withheld) before entering into any settlement of a claim or
ceasing to defend such claim, if (A) pursuant to or as a result of such settlement or cessation,
injunctive or other equitable relief will be imposed against the Indemnified Party, (B) such
settlement does not expressly unconditionally release the Indemnified Party from all liabilities
and obligations with respect to such claim and all other claims arising out of the same or similar
facts and circumstances, with prejudice, or (C) involves criminal or quasi-criminal allegations.

134  Site and Clinical Trial Insurance: Nothing herein contained shall be deemed to be a waiver of the
) insurance obligations of the Site/ P, and JSS India as contained in the Clinical Trial Agreement.

13.5  Entire Obligation

The foregoing terms constitute the entire indemnification obligation of JSS India/Sponsor in
relation to the Study.

13.6 The CRO on behalf of Sponsor shall pay the cost of all reasonable and necessary medical diagnoses
and treatment of any injury or illness sustained by a Subject arising out of or reasonably attributable
to the Clinical Trial Drug in accordance with the Applicable Laws and/ or Ethics Committee’s
directives, but only to the extent that said Subject’s insurance or other third-party insurance is
insufficient to cover said costs or as per the regulatory requirement. The CRO shall not be liable

for payments for a Subjects’ lost wages.

14 Confidentiality

a. Confidential Information disclosed by JSS India to the Site/ PI or developed hereunder by
the P1, the Site or associated staff shall remain the confidential and proprietary property
of the Sponsor, and shall only be disclosed to those who have a need to know the same
and shall be subject to the following provisions: (a) neither the PI, the Site, nor associated
staff or any other person engaged in the Clinical Trial shall disclose the said information
to any third party (other than JSS India or its representatives) without the prior written
permission of by JSS India and (b) neither the PI, the Site nor associated staff or any other
person engaged in the Clinical Trial shall use the said information for any purpose other
than the conduct of the Clinical Trial. However, nothing herein shall be construed as
preventing the PI or the Site from publishing the data generated from the Study, as
provided in Clause 10 above. Notwithstanding the performance, or the discharge for
whatever reason including breach of this Agreement, the provisions of this clause shall
remain in force for a period of [05] years from the date of execution of this Agreement

b. Confidential Information shall not include any information which:
) is already in the public domain at the time of disclosure;
(i) has been independently developed by the Institution or Investigator;
(iii) is required to be disclosed to a governmental authority pursuant to a valid court
order.

c. In handling a Subject’s medical records, the PI, the Site and associated staff shall hold in
strict confidence the identity of the Subject, and shall comply fully with any and all
Applicable Laws regarding the confidentiality of such records including applicable privacy
laws, regulations, and other standards regarding the protection of personal data.

15 Termination

15.1  JSS India may terminate the Agreement by written notice of at least one (1) month in advance.
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16.1

oW

G

The CRO may terminate this Agreement for any of following reasons:

a. Notification to any of the Parties from the local regulatory authorities to terminate
Clinical Trial.

b. Determination by JSS India that the PI and/or the Site is not performing the Clinical
Trial as required in the Protocol or is not meeting any agreed requirements.

c. Failure of the PI and/or the Site or its associated staff or any other person engaged in
the Clinical Trial to provide access by JSS India and/or its representatives to any and all
original medical records necessary to verify entries on the Case Report Forms.

d. Failure of the PI and/or the Site or its associated staff or any other person engaged in
the Clinical Trial (excluding Subjects) to be available, upon reasonable notice by JSS
India, to meet with JSS India or its representatives during the course of the Study as
necessary to discuss information relevant to the Study.

e. Failure of the PI and/or the Site to comply with any regulatory requirements, under the
Applicable Laws of India.

f, Unauthorized replacement of P1.

g. Determination by JSS India in writing that business or scientific considerations require
termination.

h. Case Report Forms provided to the Pl and/or the Site or its associated staff by JSS India
or its representatives for use in the Study, are not completed and forwarded to JSS India
or its designated representative, within the timelines prescribed by ISS India.

In case P is unable to continue as P1, he will propose the name of another investigator in writing
to JSS India. However, JSS India shall have the sole right to determine the acceptability of a
new PL
In the event that JSS India exercise its right to terminate the Study/ Agreement based on any of
the enumerated grounds above, written notice of its decision to exercise such right shall be
given by registered mail delivered fifteen (15) business days before said termination.
Immediately upon receipt of any notice of termination, the PI and/or the Site shall stop
recruiting patients into the Clinical Trial, and shall cease treatment with the Drug, to the extent
medically permissible, on the Subjects. In the event of termination, the payments under this
Agreement shall be prorated based on actual work performed in accordance with the Protocol.
The PI and/or the Site shall cause to return to the JSS India (i) all documentation in respect of
the Clinical Trial; and (ii) any funds not due under this calculation but already paid to the PI
and/or the Site.

Miscellaneous
Notices and Deliveries: Any notice required or permitted to be given hereunder by either Party

shall be in writing and shall be deemed given on the date received if delivered by hand or by a
reputable overnight delivery service, or three (3) business days after the date postmarked if sent
by registered or certified mail, return receipt requested, postage prepaid to the following

addresses:

If to JSS India JSS Medical Research India Private Limited
Vatika Mindscapes (Tower B), 6" Floor,
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16.4

16.5

16.6

0 v

)

Plot 12/2, Sector 27D, Faridabad-121003,
Haryana, India

Attention: Dr. Renu Razdan

Designation: Sr. Vice President, India
Telephone: +91 129 6613 500

E-mail: renu.razdan@jssresearch.com

If to the PI: Dr. Vikas Agarwal

Sanjay Gandhi Postgraduate Institute of

Medical Sciences, Raebareli Road, Lucknow,

Uttar Pradesh 226014

Designation: Professor at Clinical
Immunology & Rheumatology

Telephone: +91- 9793245857

E-mail: vikasagr@yahoo.com

If to the Site: Sanjay Gandhi Postgraduate Institute of
Medical Sciences, Raebareli Road, Lucknow,
Uttar Pradesh 226014

Attention: Dr. R K Dhiman
Designation: Director
Telephone: 0522-2494001
E-mail; director@sgpgi.ac.in

Amendment; No Party may amend any of the terms of this Agreement except by a written
amendment/ agreement signed by the Parties. In addition, any amendment to the Protocol must be
approved in writing by Sponsor, DCGI and Institutional Ethic Committee.

Independent Contractor Relationship: The Parties are independent contractors and nothing
contained in this Agreement shall be construed to place them in the relationship of partners,
principal and agent, employer/employee or joint ventures. The Parties agree that all employees/
consultants of the PI and/or the Site shall remain employees/ consultants of the Site and

performance of services under this Agreement shall not be construed as transfer of their

employment to JSS India.

Assignment: This Agreement may be assigned by JSS India to any of its affiliates or to any third
party with the prior written confirmation of the Sponsor. The PI and the Site shall not assign this
Agreement without the prior written consent of JSS India.

Third Party Beneficiary: The Sponsor shall be considered a third-party beneficiary of this
Agreement, entitled to all the rights and benefits hereunder as if it were a direct party to this

Agreement.

Force Majeure: In the event either Party shall be delayed or hindered in or prevented from the
performance of any act required hereunder by reasons of a Disability, then performance of such
act (except for the payment of money owed) shall be excused for the period of such Disability.
The Party incurring the Disability shall provide notice to the other of the commencement and
termination of the Disability. In case a Disability continues for more than three (3) months, the
Party(ies) unaffected by the Disability may terminate this Agreement upon prior written notice
to the affected Party. Should the Disability affect the performance of both parties, then such
termination shall only be by mutual written agreement.
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16.7

16.8

16.9

16.10

16.11

16.12

Survival: Sections 8, 9, 13, 14, 15, 16.2, 16.3 and 16.11 of the Agreement 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. 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.

Severability: If any provisions herein are found to be unenforceable on the grounds that they
are overly broad or in conflict with Applicable Laws, it is the intent of the parties that such
provisions be replaced, reformed or narrowed so that their original business purpose can be
accomplished to the extent permitted by law, and that the remaining provisions shall not in any
way be affected or impaired thereby.

Counterparts: This Agreement may be executed in any number of counterparts, each of which
shall be deemed an original and all of which taken together shall be deemed to constitute one
and the same instrument. Delivery of an executed signature page of this Agreement by facsimile
transmission shall be as effective as delivery of an original executed counterpart of this

Agreement.

Governing Law. This Agreement shall be governed by the laws of India, and the courts of Delhi
alone shall have exclusive jurisdiction in respect thereof.

Dispute Resolution: The Parties shall endeavor to resolve all disputes amicably by meetings caused
between designated officials of each Party, within fifteen (15) days of receipt of a Dispute Notice.
If the Parties are unable to resolve any dispute within the above referred fifteen (15) days, then the
dispute shall be resolved by arbitration through a sole arbitrator jointly appointed by all Parties as
per the provisions of the (Indian) Arbitration and Conciliation Act, 1996, as amended from time to
time. If the Parties are not able to agree on a sole arbitrator, within fifteen (15) days of referral of
a dispute to arbitration, the dispute shall be resolved by a panel of three (3) arbitrators. The Site
and the P1 shall appoint one (1) arbitrator, and JSS India and Sponsor shall appoint one arbitrator.
The two (2) arbitrators so appointed shall jointly appoint the third arbitrator which shall be the
presiding arbitrator. The venue of arbitration will be Lucknow, India. Cost of arbitration including
but not limited to fees of arbitrator(s) shall be shared equally by all Parties or as per the award of

the arbitrator(s).

Interim Relief: Nothing shall preclude either Party from seeking an interim, from a court having
jurisdiction to grant such relief. The pursuit of interim relief shall not be a waiver of the duty
of any of the Parties to pursue any remedy (including for monetary damages) through the
arbitration as more specifically described in Clause 16.10 above.

IN WITNESS WHEREOF, this Agreement has been executed by the Parties hereto through their duly
authorized officers on the date(s) set forth below.

JSS India The Principal Investigator

By: .
Print Name:  Mr. Kishor Kumar Print Name: Dr. Vikas Agarwal
Title: Chief Financial Officer Title: Professor at Clinical Immunology
JSS Medical Research India
Private Limited
y Qe
Date: 2 j[; [ W N i Date: )3 Jut7 1o
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The Site

By:

Print Name:

Title:

Date:

W

Dr. RK Dhiman,

Director,
SGPGIMS, Lucknow

35 D7 ADAD
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CLINICAL STUDY AGREEMENT

TNE

This Clinjcal Study Agreement (“Agreement”) is made as of ~ (the “Effective
Date”) by and among -

Medclin * Research Pvt. Ltd. Having its registered office at Acropolis, unit 10/5 ,
10th ﬂoog 1858/1, Rajdanga Main Road, Kol-107(“*CRO™)

And
Sanjay Gandhi Postgraduate Institute of Medical Science, New PMSSY Rd, Raibareli Rd,
Lucknowi Uttar Pradesh, 226014.

YR

Prof. Uday C Ghoshal, Department of Gastroenterology to be the signatory for this agreement
and he will perform this research work. :

WHEREAS,

Sponsor (Zydus Healthcare Limited, CTS No. 460/6, 1. B. Patel Road, Village Pahadi, Goregaon
(East), Mumbai 400063, Maharashtra) based on the representation and warranties given by the
CRO, desires to engage CRO on non-exclusive basis to initiate study of “Multicentric, Phase IV,
randomi%}fed, double blind, placebo controlled trial to assess effectiveness and safety of
Lactobacillus acidophilus LLA-5® and Bifidobacterium BB-12® in the trcatment of Non-
Constipafed Irritable Bowel Syndrome in adults aged 18 years to 65 years” (hercinafter referred
to as the “Study™)

et
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a.

The CRO has approached the Institution and Principal Investigators to perform the study
in accordance with the corresponding Protocol, and all applicable rules and regulations.
The Institution and P1 agree to conduct the study in accordance with the same.

The Institution is equipped to undertake the Study and the Institution, CRO and Principal
Investigator have agreed to perform the Study according to the terms and conditions

hereinafter set forth.

1. REPRESENTATIONS AND WARRANTEES:
a. Each party represents and warrants to and covenants with the other that:

I

ii.

1il.

1v.

It has been duly incorporated or created and is validly subsisting and in good standing
under the applicable laws of its incorporation mentioned elsewherc in this agreement;
wherever applicable,

It has the corporate power and authority to enter into and perform its obligations
under this Agreement, whenever applicable,

This Agrecment has been duly authorized, cxecuted and delivered by it and
constitutes a valid and binding obligation enforceable against it in accordance with its
terms;

Neither the execution and delivery of this Agreement by either party, nor the
performance by such party of its obligations here under nor compliance by such
party with the provisions hereof will violate, adversely effect, contravene or breach or
creatc a default or accclerate any obligation under any indenture, mortigage, leasc,
agreement, instrument, Memorandum or Articles of Association or charter or by-law
provision, statute, regulation, judgment, ordinance, decree, writ, injunction or law
applicable to such party;

b. CRO represents and warrants that

It has the facilitics, professional, technical and clerical staff, experience, and expertise
sufficient in quality and quantity to perform the Services and the Clinical Study pursuant to
the Protocol within the time frame sct forth herein and all appropriate permits and
authorizations necessary to provide and perform, to the highest of professional standards, the
services for the conduct of the clinical study in accordance with this agreement, the Protocol,
ICH - GCP and all applicable standard operating procedures and has capability to perform or
arrange for the performance of all services required by Sponsor.

¢. Institution represent that

1.

11.

It is entitled to procure the services of Principal investigator and shall ensure the
performance of the obligations of the Principal Investigator set out in this agreement.

The Institution shall notify Medclin if the Principal Investigator ceases to be

employed by or associated with the Institution and shall use its best endeavors to find
a replacement acceptable to both The Sponsor and CRO. In order to ensure high
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standard of clinical trials, if no mutually acceptable replacement can be found, The
CRO may terminate this agreement pursuant to clause 22(d).

d. Principal Investigator represents :

1.

ii.

1.

v.

A competent person to sign this agrcement on behalf of his sub-investigators and
rescarch staff. The terms "Investigator” or “Investigators” as used in this Agreement
refers, as applicable, to the Principal Investigator and his sub investigators and
research staff and the Institution.

Free participation in Clinical Studies and there are no rights which may be exercised
by or obligations owed to any third party which might prevent or restrict his
performance of the obligations detailed in this Agreement.

Non-involvement in any rcgulatory or misconduct litigation or investigation by the
Food and Drug Administration (FDA), the Medicines and Healthcare Products
Regulatory Agency (MHRA), the European Medicines Evaluation Agency (EMEA),
The Drug Controller general of India (DCGI) or other regulatory authorities. No data
produced in any previous clinical study has been rejected because of concerns as to its
accuracy or because it was generated by fraud.

That facilities appropriate to the Clinical Trial are available at the Trial Site and that
there is support of medical and other staff of sufficient number and experience to
perform the Clinical Trial efficiently and in accordance with the provisions of this
Agreement.

2. OBLIGATIONS/RESPONSIBILITIES:
a. Principal Investigator:

1.

11.

ii1.

iv.

Will ensure that only individuals, who arc appropriately trained and qualified, assist
in the conduct of the Study as sub investigators or research staff. The duties and
responsibilities delegated will be only to the extent permitted by the relevant laws and
regulations governing the conduct of clinical investigations in India.

Will ensure that all personnel, who assist in the conduct of the Study, are informed of
and agree to abide by all terms of this Agrecment applicable to the activities they
perform. Principal Investigator is accountable for the compliance of Investigators to
the terms of this Agreement.

Principal Investigator shall not rcassign the conduct of the Study to a different
Principal Investigator without prior written authorization from Sponsor and CRO.

Will comply with the policies and procedures of the organization / institute with
which Principal Investigator is affiliated, including any applicable financial policies.
Principal Investigator will notify CRO promptly of any conflict between the terms of
this Agreement and any such policy or procedure, and the parties will attempt to
reach an appropriate accommodation.
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Vi.

vil.

Viil.

X.

Shall be responsible for obtaining and maintaining all approvals from the relevant
local research ethics committee/other Authorities for the conduct of the Clinical Trial
keeping The CRO fully apprised of the progress of ethics committee submissions.
The written evidence of review shall be provided prior to initiation. All other
communications, upon request be made available to Medclin. The Principal
investigator shall not consent to any change in the Protocol requested by the relevant
ethics committee without the proper written consent of The Sponsor and CRO, except
as necessary to protect the safety, rights or welfarc of a patient enrolled in the Study.
Investigator will notify The CRO and the responsible Institutional Review Board as
soon as possible. Any emergency change to the Protocol must be followed by a
written Amendment.

Agrees to use best efforts to provide Sponsor’s with the data called for in the
Protocol, including copies of each research subject's signed informed consent form, a
signed authorization as required under any applicable India regulations/policies and
properly completed case report forms, in a timely manner. The PI and Institution will
provide for (i) access to the research subject’s medical records by Sponsor/CRO and
other appropriate regulatory agencies and (ii) the facilities where the Study is being
conducted (iii) Raw data (iv) the use of Study data by Sponsor/CRO for any purpose
that it deems appropriate provided that the research subject’s personal identifying
information has been removed. In the cvent of a conflict between terms of the
Protocol and this Agreement, the terms of this Agrecement shall govern (v) any other
relevant information necessary for Sponsor, other regulatory authority to confirm that
the Study is being conducted in conformance with the Protocol and in compliance
with all applicable laws and regulations. The Principal Investigator shall notify
Sponsor immediately if another regulatory authority schedules or, without scheduling,
begins such an inspection.

Agrees that the Subjects to be involved in the Clinical Trial will be selected pursuant
to the criteria set forth in the Protocol and that they will be fully informed of the
foreseeable consequences of their inclusion in the Clinical Trial and that they, or if
appropriate, their parents/ Legally Acceptable Representatives having authority over
them, have given written consent to their inclusion in the Clinical Trial.

Shall promptly report to CRO any significant developments that may occur during the
Study, including but not limited to adverse clinical events as described in the
Protocol.

Agrees to maintain rccords and data related to the Study in compliance with all
applicable regulations, and in any event, for the period as per Indian GCP after the

completion/termination of the study.

In the event that during the term of this Agrcement, cither the Institution or Principal

Investigator becomes debarred or receives notice of an action or threat of an action

with respect to its debarment, the Institution or Principal Investigator, as the case may
be, shall notify Sponsor immediately.
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b. Institution:

1.

ii.

1il.

iv.

vi.

vii.

Vviil.

The Institution shall ensure that all employees and agents of Institution who are
assigned to perform services under the Agreement are made aware of the obligations
contained in the Agreement and the Protocol and are bound by such obligations.

The Institution and Principal Investigator shall all the time comply with all types of
License, permission or certificates as required under laws, rules and regulations.

The Institution shall bear all costs related to the performance of the Study except as
expressly set forth in section 23.1 and attached budget.

Institution shall apply its best efforts to retain the services of the Principal
Investigator.

In the event that the Principal Investigator leaves the Institution or is otherwise unable
or unwilling to continue his/her tasks as Principal Investigator, the Institution shall so
inform The CRO by written notice immediately, and the Parties shall apply their best
efforts to appoint, within a reasonable time, a mutually acceptable substitute for the
resigning Principal Investigator, who shall have a similar background and also
knowledge of the Clinical Trial.

Any successor to the Principal Investigator must be approved, in writing, by The
Sponsor and CRO and such successor shall be required to agree to all the terms and
conditions of the Protocol and this agreement and to sign cach such document as
evidence of such agreement (although failure to sign will not relieve such successor
from abiding with all the terms and conditions of the Protocol and this Agreement).

The Institution represents and warrants that it will not use in any capacity, in
connection with any services to be performed under this Agreement, any individual
who has been debarred pursuant to the notification by Medical Council of India, and
agrees to immediately inform The Sponsor/CRO if such cases arise.

The Institution shall ensure that the Principal Investigator and any Additional
Personnel conduct the Clinical Trial in accordance with the Protocol and all other
terms of this Agreement; Any and all Sponsor’s/CRO’s requirements, directions or
instructions, including but not limited to the SOPs; Those policies, standards,
procedures, conventions and techniques that are of a high, recognized and acceptable
professional standard in the scientific community, such as GCP; All applicable laws
and regulations.

¢. Sponsor /CRO:

1.

11.

Medclin agrees to provide to the PI all information concerning the Study Material that
1s necessary for safe and proper handling and storage of the Study Material and for
performance of the Study which is in accordance to the Protocol.

Medclin shall be held responsible and therefore train all personnel involved in the

clinical trial at site to ensure compliance to GCP and Protocol.
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iii.  The CRO in collaboration with the Sponsor may make any changes, amendments,
addendum or supplements to the Protocol from time to time, as it may think fit and
shall inform PI by giving a written notice to abide by the same.

iv.  The CRO in consultation with the Sponsor may designate a different investigator or
other supporting personnel.

v.  May visit Site with a prior written notice at reasonable times and with reasonable
frequency during normal business hours to obtain information regarding the progress

of Study.

3. PAYMENT:
i.  Institution / Investigator fees for the services shall be made in the amounts and upon the
terms specified in the Study Budget attached to and made a part of this agreement.

ii.  Institution / Investigator shall not revise its prices for any reason unless mutually agreed

in writing by all parties during the term of this Agreement. In any case, Institution /

- Investigator shall endure that the overall budget shall not exceed the total study budget as
specified which shall form the part of this Agreement unless agreed by Sponsor / CRO.

iii.  Institution / Investigator will not charge any amount to Sponsor / CRO for their services
which were not provided to the Sponsor / CRO or agreed upon by and between the

parties.

iv.  Any income tax, withholding tax or similar taxes deductible from the payment will be
deducted by CRO.

4. NO ADDITIONAIL RESEARCH: No Additional Research. The Institution & PI Investigator
ensures that no additional research may be conducted on Study subjects during the conduct of the
Study unless it is approved and documented as a sub-study protocol or an Amendment to the
original Protocol.

5. SUBJECT ENROLMENT: Investigator has agreed to enroll in Study approximately 52
subjects within approximately three to four months. The same can be extended with an
intimation from the CRO. If Investigator fails to enroll subjects at a rate adequate to meet the
enrolment requirement, Sponsor/CRO shall be free 1o terminate the Study early (see Section
22(d) Termination).

6. ETHICS COMMITTEE (“EC”): Before the Study is initiated, Investigator will ensure that
both the Studies and the informed consent forms are approved by an Ethics Committee that
complies with all applicable laws and regulations. Investigator will further ensure that the Study
is subject to continuing cversight by the EC throughout its conduct

7. STUDY DISAPPROVAL: Before the Study is initiated, Investigator will ensure that both the
Studies and the informed consent forms are approved by an Ethics Committee that complies with
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all applicable laws and regulations. Investigator will further ensure that the Study is subject to
continuing oversight by the EC throughout its conduct.

8. DATA PROTECTION: The Investigator will comply with all relevant laws relating to the
protection and use of personal data and data privacy in its conduct and reporting of the Study.
The Investigator shall take all technical and organizational measures to prevent unauthorized or
unlawful processing or accidental loss or destruction of, or damage to, or disclosure of such data.
The Sponsor / CRO will take appropriate measures to protect the confidentiality and security of
all personal data that it receives from Investigator in connection with the Study. Personal data
relating to the Investigator shall be processed and used for the purposes of administration of this
agreement and in connection with the Study and will be held on one or more databases for the
purposes of determining the Investigator's involvement in future research and in order to comply
with any other requirements. Such data may be disclosed or transferred to other members of
sponsor team, to representatives and contractors working on behalf of The Sponsor. The
Investigator shall ensure that all necessary consents are in place to comply with the provisions of

this clause (13).

9. INFORMED CONSENT AND AUTHORIZATION TO USE AND DISCLOSE
HEALTH INFORMATION: Investigator will obtain written informed consent from each study
subject and will maintain a signed original of that consent in the subject's record. Investigator
will allow Sponsor/ CRO to inspect signed informed consent forms or photocopies there during
monitoring visits or audits (sec Monitoring and Audits, Scction 15).

10. CONFIDENTIAL INFORMATION: During the course of the Study, Investigator may
receive or generate information that is confidential to The Sponsor. Any information marked by
The Sponsor as confidential and provided to the investigator before the execution of this
agreement will also be treated as confidential information

11. OBLIGATIONS OF CONFIDENTIALITY: Unless The Sponsor provides prior written
consent, Investigator may not use Confidential Information for any purpose other than that
authorized in this Agreement, nor may Investigator disclose Confidential Information to any
third party except as authorized in this Agreement or as required by law.

a. Required disclosure of Confidential Information to the EC or to regulatory
representatives is specifically authorized.
b. Publication of the results of the Study basced on Study Data collected or generated by

Investigator is specifically authorized, subject to the provisions of Section 17, Publications, of
this Agreement.

11.1 Disclosure Required by Law: If disclosure of Confidential Information to any party other
than the EC is required by law, that disclosure does not constitute a breach of this Agreement so

long as Investigator :
a) Notifies the sponsor in writing in 15 working days advance of the disclosure so as to
allow The Sponsor to take legal action to protect its Confidential Information,

b) Discloses only that Confidential Information required to comply with the legal
requirement, and
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¢) Continues to maintain the confidentiality of this Confidential Information with respect to
all other parties.

11.2 Individually Identifiable Health Information: If, in connection with this Study or
performance of this Agreement, the Sponsor comes into contact with individually identifiable
health information relating to subjects, the Sponsor agrees to maintain the confidentiality of such
information and not to use it for any purpose.

11.3 Survival of Obligations: These obligations of confidentiality survive termination of this
Agreement and continue for a period as required after completion of the studies.

11.4 Return of Confidential Information: If requested by The Sponsor in writing, Investigator
will return all Confidential Information except that required to be retained at the Study site by
law. However, Investigator may retain a single archival copy of the Confidential Information for
the sole purpose of determining the scope of obligations incurred under this Agreement.

12. Study Product and Document:

a) All the trial product and document necessary to conduct this study, as described in the
Protocol, shall be supplied free of charge to the PI/Institution. In certain circumstances
the Sponsor/CRO may request the PI/Institution to purchase the control product and/or
concomitant product. In such cases, the PI/Institute will be reimbursed on actuals.

b) All trial product/ documents and all other material being provided shall remain at all
times the property of the Sponsor and shall be used only and exclusively pursuant to this
agreement. It is understood that the trial product is provided by the Sponsor for the sole
purpose of conducting the clinical trial.

¢) The sponsor makes no warranties, express or implied, concerning the trial product or its
merchantability or fitness for a particular use or purpose, other than for its use in this
clinical study.

d) Upon delivery, the Pl and Institution shall be responsible for the Dispensing,
administration, storage and handling of the trial product.

e) All used and unused products provided by the Sponsor shall be returned to the
Sponsor/CRO or destroyed by the site as instructed by the Sponsor/CRO. The site shall
conform with all laws and regulations pertaining to the destruction and provide the
Sponsor and CRO with a destruction certificate of the same.

13. STUDY DATA AND STUDY RECORDS:

13.1 Study Data: During the course of the Study, Investigator will collect and submit certain
data to The Sponsor/CRO, as specified in the Protocol. This may include case report forms or
their equivalent, or other types of medical reports, subject diary, or any combination of these
(collectively, "Study Data"). Investigator will ensure accurate and timely collection, recording,
and submission of Study Data. Investigator will deliver Study Data within the time periods.

a) Ownership of Study Data. Subject to Investigator's right to publish the results of the
Study (sce Section 17, Publications), The Sponsor is the exclusive owner of all Study

Data.
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b) Non-exclusive License. The Sponsor grants Investigator no right to use study data for
any purpose including research and/or education purpose.

13.2 Data Management and statistical Analysis: The CRO shall carry out the data
management and statistical analysis. The CRO may consult and / or provide The Principal
Investigator for interpretation during report writing.

13.3 Study Records: Investigator will ensure that subject's Study records, which include the
Investigator's copies of all Study Data as well as relevant source documents (collectively, "Study
Records"), are kept up to date and maintained in accordance with applicable regulations and

institutional guidelines.

a) Retention. Investigator will retain Study Records, under storage conditions conducive to
their stability and protection, for a period as per Indian GCP after the
completion/termination of the study unless the Sponsor authorizes, in writing, earlier
destruction. Investigator agrees to notify The Sponsor and CRO before destroying any
Study Records after the required retention period. Investigator further agrees to permit
The Sponsor to ensure that the records are retained for a longer period if necessary, at the
Sponsor expense, under an arrangement that protects the confidentiality of the records
(e.g., secure off-site storage).

14. MONITORING AND AUDITS: :
14.1 Monitoring and Audits: The Sponsor / CRO shall be entitled at its absolute discretion (and

in such form as the Sponsor / CRO sees fit) to monitor and audit the conduct of the Study. Upon
reasonable noftice, Investigator will permit The Sponsor’s / CRQ’s representatives access to the
premises, facilities, procedures and records relating to the Study, investigators, and research staff
as required to accomplish this. The Investigator agrees to co-operate and provide all reasonable
assistance with any monitoring and/or auditing activity. No such monitoring and/or auditing by
Sponsor / CRO will relieve the Investigator of any of its obligations hercunder.

a) Cooperation. Investigator will cooperate with the Sponsor / CRO in the conduct of
audits and will ensure that Study Records are maintained in a way that facilitates such
activities.

b) Resolution of Discrepancies. Investigator will promptly resolve any discrepancies that
are identified between the Study Case Report Forms and the subject's medical records.

c¢) Data Clarification Form: The CRO may raise data clarification forms (queries) during
or after the monitoring and/or auditing and/or statistical review of the study, which the PI
or his/her nominee shall clarify within a specified time.

d) Study Conduct Evaluations. The Sponsor / CRO may document and evaluate the
performance of Investigator in the conduct of the Study. The Sponsor / CRO or its
representative will use these evaluations solely for internal purposes

15. INVENTIONS:

15.1 Notification. If the conduct of Study results in any invention or discovery whether
patentable or not ("Invention"), Investigator will promptly inform the Sponsor and CRO.
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15.2 Assignment. Investigator will assign all interest in any such Invention to the Sponsor, or its
representative free of any obligation or consideration beyond that provided for in this

Agreement.

15.3 Assistance. Investigator will provide reasonable assistance to the Sponsor or its
representative in filing and prosecuting any patent applications relating to Invention, at the
Sponsor’s expense.

16. PUBLICATIONS: The findings of this study may be published in a scientific journal or
presented at a scientific meeting with prior permission from Sponsor and CRO. The Sponsor
reserves the right to review all manuscripts prior to submission for publication or any paper
before it is presented. In accordance with standard editorial and ethical practice, the Sponsor will
generally support publication of multicentric trials only in their entirety and not as individual
center data. Authorship will be determined by mutual agreement between The Sponsor in
conjunction with the CRO and the Principal investigator(s).

17. DEBARMENT AND EXCLUSION: Investigators certify that s/he is not debarred and that
s/he is not and will not use in any capacity the services of any person debarred under such law
with respect to services to be performed under this Agreement. During the term of this
Agreement and after its termination, Investigator will notify the Sponsor/CRO promptly if either
of these certifications needs to be amended in light of new information.

18. USE OF NAME: Neither party will use the name of the other party or any of its employees
for promotional or advertising purposes without written permission from the other party.
However, the Sponsor reserves the right to identify The PI and Investigator in association with a
listing of the Protocol in publicly available listings of ongoing clinical trials, or other subject
recruitment services or mechanisms.

18.1 Assignment and Delegation: The Principal Investigator may not assign its rights or
delegate or subcontract any duties under this Agreement without written permission from the
CRO, any attempt to assign, delegate, or subcontract is invalid. The Sponsor / CRO will
authorize delegation or subcontracting any duties.

18.2 Affiliates: As used in this Agreement, the term "affiliate”" means any entity that directly or
indirectly controls, is controlled by, or is under common control with The Sponsor / CRO.

18.3 Successors and Assigns: This Agreement will bind and inure to the benefit of the
successors and permitted assigns of cach party.

19. CONFLICT WITH ATTACHMENTS: If there is any conflict between this Agreement
and any Attachments to it, or between this Agreement and the Protocol, the terms of this
Agreement control.

20. Liability and Indemnification:

The PI/CRO shall indemnify, defend and hold harmless the indemnity, from and against any
demands, claims, actions, ~which may be made or instituted against any of them by reason of
personal injury (including death) to any person, resulting from participation in this Clinical Trial.

Page 10 of 15

J

w(Gre

(9,\,\7

Lt Co! Varun Bajpai VSM
Executive Registrar
SCPGIMS, Luckniow


Lenovo
ER


a)

b)

d)

2

Sponsor shall maintain with the CRO, at its sole expense, policies of liability insurance.
Such insurance policies shall provide broad form contractual liability coverage for the
Sponsor's indemnification under this section and shall also provide the clinical trial
liability coverage.

CRO shall maintain the aforementioned insurance during and after the subsistence of the
Clinical Trial. The CRO shall provide the Institution with written evidence of such
insurance upon the written request of the Indemnity. This obligation to maintain
insurance shall survive the termination of this Agreement.

In the event a claim is made or an action is brought against the Sponsor and/or Institution
and/or its trustees and/or its officers and/or its directors and/or its agents and/or its
Additional Personnel and/or the Principal Investigator, the Institution and the Principal
Investigator shall immediately report it to the CRO’s representative and shall assist the
CRO’s representative and cooperate in the gathering of information with respect to the
time, place and other circumstances of the event giving rise to the claim or action and in
obtaining the names and addresses of the allegedly injured parties and available

witnesses.

Violation of the Protocol, scientific misconduct or negligence by CRO or the
Institution/Principal Investigator, Provided that if such violation of the Protocol, scientific
misconduct or negligence is by the Principal Investigator, then the Institution/Principal
Investigator will be liable to reimburse to the Sponsor the expenses on such medical
management and financial compensation that The Sponsor has paid;

The Sponsor’s representative shall indemnify, defend and hold harmless the indemnity,
from and against any demands, claims, actions, which may be made or instituted against
any of them by reason of personal injury (including death) to any person, resulting from
participation in this Clinical Trial. Notwithstanding anything contained herein, the
liability of The Sponsor will be limited to The Sponsorship amount paid to CRO.

In the event a claim is made or an action is brought against the Institution and/or its
trustees and/or its officers and/or its directors and/or its agents and/or its additional
personnel and/or the Principal Investigator, the Institution and the Principal Investigator
shall immediately report it to The Sponsor’s / CRO’s representative and shall assist The
Sponsor’s representative and cooperate in the gathering of information with respect to the
time, place and other circumstances of the event giving rise to the claim or action and in
obtaining the names and addresses of the allegedly injured parties and available
witnesses.

Notwithstanding the foregoing, The Sponsor’s representative shall have no
indemnification obligation or liability and the Institution and the Principal Investigator
shall indemnify, defend and hold harmless The Sponsor, officers, directors, agents and
employees for loss or damage resulting from:

Failure of the Institution or the Principal Investigator or the Additional Personnel to
comply with any applicable requirements, law, rules or regulations applicable to the
performance of its obligations under this Agrecment;

Page 11 of 15

u(GWA

(9,\,\7

Lt Co! Varun Bajpai VSM
Executive Registrar
SCPGIMS, Luckniow


Lenovo
ER


1I.

II.

Failure of the Institution or the Principal Investigator or the Additional Personnel to
render professional service or to conduct the Clinical Trial in accordance with GCP

and current medical practice; or

Any negligent act or omission or willful misconduct by the Principal Investigator, the
Institution, its trustees, officers, directors, or Related Person who rendered services
under this Agreement.

21. TERM: The term of this Agreement shall commence on the Effective Date and terminate
upon the completion of the Study and the submission of all information and reports as described
in the Protocol unless sooner terminated as provided herein.

Termination Conditions. This Agreement terminates upon the earlier of any of, the following

events:

a)

b)

d)

2)

Disapproval by EC. If, through no fault of Investigator, the Study is never initiated
because of EC disapproval, this Agreement will terminate immediately.

Study Completion. For purposes of this Agreement, the Study is considered complete
after conclusion of all Protocol-required activities for all enrolled subjects; receipt by The
Sponsor / CRO of all Protocol-required data; and receipt of all payments due to either

party.
Termination upon Notice: CRO reserves the right to terminate the Study for any reason
upon 30 days written notice to Investigator.

Immediate Termination by The CRO: The CRO further reserves the right to terminate
the Study immediately upon written notification to Investigator for causes that include,
but arc not limited to, failure to enroll subjects at a rate sufficient to achieve Study
performance goals; material unauthorized deviations from the Protocol or reporting
requirements; circumstances that in the CRO's opinion pose risks to the health or all
being of Study subjects

Termination upon Notice by Investigator: The Principal Investigator may terminate the
study, if The Sponsor / CRO does not comply with the agreement related to finance and
supply of related material. Written notice of any such termination by principal
investigator including the reasons therefore shall be provided by registered mail to The
Sponsor / CRO fifteen days prior to termination and The Sponsor / CRO shall have
fifteen days to cure its default.

Immediate Termination by Investigator. Investigator reserves the right to terminate the
Study immediately upon notification to The Sponsor / CRO if requested to do so by the
responsible EC or if such termination is required to protect the health of Study subjects.
Payment upon Termination. If the Study is terminated carly in accordance with Section
22 Termination Conditions, above, The Sponsor / CRO will provide a termination
payment equal to the amount owed for work already performed, in accordance with
Exhibit A, less' payments already made. If the Study was never initiated because of
disapproval by the EC (sec Scction 22b, Disapproval by EC , above), The Sponsor /
CRO will reimburse Investigator for EC fees and for any other expenses that were
prospectively approved, in writing, by The Sponsor or its representative.
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h) Return of Materials. Unless The Sponsor / CRO instructs otherwise in writing,
Investigator will promptly return all materials supplied by The Sponsor / CRO for Study
conduct, unused Case Report Forms, other study related material and any The Sponsor /
CRO - supplied Equipment.

i) Survival of Obligations. Obligations relating to Funding, Confidential Information,
Study Records, Inventions, Publications, Indemnification, and Debarment and Exclusion
survive termination of this Agreement, as do any other provision in this Agreement or its
Attachments that by its nature and intent remains valid after the term of the Agreement.

22. FORCE MAJEURE: Neither party shall be liable to the other party or shall be in default of
its obligations hereunder if such default is the result of war, hostilities, revolution, civil
commotion, strike, epidemic, accident, fire, wind, flood or because of any act of God or other
cause beyond the reasonable control of the Party affected. The Party affected by such
circumstance shall promptly notify the other party in writing when such circumstance cause a
delay or failure in performance (‘a Delay’) and when they cease to do so. Any such non-
performance shall be excused for the period of such delay, provided Investigator / Institution /
CRO has used best efforts to mitigate the disruption in services and the resulting costs of such
delays to Sponsor / CRO. Sponsor / CRO shall have the right to terminate an agreement affected
by the Delay if Delay affect the performance and such delay lasts for more than ninety (90) days.

23. NOTICE: Notices under this Agreement shall be duly given or forwarded by facsimile, by
Certified Mail-Return Receipt Requested or by express courier service providing evidence of
receipt to the parties at the addresses below or to such other addresses as the parties may from

time to time indicate in writing.

if to CRO:
Dr Monjori Mitra (Research Director, Medclin Research Pvt. 1.td); Phone: 9831075734

If to Institution:
Prof. R. K. Dhiman, The Dircctor of SGPGIMS, Lucknow
Phone: 05222494001/2/3
OR
If to Principal Investigator:
Dr.Uday Chand Ghoshal
Phone: 9628842456

24. ENTIRE AGREEMENT: This Agrecement and any Exhibits and Attachments represent the
entire understanding between the parties relating to the conduct of this Study. This Agreement
supersedes all previous agreements between the parties (oral and written) relating to this Study,
except for any obligations that, by their terms, survive termination.

To retain in a secure facility the essential (including but not limited to the original informed
consent form signed by each Subject) and the supporting documents relating to the Clinical Trial
will be retained for a period as per required Regulations after the completion/termination of the
study whichever is later. Following this retention period or at any time during this period, if the
Institution or the Principal Investigator can no longer retain these elements, the Institution shall
inform The Sponsor, the Parties shall discuss in good faith in order to find an alternative solution
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for the proper archiving of these clements in. Subjects’ files should be retained as defined in the
Protocol and in compliance with local regulations. No document shall be destroyed without the

prior written permission of The

Sponsor

25. GOVERNING LLAW: This agreement shall be interpreted and enforced under the laws of
India and courts of India shall have exclusive jurisdiction to resolve any dispute under this
Agreement. Any dispute or difference which may at any time arise between the parties hereto as
to the construction, meaning or effect hereof or as to any clause, matter or thing herein contained
or as to the rights or liabilities of the parties hereunder then the Parties shall attempt to settle such
dispute amicably between them. In the event that such dispute has not been amicably settled
within 90 days, then such a question or dispute shall be referred to the arbitration of a sole
arbitrator to be mutually appointed by both the parties, under and in accordance with the
provisions of the Arbitration and Conciliation Act, 1996 and the rules thereunder, as amended
from time to time. The venue of such Arbitration shall be in Lucknow and the arbitration
proceedings shall be conducted in English. The decision of such arbitrator shall be final, binding
and conclusive on the Parties. The parties hereto agree that the Courts in Lucknow, India alone
shall have exclusive jurisdiction in respect of any matters pertaining to, arising out of or in

connection with Agreement.

Prof. Uday C Ghoshal will do this research work and He will be the signatory in this document
in addition to authority of SGPGIMS.

Executed by the parties

PI, CONTRACT RESEARCH ORGANIZATION and INSTITUTION

"CRO: Medclin Rescarch Pvt.
Ltd., Kolkata

Si gn_aturg:m _

Research Director

> otfoct 2020

Stamp: -

The Principal Investigator

_ngnaturef

gtamp

Designation:
Principal Investigator

| Name: Prof. Uday C Ghoshal |

Date: \L\\W'ow

| The Institution

A Signature:

Name: Prof. R. K. Dhiman
w4

Designation:
Director of SGPGI, Lucknow
Date: 14 10| 2020

R
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EXHIBIT A

Total Study Fees

 Budget S I S
b Multicentric, Phase IV, randomized, double blind, placebo controlled
' Study N trial to assess efficacy and safety of Providac (Lactobacillus acidophilus
'u y Name LA-5® and Bifidobacterium BB-12®) in the treatment of Irritable
‘ Bowel Syndrome in adults aged 18 years to 65 years.
CRO Name : Medclin Research Pvt Ltd, Kolkata
Cost Head Details
Research Grant
Including Manpower 52 Subjects 338000
And Travel Allowances - ~
Institutional overhead charges | 25% 65000
Gut Microbiota Analysis 500000
EC Fees Onactuals e | 230000
1928000 N

a) The Principal Investigator hereby confirms that he has read and understood the clinical trial
protocol entitled Multicentric, Phase 1V, randomized, double blind, placebo controlled trial to
assess effectiveness and safety of Lactobacillus acidophilus 1.LA-5® and Bifidobacterium BB-
12® in the treatment of Non-Constipated Irritable Bowel Syndrome in adults aged 18 years to

65 years.

b) The investigator agrees to the protocol of this trial and will perform the study in accordance
with ICMR Good Clinical Practice, and applicable laws, rules and regulations.

EXHIBIT B
' SL.No | Milestone N o o | Amount |
L |StdyStartup(AtthetimeofSIV) 1240000 |
2 |30subject Enrolled L 98000
|3 |lastsubject Last Visit(Institutional Overhead) 65000
N o ____For Gut Microbiota ]
SL.No | Milestone oo |Percentage | Amount |
1 Before Analysis 60% 300000
2 | Completion of Analysis | 40% 200000 |

{
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A

CLINICAL TRIAL AGREEMENT

o . . o
This Clinical Trial Agreement (“Agreement”) is entered into as of [ /18" peceMBER20 120
(“Effective Date”) between Novartis Healthcare Private Limited, a company incorporated
under the provisions of the Companies Act, 1956, and having its registered office at Inspire
BKC, Part of 601 & 701, Bandra Kurla Complex, Bandra (East), Mumbai — 400 051,
- Maharashtra, India (hereinafter referred to as “Novartis” which expression shall unless
repugnant to meaning or context mean and include its successors and assigns) of the FIRST

PART,;

AND

Sanjay Gandhi Post Graduate Institute of Medical Sciences, located at Uttar Pradesh
(“Institution”) registered under the provision of the State Legislature Act and having its
address at Raebareli road, lucknow-226014, Uttar Pradesh, India which expression shall mean
and include its successors and assigns of the SECOND PART,

AND

'Dr. Jayantee Kalita as clinical practitioner in the field of Neurology acting in the role of
principal investigator (“Principal Investigator’) which expression shall mean and include
his/her heirs, executors, administrators and assigns of the THIRD PART;

Novartis, Institution and Principal Investigator are hereinafter individually referred to as the
“Party” and jointly as the “Parties”. For the purposes of this Agreement, “Affiliate(s)” shall
mean any entity which directly or indirectly controls, is controlled by or is under common control

of Novartis.

RECITALS:

WHEREAS, Novartis is to perform a clinical trial (hereinafter the “Trial) to evaluate the
following drug: AMG334 (hereatfter the “Trial Drug”) in accordance with a protocol entitled “A
12-week phase 3, randomized, double-blind, placebo-controlied study to evaluate the
efficacy and safety of once monthly subcutaneous erenumab 70 mg in adult chronic
migraine patients, CAMG334A2304" and its potential subsequent amendments (hereinafter

collectively the “Protocol”).

WHEREAS, the Institution and the Principal investigator having each reviewed the
Protocol for the Trial and sufficient information regarding the Trial Drug to evaluate their
interest in participating in the Trial, wish to conduct in the Trial and assure that they have
sufficient authority, competence and experience in clinicai trials, along with the necessary
infrastructure and technical means to perform the Trial,

WHEREAS the Principal Investigator is an employee of the Institution,

WHEREAS, the Parties wish to set forth certain legal and commercial terms and
conditions under which the Trial shall be conducted;

(va
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NOW THEREFORE, the Parties, in consideration of the above and the mutual promises
set forth below, agree as follows: .

1. CONFORMANCE WITH LAW AND ACCEPTED PRACTICE

The Institution and Principal Investigator shall carry out the Trial in accordance with:

(a) the Protocol;

(b) - Good Clinical Practice (GCP) including the International Conference for
Harmonization (ICH) GCP;

(c) the Declaration of Helsinki of the World Medical Association, "Ethical Principles
for Medical Research Involving Human Subjects";

(d) any applicable direction received from a Regulatory Authority (like Drug
Controller General of India) or Ethics Committee with jurisdiction over the Trial;

(e) any “Applicable Law(s)" being hereinafter defined as: all regional, federal,
state, and local directives, laws rules including but not limited to New Drugs and
Clinical Trials Rules 2019, any data protection laws and rules relating to the
privacy, security, confidentiality and/or integrity of Personal Data that are
applicable to the operations, services or products of Institution, Principal
Investigator and Novartis, regulations, orders, published guidelines, operating
procedures applicable to the Trial and/or the Parties including but not limited to,
legislation applicable to clinical studies, the Parties, medical treatment,
disclosures of transfers of value and the processing of personal and medical

data;

- (f) Comply with all guidelines provided to it by Novartis from time to time including
but not limited to the Applicable Anti-Corruption Legislations (as set out in Annex
3) and Novartis Professional Practice Policy.

and ali written instructions given by

Novartis. all, as amended from time to

time.

The |Institution shall ensure that the Principal Investigator and the Institution’s
employees and other persons involved in the Trial will 1) adhere to all Applicable Laws,
2) comply with all obligations set forth in this Agreement, 3) fully understand and adhere

to the Protocol.

2n PROTOCOL

2.1 A copy of the Protocol has previously been furnished to the Institution and the
Principal Investigator and receipt thereof is hereby acknowledged by the
Institution and the Principal Investigator. The Parties agree that the Protocaol,
including any subsequent amendments and the Annexes form an integral part

of this Agreement.
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INWITNESS WHEREOF, the Parties intending to be bound have cau

sed this Agreement to be

executed by their duly authorised representatives.

NOVARTIS HEALTHCARE pvt Ltd.

By: - T
ﬁa\\%f ‘
|
Name: SAUMYA MATHEW

Title: COUNTRY TRIAL OPERATIONS
LEAD

Date: 18- DEC‘LOLO

Sanjay Gandhi Post Graduate [nstitute of
Medical Sciences '

\ tl' A S “;}/ il 3
WA Name:
IS
L ]
X

pProf. RK Dhlg’;?{;\l Ga‘\dme%:;\g 'e'.‘\CB:

Title: Director \nsg‘é“:&‘g&h-ﬂa o\A O\
\

By:

Date:

oF 01.20%) {
N\

PRINCIPAL [NVESTIGATOR
By: (W

- - pDr. J. &
Name: Dr. Jayantee KalitaD
=

F‘tn:n{_i
o)

3] pgrct;nms LUCKNO\N
Title: Professor, Depal‘tme'g’t o

Neurology

Date: o) | Town ) 202

. v An
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GEORGE CLINICAL India Private Limited (GC India)

Address: Plot No. 5, Prestige Khoday Towers, 12th Floor, Raj Bhavan Road

Bangalore - 560 001, Karnataka, India
Business registration number: U73100AP2012FTC083414

AND

Sanjay Gandhi Post Graduate Institute of Medical Sciences (SGPGIMS)(Clinical Site)

Address: Department of Nephrology, SANJAY GANDHI POST GRADUATE INSTITUTE OF
MEDICAL SCIENCES, RAEBARLI ROAD, LUCKNOW-226014 (U.P.)

In the presence of: Dr. Narayan Prasad (Principal Investigator)

This agreement is effective from the last signature date (Effective Date).

BACKGROUND:

A. The Sponsor is performing a clinical study entitled “A Phase 2, Multicenter,
Randomized, Double-Biind, Placebo-Controlled, Multiple Dose Proof of Concept Study
to Evaluate the Efficacy and Safety of Multiple Intravenous Doses of VIS649 in Patients
with Immunoglobulin A (IgA) Nephropathy; VIS649-201"; VIS649 (Protocol Number
649-201) (the Clinical Study) involving the compound known as VIS649 (the Trial
Drug).

B. GC India is responsible for the conduct of the Clinical Study in India as the local
representative for the Sponsor.

C. The Clinical Site has the know-how, qualifications, facilities, personnel and equipment
required to conduct a study under GCP and the Clinical Site wishes to participate in
the Clinical Study in accordance with the terms and conditions of this Agreement.

D. The Clinical Study will be conducted on the terms and conditions below.

In this Agreement:
1. Agreement means this Agreement, including all the Schedules.

2. Affiliate: means a company which (directly or indirectly) controls, is controlled by or is
under common control with the Sponsor or GC India.

3. Background IP of a party means information, techniques, know-how, software and
materials existing prior to the start of the Agreement (regardless of the form or medium

in which they are disclosed or stored) provided by or on behalf of that party to the other
for use in the Clinical Study (whether before or after the date of_;_t__his"Agreement) or

Protocol: VIS649-201 Vs 3.1 20 Mar 20
Clinical Study Agreement, George Clinical, V0.1.0 05 Aug 20 ?
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10.

11.

12.

13.

14.

15.
16.

&)

used by that other party in conducting the Clinical Study, and all Intellectual Property
in them.

GCP means Good Clinical Practice.

CRF means a printed, optical or electronic document or database designed to record
all the information required by the Protocol to be reported to GC India on each Eligible
Subiject.

Eligible Subject means a person recruited to participate in the Clinical Study.

Ethics Committee means an independent ethics committee established under the
GCP to review the Clinical Study on behalf of the Clinical Site.

GCP includes the India GCP and the ICH-GCP.

ICH-GCP means Guideline for Good Clinical Practice of the International Conference on
Harmonization.

Intellectual Property means all present and future industrial and intellectual property
rights, including inventions, patents, copyright, trade business, company or domain
names, rights in relation to circuit layouts, plant breeders rights, registered designs,
registered and unregistered trademarks, know-how, trade secrets and the right to have
confidential information kept confidential, and any and all other rights to intellectual
property which exist anywhere in the world. It also includes an application or right to
apply for any of those rights.

Parties means Sponsor, GC India and Clinical Site and Party, is a reference to either
of them; a reference to a Party includes its Personnel.

Personnel means employees, agents and/or authorised representatives, and includes
in the case of the Clinical Site, the Principal Investigator.

Principal investigator means the person responsible for conducting the Clinical Study
at the Clinical Site.

Protocol means the document identified in Exhibit A which describes the objective(s),
design, methodology, statistical considerations and organisation of the Clinical Study,
and subject to clause 2.2, as amended from time to time, as agreed by the parties,
and most recently approved by the Reviewing HREC

Sponsor means Visterra, Inc..

Study Materials means all the materials and information provided to Clinical Site or
its Personnel by GC India or Sponsor, created for the Clinical Study or required to be
submitted to GC India or Sponsor. It includes all reports, data, results, Case Report
Forms (or their equivalent) in whatever form held, conclusions, discoveries, inventions,
know-how, whether patentable or not, relating to the Clinical Study, which are
discovered or developed as a result of the Clinical Study. It excludes the Clinical Site’s

ordinary patient records.

Protocol: VIS649-201 Vs 3.1 20 Mar 20

Clinical Study Agreement, George Clinical, V0.1.0 05 Aug 20 I :
[1509] [03 Feb 2021] ‘/\k\J A .
o L Wrw Page 3of 25

Qwo

(va

Lt Co! Varun Bajpai VSM
Executive Registrar
SCPGIMS, Luckniow


Lenovo
ER


NOW IT IS AGREED as follows:

RESPONSIBILITIES OF GC INDIA

1.1 Before execution of this Agreement, GC India and Sponsor must provide the Principal
Investigator, and through the Principal Investigator the Clinical Site and the Ethics
Committee, with all current and reievant information regarding the Study Drug as
reasonably required to justify the nature, scope and duration of the Clinical Study.

1.2 In consideration of the Clinical Site performing the Clinical Study, GC India agrees to:
(1) pay the Clinical Site in accordance with this Agreement;

(2) provide the Clinical Site with all materials, access to its Personnel, facilities or
information reasonably required to perform the Clinical Study satisfactorily;

(3) implement and maintain quality assurance and quality control systems with
written standard operating procedures to ensure that the Clinical Study can
be conducted, and data generated, documented, recorded and reported in
compliance with all the documents referred to in clause 2.1;

(4) assist Sponsor and the Clinical Site to apply for approval of the Clinical Study
according to relevant laws, and to obtain necessary regulatory approvals,
notices or authorisations to perform the Clinical Study;

(8) provide relevant information to Sponsor who will be responsible for notifying
and submitting the necessary documentation to the relevant regulatory

authorities;

(6) appoint a project manager and other appropriately trained and qualified
personnel, with the Clinical Study knowledge, necessary to monitor the
Clinical Study and advise on Clinical Study related medical questions;

(7) Monitor the application of the Study Drug in other places and advise the
Clinical Site, through the Principal Investigator if a relevant trial on the Study
Drug ceases elsewhere or the Study Drug is withdrawn from a market for
safety reasons; and

(8) Notify the Clinical Site of any adverse events (including serious adverse
events) that occur during the course of the Study (either at the Study Site or
other study sites, including overseas sites) which may require alteration of the
conduct of the Study, or which may affect the rights, interests, safety or well-
being of Study Participants.

RESPONSIBILITIES OF THE CLINICAL SITE

2.1 The Clinical Site agrees to conduct the Clinical Study and must ensure that Principal
Investigator and Clinical Site’s Personnel comply with and conduct the Clinical Study

in accordance with:
(1) the Protocol (Exhibit A), any conditions of the Ethics Committee, and the
Budget (Exhibit B) and do not amend or deviate from the Protocol or the Budget
without GC India’s prior written consent; and

(2) all applicable international, national and local laws and regulations, guidelines and
directives, including but not limited to the ICH GCP, India GCP, applicable
statutory provisions, this Agreement and GC India’s and Sponsqr’_s directions.

Protocol: VIS649-201 Vs 3.1 20 Mar 20
Clinical Study Agreement, George Clinical, V0.1.0 05 Aug 20
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2.2 The Clinical Site undertakes and agrees to:

(1) appoint Personnel who are properly registered with appropriate professional

(2) provide a list of all Personnel and copies of their curriculum vitae to GC India;

(3) ensure that all Personnel:
I.  are made aware of the obligations in this Agreement and are bound by

those obligations;
ii. attend all Clinical Study meetings and training sessions, as are reasonably

required;

the curriculum vitae of that person;
(5) meet the deadlines of the Clinical Study in this Agreement and the Protocol;

(6) ensure that the Principal Investigator supervises the screening and recruitment of
Eligible Subjects into the Clinical Study in accordance with the Protocol;

(7) Use best endeavours to recruit the target number of Eligible Subjects, within the

(8) Follow the adverse event and serious adverse event or other specified event
reporting process set out in the Protocol (including reporting to relevant regulatory
authorities, GC India, the Sponsor and the Ethics Committee); Clinical Site must
make medical decisions relevant to the Clinical Study in a timely manner, and
employ appropriate measures to ensure the safety of Eligible Subjects;

(9) Obtain any approvals required (such as Ethics Committee approval and Clinical
Site’s Board of Directors approval) to undertake the Clinical Study or to amend
the Protocol. Neither the Clinical Site nor the Principal Investigator may consent
to any change in the Protocol requested by a local Ethics Committee or competent

authority without GC India’s prior written consent:

(10) Ensure that all data collected for the Clinical Study is collected within the
agreed time period, accurately and completely and respond promptly to all data
queries; ensure that the required Clinical Study data and other Study Materials
are sent to GC India promptly; and all End points (as defined in the Protocol) are
followed-up until the end of the Clinical Study; and documentation for these
submitted to GC India, regardless of whether the Eligible Subject has
discontinued the Trial Drug before the end of the Clinical Study;

(11) Ensure that the records of Eligible Subjects remain complete and accurate in
accordance with relevant regulations and this Agreement and ensure that all
CRFs are complete and accurately reflect source documents; RE

Protocol: VIS649-201 Vs 3.1 20 Mar 20
Clinical Study Agreement, George Clinical, v0.1.0 05 Aug 20 Z/
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(12) Ensure that any clarifying or missing information is prepared and/or corrected
following an Eligible Subject’s visit, as provided in the Protocol, and is submitted
to GC India within 2 working days after completion of Eligible Subject’s visit and
data; ensure that any request by or on behalf of GC India or its delegate for
verification, clarification or correction of data are provided to GC India within 5

business days of receiving the request;

(13) Take all necessary steps to ensure the safety and integrity of Clinical Study
data; and to ensure that the Clinical Site’s Personnel, and any other third parties
who has access to any confidential or personally identifiable information collected
in the Clinical Study, receive appropriate privacy and security training, which is
updated periodically as necessary;

(14) ensure that any personal information of Eligible Subjects obtained or held as a
result of the conduct of the Clinical Study is collected, used, stored and disclosed
by it in accordance with Applicable Privacy Laws; Applicable Privacy Laws
means any legislation, code or guideline which applies in India and which relates
to the protection of personal information:;

(15) any Clinical Study equipment supplied by GC India or the Sponsor to Clinical
Site is only used as specified in the Protocol; and

(16) retain and preserve a copy of all Study Materials, including copies of signed
consent forms, completed CRFs, Protocol, information relating to the Trial Drug,
correspondence and investigator files for at least 15 years from Clinical Study
completion. Clinical Site must notify GC India before destroying any Study
Materials and if reasonably required by GC India, must retain the Study Materials
for a longer period at GC India’s expense.

2.3 The Clinical Site must obtain informed consent to participate in the Clinical Study from
each Eligible Subject before their enrolment in the Clinical Study. The consent forms

must:
(1) be signed and dated before any study related procedures are performed in
relation to the Eligible Subject;
(2) confirm the Eligible Subject’s consent to participate in the Clinical Study as well
as his/her understanding of the content of Clinical Study;
(3) permit the Eligible Subject's ‘protected health information’ to be obtained and
used for the purpose of the Clinical Study; and

(4) permit disclosure of the protected health information by GC India, the Clinical Site
and its Principal Investigator to the Sponsor and other professionals involved in
the Clinical Study for purposes of the Clinical Study.

CLINICAL STUDY PAYMENTS

3.1 Budget

The Budget attached as Exhibit B describes all the activities Clinical Site and Principal
Investigator must perform to complete the Clinical Study and the expenses that the

Clinical Site may claim.

3.2 Payments

In consideration of the Clinical Site conducting the Clinical Study, GC India will pay the
Clinical Site as nominated in the Budget in the manner and on the ba:sj_s of the prices

Protocol: VIS649-201 Vs 3.1 20 Mar 20
Clinical Study Agreement, George Clinical, V0.1.0 05 Aug 20
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and at the times set out in the Budget. Follow-up for each Eligible Subject is considered
complete when:
(1) CRFs have been completed to Eligible Subject death, Eligible Subject withdrawal
or the end of the study follow-up period, whichever is first;
(2) Satisfactory information has been provided on potential study endpoints, serious
adverse events and medical events of interest, as outlined in the Protocol; and

(3) GC India has confirmed that data collection and entry is complete and all data
queries have been adequately resolved.

3.3 GC India may make prepayments which will be deducted from the further payments
from GC India to Clinical Site.

34 Final payment will be made after Clinical Study completion but will be withheld until:

(1) all completed CRFs, are delivered to GC India and accepted by GC India as
complete;

(2) all queries to the Principal Investigator have been resolved to GC India’s
reasonable satisfaction;

(3) Database lock has occurred;
(4) Return and receipt of all essential documents from the Principal Investigator;

(5) the Ethics Committee has been informed of study completion by the Principal
Investigator; and

(6) Return of and receipt by GC India of any equipment provided to the Principal
Investigator.

3.5 A change in scope that increases the cost of conducting the Clinical Study may be
made only by a written agreement between Clinical Site and GC India. The amendment
must be executed by authorised personnel, must include a statement of additional
amounts to be paid in connection with the scope change and must be attached as an
annex to this Agreement. E-mail or other electronic communication are not considered

as written documentation for this purpose.

3.6 If there is a change in the scope of the Clinical Study that reduces the cost of
conducting the Clinical Study compared to the Budget, the Budget will be amended
accordingly, and the Parties agree to reconcile corresponding payment reductions in

good faith.

3.7 GC India reserves the right to refuse to pay to Clinical Site payments specific to
patients entered into the Clinical Study who do not meet the entry criteria specified in
the Protocol. If an Eligible Subject discontinues their participation in the Clinical Study
or the Clinical Study is terminated as a whole, only those costs incurred up to the date
of discontinuation or termination, including costs of final visit and completion of all

CRFs will be paid.

3.8 The payments in this clause constitute full payment for the Clinical Study and neither
GC India nor the Sponsor has any other payment obligations.

3.9 If any tax is payable by Clinical Site on the income it receives for services supplied
under this Agreement, the Clinical Site must pay that amount.

3.10  Neither this Agreement nor any consideration paid under it is contihgeht upon the
Clinical Site’s use or purchase of any of Sponsor's products /< ' (9,\,\7
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TIMELINES

4.1

4.2

Study Milestones

Protocol approved

30 Mar 2020
First Subject first visit

04 Aug 2020
Last Subject first visit

26 Nov 2021
Last - Subject last visit

31 Mar 2023
Final database lock ~

28 Apr 2023

Clinical Site must use all reasonable efforts to complete the Clinical Study according
to the timelines above. Clinical Site must keep GC India continuously informed about
the progress of the Clinical Study, and must immediately inform GC India in writing if
Clinical Site reasonably anticipates 1 month or more delay in complying with those
timelines. If those timelines are inconsistent with the timelines specified in the Protocol,

the timelines in the Protocol prevail.

PRINICIPAL INVESTIGATOR

5.1

5.2

5.3

The Principal Investigator is responsible on a day te day basis for the conduct of the
Clinical Study. The Principal Investigator does not have authority to amend this

Agreement or the Protocol.

If the Principal Investigator leaves the Clinical Site or ceases to be available for any
reason, the Clinical Site must immediately notify GC India, and GC India and the
Clinical Site may negotiate to substitute the Principal Investigator. Clinical Site must
use its best efforts to identify and obtain a substitute Principal Investigator acceptable
to GC India and the Sponsor, and guarantee that the quality and agreed timelines of
the Clinical Study will not be affected. If GC India and the Clinical Site cannot agree
on a substitute Principal Investigator, or if GC India does not approve of the substitute
Principal Investigator, GC India may immediately terminate this agreement in
accordance with clause 11.

All medical and scientific communications to the Clinical Site, whether or not containing
Confidential Information, must be addressed to the Principal Investigator. All
information directed to GC India must be addressed to GC India’s project manager.
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54 The Principal Investigator must disclose his or her economic interest and financial
arrangements as specified by GC India and as required by applicable law.

INDEMNITY AND LIABILITY

6.1 Indemnity by the Sponsor
Sponsor indemnifies GC India under separate agreement between GC India and
Sponsor. GC India indemnifies the Principal Investigator, Clinical Site and Ethics
Committee (each an Indemnified Party) against any claim by or on behalf of an
Eligible Subject for personal injury or death directly caused by the Study Drug or
procedure required by the Protocol, provided the Principal Investigator and Clinical
Site have complied with the Protocol, applicable laws and all reasonable
instructions of GC India and Sponsor. GC India’s liability to indemnify Indemnified
Parties will be reduced proportionately to the extent that medical malpractice or the
Indemnified Party’s negligent or wrongful act or omission or material breach of this
Agreement contributed to its loss.

6.2  Liability

6.2.1 The Clinical Site is liable for any loss, liability, cost and expense (Loss) arising
from or in connection with the medical malpractice, negligence, wrongful act or
omission, or wilful misconduct of Clinical Site and Clinical Site’s Personnel or
in relation to the non-payment, non-observance, or non-performance of any

obligations under this Agreement.

6.2.2 The Clinical Site acknowledges and agrees that GC India and Sponsor make
no representation or warranties in favour of the Clinical Site or its Personnel in
respect of clause 6.2.1. The Clinical Site accordingly releases GC India and
Sponsor from any compensation obligations in respect of clause 6.2.1.

6.2.3 If GC India and Sponsor incur any Loss which arises from the reasons in
clause 6.2.1, Clinical Site will compensate GC India and Sponsor promptly on
demand.

6.3 The Clinical Site agrees that:

(1) treatment of Eligible Subjects at the Clinical Site remains the responsibility of the
Principal Investigator or other treating physician(s) at the Clinical Site, who can
access all of the Eligible Subjects’ clinical information, can make a complete
assessment of the Eligible Subjects, and provide the most informed medical

advice; and
(2) clinical judgement must prevail at all times before any treatment is administered
to Eligible Subjects.

6.4 Clinical Site will be liable to GC India and Sponsor for any breach of this Agreement
by the Clinical Site, the Principal Investigator or any other Personnel involved in the

Clinical Study.

6.5 Despite any other clause in this Agreement but except for a breach of the confidentiality
section, neither Party or Sponsor is liable to the other Party for any loss of profits,
consequential, indirect or special damages, loss of business or goodwill. . -
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6.6 The Sponsor agrees to pay, and directs GC India to pay on Sponsor’s behalf,
compensation and medical management costs to Eligible Subjects suffering personal
injury (including death) relating to his/her participation in the Clinical Trial to the extent
required by and in accordance with applicable laws and rules in India. Sponsor shall
reimburse GC India for such costs which have been approved by Sponsor, acting
reasonably and without delay.

INSURANCE

7.1 The Sponsor has notified GC India that it maintains clinical trial insurance and
comprehensive liability insurance as required by applicable law and will provide a
certificate of insurance on request.

7.2 GC India maintains insurance with respect to its activities and indemnity obligations
under this Agreement. GC India will provide a certificate of its insurance to Clinical Site
and Principal Investigator on request.

7.3 Even though Sponsor maintains insurance, Clinical Site and Principal Investigator
must also maintain their own liability insurance policies. Clinical Site and Principal
Investigator must maintain such insurances as are reasonably available and necessary
to provide indemnity in relation to any liability which they may incur in conducting the
Clinical Study.

7.4 Clinical Site guarantees that, during the period of this Agreement, the Clinical Site, the
Principal Investigator and Clinical Site’s Personnel will not do anything knowmgly to
lnvalldate the Sponsor’s or GC India’s insurance policy.

CONFIDENTIALITY

8.1 All information disclosed by Sponsor or GC India to Clinical Site or its Personnel or
produced during the Clinical Study, including the Protocol, investigator’s brochure,
CRFs, Clinical Study results and financial terms of this Agreement (Confidential
Information) is confidential. Clinical Site and Principal Investigator each agree to keep
the Confidential Information confidential and not use it, or disclose it to any third party
without GC India’s and Sponsor’s prior written consent.

8.2 Information will not be subject to this clause 8 if:

(1) the information was independently received from a third party who was free to
disclose it;

(2) the information is in or has entered the public domain, other than as a result of
breach of this Agreement by Clinical Site, Principal Investigator or other
Personnel;

(3) the information was already known to Clinical Site and this can be established by
prior written records; or

(4) the information was independently developed by or for Clinical Site, without use
or reference to the Confidential Information.

8.3 Nothing in clause 8 prevents the Clinical Site and the Principal Investigator from
disclosing Confidential Information from GC India if required to be disclosed by law,
regulatory authority or court order. If Confidential Information is disclosed under this
clause 8.3, Clinical Site must provide GC India, Sponsor or their respective Affiliates
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with reasonable assistance and notice to resist disclosure or ensure confidential
treatment for any required disclosure.

8.4 The Clinical Site may disclose Confidential Information to its Personnel who need to
know the Confidential Information to undertake the Clinical Study. The Clinical Site
must inform those Personnel of the obligations in this Agreement relating to
Confidential Information and must ensure that they comply with those obligations.

8.5 The obligations of confidence under this clause 8 apply during the term of this
Agreement and survive for 10 years after termination of this Agreement.

INTELLECTUAL PROPERTY & PATENTS
9.1 Intellectual Property

9.1.1 Sponsor and GC India grants to Clinical Site and its Personnel the right to use their
Background IP including the Study Materials as required to carry out the Clinical Study
and perform this Agreement. Except for this right, neither the Clinical Site nor any of
its Personnel acquires any right or interest in any Intellectual Property provided by or
on behalf of the Sponsor or GC India.

9.1.2 To carry out the Clinical Study, Clinical Site may use its own Background IP. Clinical
Site’s Background IP remains its sole property. Clinical Site grants GC India and
Sponsor a non-exclusive, perpetual, royalty-free licence to use (including the right to
sub-licence) its Background IP for the purposes of commercialisation of the Study

Materials and Trial Drug and for further research.

9.1.3 AllIntellectual Property in the Study Materials and Trial Drug is owned by Sponsor, or
will vest automatically upon its creation in Sponsor. Clinical Site presently assigns to
Sponsor all Intellectual Property rights in the Study Materials and Trial Drug created in
the course of conducting the Clinical Study. Clinical Site must execute or ensure that
its Personnel execute any documents reasonably necessary to give effect to this

assignment, at Sponsor’s expense.

9.1.4 Clinical Site must promptly disclose in writing to GC India and Sponsor full particulars
of any Intellectual Property that Clinical Site or Principal Investigator make, discover
or conceive in the course of the Clinical Study that is related to the Study Materials.

9.2 Inventions

9.2.1 The Clinical Site and the Principal Investigator must promptly disclose to GC India and
Sponsor, any discovery or invention made, developed, conceived, reduced to practice
or resulting from performance of the Clinical Study or related to the Trial Drug, Study
Materials, or Confidential Information (Invention).

9.2.2 All Intellectual Property in any Invention will be owned by Sponsor and Clinical Site
hereby assign such Inventions and Intellectual Property in any Inventions to Sponsor..
Sponsor has the sole right to obtain patents on Inventions in any country in the world.
The Clinical Site must assign and must ensure that its Personnel assign all Intellectual
Property in any Invention to the Sponsor, or its nominated Affiliates. The Clinical Site
must fully cooperate, and must ensure that its Personnel fully cooperate, with GC India
and the Sponsor to give effect to this assignment. These obllgatlons survnve

termination of this Agreement.
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9.2.3 No additional compensation is payable to the Principal Investigator or its Personnel for
any Inventions assigned under clause 9.2.2.

9.2.4 If Sponsor files patent applications reiating to an Invention, the Clinical Site must assist
GC India and/or Sponsor to prepare those patent application(s) and must execute any
documents requested by Sponsor to ensure title vests in Sponsor. Clinical Site’s
assistance is at Sponsor’s expense.

PUBLICATION & PROMOTIONAL ACTIVITIES

10.1 Publication

10.1.1 The Principal Investigator and the Clinical Site each undertakes not to make any
publication or release relating to the Clinical Study or its results without GC India’s and

Sponsor’s prior written consent.

10.1.2 In multicentre studies, the Clinical Site and the Principal Investigator agree not to
publish the results of the Clinical Study before the results of the multicentre study are

published.

10.1.3 If no multicentre publication occurs within 18 months of Clinical Study completion at all
global Clinical Study sites and Sponsor’s receipt of all the data from all the global
Clinical Study sites, the Principal Investigator or Clinical Site may publish or present
the resuits from their own Clinical Site only subject to the procedures in this clause 10
and in accordance with copyright law.

10.1.4 Clinical Site and the Principal Investigator must provide GC India and Sponsor with a copy
of the proposed presentation or publication for review and comment at least 45 days before

proposed presentation or submission for publication.

10.1.5 During the 45 day period, GC India and Sponsor may:

(1) comment on the proposed publication and Clinical Site and Principal Investigator must
consider those comments;

(2) request delay of publication for no more than 120 days to allow Sponsor to file patent
applications or take other measures to protect Intellectual Property; Clinical Site and
Principal Investigator must comply with that request; or

(3) request that Clinical Site or Principal Investigator remove specified Confidential
Information (other than results of the Clinical Study); Clinical Site must remove
whatever Confidential Information is required to protect Confidential Information or

Intellectual Property of GC India or Sponsor.

10.1.6 If Clinical Site receives no comments from GC India or Sponsor within 45 days of giving
them a copy of the proposed publication, it may make the publication, subject to section

10.1.2 and 10.1.3.

10.1.7 Any person named as an author will be given a reasonable opportunity to review the
publication. Any person acknowledged as an investigator of the Clinical Study in the
publication will be given a reasonable opportunity to request removal of his or her name

from the publication.
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10.2 Promotional activities

Clinical Site may not issue a press release that refers to the Protocol, Clinical Study or
any other study conducted by Sponsor or GC India, or that uses Sponsor’'s or GC
India’s name or trademarks without their prior written permission. Clinical Site may
identify GC India as a contract partner for the Clinical Study.

TERM AND TERMINATION

11.1 Term

This Agreement commences on the Commencement Date (the date it is last signed
by all Parties). In the ordinary course of events, this Agreement terminates when GC

India makes its final payment to Clinical Site.

11.2 Termination

11.2.1 GC India may terminate this Agreement by written notice to Clinical Site immediately:

(1) at any time, if a governmental or regulatory authority requests that the Clinical
Study is terminated; or

(2) at any time 60 days after the Commencement Date, if Clinical Site has not
enrolled any Eligible Subjects.

11.2.2 GC India may terminate this Agreement for any reason other than those mentioned in
clause 11.2.1 with 30 days’ written notice. If GC India terminates early under this
clause, GC India will pay Clinical Site’s reasonable costs up until termination relating
to the Clinical Study, incurred and calculated in accordance with the Budget.

11.2.3 Any Party may terminate this Agreement immediately by written notice to the other
Party if it believes on reasonable grounds that:

(1) continuing the Clinical Study poses an unacceptable risk to the rights, interests,
safety or well-being of Eligible Subjects; and

(2) terminating this Agreement is the most appropriate way to respond to that risk.

11.2.4 In addition, either Party may terminate this Agreement immediately by written notice if
the other Party:
(1) breaches this Agreement or the Protocol and fails to rectify the breach to the other
Party’s satisfaction within 30 days of receiving a notice specifying the breach and
requiring its remedy; or
(2) is declared insolvent or has an administrator or receiver appointed over any of its
assets or ceases to carry on business.
11.2.5 GC India may terminate this Agreement immediately by written notice if the Clinical

Site breaches either of clauses 12.3 (Debarment) or 12.4 (Anti bribery). Clinical Site
will not be entitled to further payment or compensation if the Agreement is terminated

under this clause 11.2.5.
11.2.6 [f this Agreement is terminated under clauses 11.2.1, 11.2.3, or 11.2.4, GC India must

pay the Clinical Site for actual activities performed in accordance with this Agreement
and the Protocol and reasonable non-cancellable expenses incurred before notice of
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termination. Any funds paid in advance will be prorated and any excess funds will be
returned to GC India.

11.2.7 Termination of this Agreement by a Party does not affect the Parties’ rights and
obligations accrued before the effective date of the termination.

11.2.8 The following clauses survive termination of this Agreement: clauses 2.2, 6, 7, 8, 9,
10, 11, 14, 15, 19, and 29. Any other rights or obligations which by their nature should
survive will remain in full force and effect following termination or expiry of this

Agreement.

11.3 Obligations following termination

11.3.1 If this Agreement is terminated for any reason, clinical Site must promptly deliver to
GC India all Clinical Study data, Study Materials and Confidential Information and all
unused Trial Drugs or other related materials, subject to applicable retention

requirements imposed by law.

11.3.2 On receipt of notice of termination for any reason whatsoever, the Clinical Site must:
(1) Take all appropriate action to close the Clinical Study promptly, in accordance with

GC India’s instructions and applicable law;

(2) Cooperate with GC India and Sponsor to ensure that Eligible Subjects who may be
affected by termination receive adequate medical care;

(3) Use all reasonable efforts (i) to complete reports for all Eligible Subjects that have
been entered into the Clinical Study before the termination date; and/or (ii) write a
final report for that portion of the Clinical Study that has been completed before the

termination date.
(4) If GC India requests, the Clinical Site must refer Eligible Subjects to other clinical

sites designated by GC India for continued participation in the Clinical Study;
(5) Refrain from incurring additional costs or expenses to the extent reasonably

possible and medically permissible; and
(6) Immediately cease enrolling patients in the Clinical Study and cease administering

the Trial Drug and conducting medical procedures on Eligible Subjects to the extent
medically permissible.

WARRANTY

12.1 The Clinical Site represents and warrants on behalf of the Clinical Site and the Principal
Investigator to GC India and Sponsor that:

(1) its policies are not inconsistent with this Agreement, the Protocol or the GCP;

(2) its execution or performance of this Agreement does not and will not contravene
its constitution or any applicable law or agreement binding on the Clinical Site.

(3) it will carry out its obligations under this Agreement with due care, skill and
diligence and will employ techniques of a high quality and standard and best

practices;
(4) it has full capacity to perform any activity contemplated by this Agreement; and

(5) it has procured any consent/permit and approval for the execution and
performance of this Agreement.
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12.2 Conflict of Interest

The Clinical Site and the Principal Investigator confirm that there is no conflict of
interests between the Parties that may affect their performance of the Clinical Study
or adversely affect the Clinical Study’s integrity. If a conflict of interest arises during
their performance of the Clinical Study, Clinical Site or Principal Investigator must

promptly notify GC India.

12.3 Debarment

Clinical Site warrants that to the best of its knowledge, it, the Principal Investigator
and its other Personnel, are properly registered with appropriate medical registration
bodies and have not been disqualified from practice or banned from conducting
clinical studies by a regulatory authority. Clinical Site must notify GC India as soon
as it becomes aware of any disqualification or ban. If Clinical Site, the Principal
Investigator or any other Personnel is disqualified, or otherwise ineligible, GC India
may terminate this Agreement immediately.

12.4 Anti Bribery
Clinical Site warrants that it:

(1) has not offered, promised or paid, directly or indirectly, a Benefit to a
government official (including, but not limited to, a healthcare professional
employed by a government-owned healthcare facility) to induce the
government official to act in any way in connection with his or her official duties
with respect to services performed under this Agreement or to otherwise
obtain an improper advantage for the Clinical Site, Sponsor, or GC India

(Improper Payment);

(2) has not received an Improper Payment; and

(3) will not offer, promise, pay, authorise or receive any Improper Payment in the
future.

For the purposes of this clause, Benefit includes but is not limited to money,
financial or other advantage, travel expenses, entertainment, business or
investment opportunities, charitable donations or any other thing of value.

12.5 Compliance with applicable law

Clinical Site must not engage in any conduct on GC India’s behalf or Sponsor’s behalf
or part of the Clinical Trial which violates, or potentially violates any applicable local or
foreign laws or regulations.

MANAGEMENT OF TRIAL DRUG
13.1  Clinical Site must:

(1) supply and manage the Trial Drug following usual hospital supply, storage and
disposal practices;

(2) ensure that all Trial Drug is used strictly according to the Protocol and is not used
for any other purpose, unless agreed in writing by the Sponsor;

(3) provide a written explanation accounting for any missing Trial Drug;

(4) keep all Trial Drug under appropriate storage conditions (including any conditions
specified in the Protocol) and in a secure area accessible only to authorised

Personnel; )
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(5) ensure that complete and current records are maintained of (i) the names of the
Eligible Subjects who received the Trial Drug, including the date and the amount
of Trial Drug dispensed; and (ii) the dates and amount of the Trial Drug broken,

spilled or lost; and
(6) not charge Eligible Subjects or third parties for Trial Drug or for any services

reimbursed by GC India under this Agreement.

13.2 At the completion or termination of the Clinical Study, Clinical Site must provide to GC
India a written accounting of the quantities of the Trial Drug used in the Clinical Study.
Clinical Site must return any unused Trial Drug to GC India, or if requested by GC India,
destroy it and provide evidence of the destruction. If GC India requests, Clinical Site
must give a copy of its drug destruction policy and procedure to GC India.

13.3 Clinical Site must not sell the Trial Drug, and guarantees that all the Trial Drug will only
be administered to Eligible Subjects according the Protocol. The above mentioned

procedure will be managed by one special entrusted person.

NOTICES

14.1 Any notice, consent, approval or other communication in connection with this
Agreement (each, a Notice) must be in writing, in English, and be delivered or sent to
the address or email of the recipient as follows (or as varied by notice):

(1) if to GC India and/or Sponsor:
Plot No. 5, Prestige Khoday Towers, 12th Floor, Raj Bhavan Road

Bangalore - 560 001, Karnataka, India
Telephone: +91 80 4942 1400

Name: Abby Abraham

Email: aabraham@georgeclinical.com

(2) if to CLINICAL SITE:
Address: Department of Nephrology C BLOCK Sanjay Gandhi Post Graduate

Institute Of Medical Sciences Raebareli Road Lucknow, India.
Post Code: 226014
Telephone: +91 - 5222495187

Name: Prof R K Dhiman
Email: director@sapgi.ac.in

(3) if to Principal Investigator: Dr. Narayan Prasad
Address: Professor & Head
Department of Nephrology C BLOCK Sanjay Gandhi Post
Graduate Institute Of Medical Sciences Raebareli Road

Lucknow - India.

Code: 226014
Telephone: +91 - 5222495187

Name: Dr.Narayan Prasad

Email: naravan.nephro@amail.com

Protocol: VIS649-201 Vs 3.1 20 Mar 20

Clinical Study Agreement, George Clinical, V0.1.0 05 Aug 20 \ ’
[1509] [03 Feb 2021] .
M Page 16 of 25

/

pwi

F/VJ

Lt Co! Varun Bajpai VSM
Executive Registrar
SCPGIMS, Luckniow


Lenovo
ER


14.2

©

A Notice takes effect from the time received and is taken to be received by the recipient:

(1) if delivered by hand, on the day of delivery;

(2) if sent by post, on the third (seventh, if sent to another country) Business Day
after the date of posting;

(3) if sent by facsimile, on the day shown on the transmission report (from the
machine which sent the facsimile) that the entire facsimile was sent to the
recipient;

(4) if sent by email, on the day the machine (which sent the email) reports the email
was successfully sent (provided no error or bounce back is received);

However, if received after 5:00pm or on a day that is not a Business Day, it is be taken

to be received at 9:00am on the next Business Day. A Business Day is a day which

is not a Saturday, Sunday, or public holiday in India.

ACCESS

15.1

15.2

Clinical Site must allow GC India, Sponsor, their respective employees and agents,
and authorized representatives of any regulatory or governmental authorities access
to the Clinical Site to examine the Clinical Site’s facilities and its personnel and to
inspect and copy all Clinical Study data, documents and records relating to the Clinical
Study to monitor compliance with this Agreement and applicable laws, rules and
regulations. Access must be with reasonable notice and during normal business hours.
Clinical Site must ensure that the Principal Investigator and all relevant key Personnel
are available during monitoring visits to the Clinical Site and assist with any audit of

records as reasonably requested by GC India;

If Clinical Site is contacted by a regulatory authority in connection with the Clinical
Study, Clinical Site must notify GC India immediately unless prevented by law and
must give GC India and Sponsor copies of the notice and related documents, the right
to review and comment on such documents, and allow GC India and Sponsor the right
to be present at any such inspection or inspections. If the inspection or audit occurs
without notice to the Clinical Site, then the Clinical Site must notify GC India
immediately, and no later than 24 hours following the arrival of the inspector or auditor.
GC India may request a meeting after the inspection with the Clinical Site, and Clinical
Site must ensure that the Principal Investigator attends.

TRANSFERABILITY

16. GC India may transfer any rights under this Agreement to the Sponsor, without consent
of the Clinical Site.

INDEPENDENT CONTRACTOR

17.1

17.2

Clinical Site acts as an independent contractor undertaking the Clinical Study. Nothing
in this Agreement creates a relationship of employer and employee, principal and
agent, joint venture or partnership between the parties and no Party will hold itself out
as an agent for another or Sponsor.

Neither the Clinical Site, nor any of its Personnel has authority directly or indirectly, to
act on behalf of, or to commit or bind GC India or Sponsor or to incur' any Ii'abilities or
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expenses on behalf of GC India or Sponsor or to enter into any oral or written
agreement in the name or on behalf of GC India or Sponsor.

17.3 Neither GC India nor Sponsor guarantees the salary of the Principal Investigator or
any other Personnel. The Clinical Site is solely responsible for paying salaries and
employment benefits to its Personnel, and as employer, will also be responsible for all
other employer related obligations, including income and payroll taxes, insurances,
and pension contributions and making all other deductions required by law.

TAXES

18. All amounts in this Agreement include all taxes, duties, fees, costs & expenses, unless
expressly stated otherwise.

SEVERABILITY

19. Any clause of this Agreement which is prohibited or unenforceable is ineffective to the
extent of the prohibition or unenforceability, but the validity or enforceability of the
remaining clauses of this Agreement will not be affected.

WAIVER

20. A right or remedy created by this Agreement cannot be waived except in writing signed
by the Party entitled to that right. Delay by a Party in exercising a right or remedy does
not constitute a waiver of that right or remedy, nor does a waiver (either wholly or in part)
by a Party operate as a subsequent waiver of the same right or of any other right of that

Party.

COUNTERPARTS

21. This Agreement may be executed in a number of counterparts. All counterparts taken
together constitute one instrument. A Party may sign any one counterpart. This
Agreement may be delivered by email and the Parties may rely on an electronic signature

as though it were an original signature

FORCE MAJEURE

22.1 A Party will not be liable for failure or delay in the performance of its obligations under
this Agreement for the period and to the extent that its failure or delay was directly due
to a Force Majeure Event.
22.2 A Party relying on clause 22.1 must:
(1) Promptly notify the other Party of the circumstances and effect of the Force
Majeure Event; and
(2) Take all steps reasonably necessary to mitigate the effects of the Force Majeure
Event on the performance of its obligations.
22.3 If the Force Majeure Event persists for more than 3 months, the other Party may
immediately terminate the Agreement by written notice, without any damages being
due to the Party affected by the Force Majeure Event.
22.4 A Force Majeure Event means an event which is not within the reasonable control of
a Party and not caused by its own act or omission, including (but not limited to) acts of
God, natural events, fire, war, events of terrorism, embargo, strike, riot, or act of
government or regulatory agency.
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ASSIGNMENT

23. The Clinical Site may not assign or transfer any of its rights or obligations under this
Agreement without first obtaining GC India’s and Sponsor’s written consent. Sponsor
may assign any of its rights or obligations under this Agreement without consent of the

Clinical Site.

ENTIRE AGREEMENT

24. This Agreement constitutes the entire agreement between the parties in relation to the
Clinical Study and supersedes all prior representations, agreements, statements and
understandings, whether verbal or in writing in relation to the Clinical Study.

CONFLICT

25. If any terms of this Agreement are in conflict with any terms of the Protocol or the
Budget, the Agreement and Budget will prevail with respect to legal terms and the
Protocol will prevail with respect to clinical terms.

AMENDMENTS

26. This Agreement may only be amended by a written document signed by all Parties.
The Protocol may only be amended in writing by the Parties and approved by the
Ethics Committee.

INTEGRATION

27. The Protocol and any amendments to it and the Exhibits attached to this Agreement
are an integral part of this Agreement and are incorporated in it by reference.

APPLICABLE LAW AND DISPUTES ?/
o)

. . udenon . ] .
28. The laws applicable in Ba-ng‘a’im'e India govern this Agreement. If any disputes arise
in connection with this Agreement, and the dispute cannot be solved pursuant to clause

29, the parties submit to the non-exclusive jurisdiction of the courts in Bangalers, India.
29. DISPUTE RESOLUTION Latde nowd Z/

29.1If a dispute arises in connection with this Agreement, the parties must first attempt to
negotiate in good faith to resolve the dispute. However, nothing in this clause 29
prevents a party from obtaining urgent injunctive relief to protect their intellectual

property rights.

29.2If the dispute is not resolved within 14 days after good faith negotiations commence,
either party may refer the dispute to mediation under the Arbitration and Conciliation
Act 1996, in India.

29.3If the dispute is not resolved within 21 days of the commencement of mediation, either
party may commence proceedings in any court of competent jurisdiction.

29.4Unless specifically provided otherwise, each party must continue to perform its
obligations under this agreement, despite the existence of a dispute.

29.5Nothing herein shall prevent either party from seeking equitable or injunctive relief

through the court system. :
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EXECUTED as an Agreement between the parties.

VISTERRA, INC. A/\Q
o sy Qe
N Fe 2o

WA ns L DWo

David Oldach, MD
Printed Name
Chief Medical Officer, Visterra

Title
On behalf of George Clinical India Private On behalf of CLINICAL SITE

Limited (GC India) .

Signed: 4&\ /)‘ M 5Signed:
. LT e Wﬁ

Name: Abby Abraham Name: orof & Kg?oq“ﬁa@ -
Director il

" v | | . : i i t Gra

Position: - Country Head, India Position: DfatifyGan dhi F_’os '

ry | Institute of Medical Sciences

‘ LUCKNOW-226 014, INDIA
- 1S T isent Date: / /.

B4

The Principal Investigator acknowledges this Agreement and understands the obligations it O i
imposes .
&

Acknowledged by the Principal Investigator

ﬂwyany-tead

o P (Prof; Jeesor &
Signed: % - é/{—% . 2/\ D‘:;ﬂ_ G{NEPT{?:}?‘E%_'ZEU’M

e
5GP Gé‘i\? aR-27804/9%
Reg. N

Name: Dr. Narayan Prasad ~ MBBS,
MD, DM

Position: | Professor & Head
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EXHIBIT A

PROTOCOL A Multicenter, Randomized, Double-Blind,Placebo-Controlled, Multiple Dose
Study to Evaluate the Efficacy and Safety of VIS649 in Participants with Immunogiobulin A

(IgA) Nephropathy

To be submitted separately
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