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I CLINICAL TRIAL AGREEMENT

' This CLINICAL TRIAL AGREEMENT (the “Agreement”) is effective as of the date of last
signature (the “Effective Date™), by and among;

% Mahatma Gandhi Mission's Medical College and Hospital located at N-6, Cidco, Aurangabad-
431003, Maharashtra, India (the “Institution™),

—and-s

Dr. Deepak Bhosle, an employee of the Institution, acting within the scope of histher employment,
lﬁated at N-6, Cidco, Aurangabad-431003, Maharashtra, India, who shall serve as the principal
investigator (“Investigator™) for the Study as defined below. The Institution and the Investigator may be
collectively referred to as the “Site”.
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-and-

Grapecity Research Solutions LLP, Site Management Organization located at D/2, Prakash Hsg
Society, Thergaon, Near Kalewadi Fata, Pune- 411033, Maharashtra, India, shall serve as the site
management organization (the “SMO™) who will provide the Institution and the Investigator certain clinical
trial related services in relation to the study as defined below.

-and-

Pharmaceutical Research Associates India Private Limited located at The Qube, A-602 and A-
603, C.T.S. No. 1498 A/2, M.V. Road, Marol, Andheri (East), Mumbai - 400 059, India (“PRA”).

ASTRAZENECA AB located at 151 85 Stdertélje, Sweden (the “Sponsor”) will assume the role
of sponsor with respect to the Study identified below and has retained PRA (under a separate written

agreement) to serve as the Sponsor’s contract research organization to manage the Study on its behalf.

1. STATEMENT OF WORK.

(a) The Investigator will conduct the clinical research study entitled “A 26 Week, Multicenter,
Randomized, Placebo-Controlled, Double-Blind, Parallel Group, Phase 3 Trial with a 26 Week
Safety Extension Period Evaluating the Safety and Efficacy of Dapaglifiozin 5 and 10 mg, and
Saxagliptin 2.5 and 5 mg in Pediatric Patients with Type 2 Diabetes Mellitus who are between 10
and below 18 years of age” (the “Study”), bearing protocol number D1680C00019, as may be
amended from time to time (the “Protocol”), the provisions of which are incorporated herein by
reference. The Investigator shall perform the Study in conformance with: (i) generally accepted
standards of good clinical practice, (ii) an ethical manner and in a manner that appropriately protects
the safety, security, and well-being of the Study subjects and any data arising from the Study (iii) the
Protocol, (iv) the FDA Form 1572, and (v) all applicable laws, rules and regulations governing the
conduct of the Study and the activities or interactions under this Agreement, including, but not limited
to the Indian Drugs and Cosmetics Act, 1940, the Indian Drugs and Cosmetics Rules, 1945, and any
other guidelines and notifications issues by the Central Drug Standard Control Organisation (as may
be amended from time to time) and DCGI Guidelines on Audio Visual Recording of Informed Consent,
as applicable to the conduct of the Study. The Institution shall not reassign the conduct of the Study to
another investigator without Sponsor’s express written consent. If the [nvestigator is unable to perform
the duties required by this Agreement, the Institution shall promptly notify PRA and the Sponsor in
writing. [f a mutually acceptable replacement is not available, this Agreement may be terminated as
provided herein.

(b) The Institution and SMO shall provide appropriate resources and facilities so the Investigator can
conduct the Study in a timely and professional manner and according to the terms of this Agreement.
The Site and SMO shall ensure that only individuals who 3re appropriately trained and qualified will
assist in conducting the Study. The Site and SMO are responsible for ensuring that all personnel
participating in the Study (“Study Team™) comply with the terms of this Agreement, excluding
personnel supplied by PRA or Sponsor. Institution, Investigator and SMO agree to promptly notify
PRA and the Sponsor in the event any Study Team member is reported to or comes under investigation
by any regulatory authority, licensing board, independent ethics committee or institutional review
board, and further agrees to promptly discontinue the use of any such personnel in connection with the

¢

l

LN

Xg_\f\s Page 2 of 17




India;‘Institutioannvestigator[SMO Clinical Trial Agreement

Confidential
<Mahatma Gandhi Mission's Medical College and Hospital, Deepak Bhosle>
<CV181375/D1680C00019>

&!% PRAHEALTHSCIENCES

£

(c)

(@)

(b)

()

(d)

(e)

(’f‘)

Study unless the Sponsor consents in writing to the continued use of such personnel. Unless otherwise
agreed to in writing by the parties, the Site and SMO shall conduct the Study only at the facilities
indicated in this Agreement.

Investigator and/or Study Team may be invited to attend and participate in meetings relating to the
Study. The parties agree that there will be no additional compensation for attendance or participation
at such meetings by the Investigator or any Study Team. If the Investigator and/or Study Team are
required to perform any additional tasks, over and above those required for the conduct of the Study,
the terms and obligations for the provision of such services shall be subject to a separate agreement.

2. PAYMENT.

PRA will pay the SMO according to the Payment Terms attached hereto as Exhibit A (“Payment
Terms”) and the Budget attached hereto as Exhibit B (“Budget™), upon receipt of invoices and other
appropriate documentation as specified therein. Payments due hereunder are pass-through payments
from Sponsor that will be sent after such payments are received by PRA from Sponsor. PRA shall
exercise reasonable efforts to ensure timely receipt of pass-through payments from Sponsor.

The Institution and the Investigator appoints the SMO as their duly designated payee, authorized to
receive Study payment of their behalf (“Payee”). The Payee shall provide full payment instructions
and bank details, in writing to PRA in the Payment Informat ion Checklist (“PIC”), before any payment
can be made. The Payee is obliged to inform PRA, in writing, of any changes or required updates of
payment instructions and/or bank details. The parties agree thatany change of or update to the Payee’s
bank details contained in the P1IC may be effected through a written notice and shall not of itself require
a formal Amendment to this Agreement. The Institution, Investigator and SMO agree and acknowledge
that any payment made by the Sponsor or PRA 10 the Payee shall be deemed payment to the Institution
and/or the Investigator and/or SMO and the Institution, Investigator and SMO shall have no recourse
from PRA or Sponsor.

The Site is an independent contractor, and the SMO shall be deemed an agent of the Site and neither
PRA nor Sponsor is responsible for any employee benefits, pensions, workers’ compensation,
withholding, or employment—related taxes as to the Site, SMO or any of their personnel.

The Investigator and any sub-investigators will complete and sign a financial disclosure form when
reasonably requested to do so by PRA or Sponsor. These forms shall be promptly updated as needed
{o maintain their accuracy and completeness during the Study and for one year after its completion.

The Site and SMO hereby agree that no third party will be charged for any aspect of treatment or
subject care for which the Payee has invoiced or been paid under this Agreement. The Institution
hereby agrees that neither participants in the Study nor any third party will be charged for Saxagliptin,
Dapagliflozin and placebo (the © tudy Drug”) or any comparator drugs provided for this Study, nor
shall Payee include such cost in any cost report to third-party payers.

Unless otherwise agreed herein, payments will be made for evaluable subjects and for eligible subjects
only. An eligible subject is one who meets all of the inclusion requirements and does not meet any of
the exclusion ecriteria of the Protocol, who was enrolled by Tnvestigator, and from whom informed
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consent has been obtained. An evaluable subject is one for whom case report forms (“CRFs™) have
been properly completed in accordance with the Protocol, and who has completed the appropriate
Study procedures as set forth in the Protocol, and undergone the evaluations required by the Protocol.

(g) The parties acknowledge and agree that the compensation provided for Site’s performance under the
Agreement represents the fair market value for the services conducted by Site and has been agreed
independently from any business the Institution or the Investigator has made or may make in relation
to the ordering of products or services of the Sponsor.

3. RECORDKEEPING: REPORTING; ACCESS.

(a) Authorized representatives of Sponsor and/or PRA have the right, upon reasonable advance notice,
and during regular business hours, to: (i) audit and examine the Site’s facilities required for
performance of the Study; and (ii) review all data, records and work products relating to the Study,
and if necessary, make copies of such data, records and work products, provided such copies do not
include any unauthorized individually-identifiable information of a Study subject. The Site shall
maintain complete and accurate records related to the Study, and shall retain all such records resulting
from the Study for fifteen (15) years or later if required under applicable laws and regulations.

(b) The Investigator will deliver CRFs to PRA within fourteen (14) days of Investigator’s review or in
accordance with PRA’s reasonable written instructions, as the case may be. The Investigator shall be
available at reasonable times during normal business hours to meet with Study monitors and answer
questions regarding the conduct of the Study. [f PRA must use or access the Site’s computer systems,
it will do so in accordance with the Site’s instructions and will only use acquired information for the
purpose of the Study and in accordance with applicable laws.

(¢) The Site and SMO will promptly notify Sponsor and PRA if any regulatory authority notifies the
Institution or Investigator of a pending inspection or makes any written or oral enquiries relating to the
Study, and will promptly forward to Sponsor and PRA copies of any written communication received
as a result of such inspection or enquiry which are related to the Study. The Site and SMO shall also
provide to Sponsor and PRA copies of any documents provided to any inspector that relate to the
Study.

4, CONFIDENTIALITY.

The Protocol, Study Drug(s) (including Study Documentation and Intellectual Property (as defined
in Clause 7), CRFs, and any and all information, data, reports or documents, disclosed to or generated by
the Site or any Study Team members regarding the work performed under this Agreement (other than
subject medical records) or which otherwise relates to this Study (“Confidential Information™) belong to
Sponsor in accordance with clause 7 below and shall not be disclosed by the Site or SMO to any third party
or be used for any purpose other than the performance of thé%tudy without the prior written consent of
Sponsor, during a period of ten (10) years after the termination of the performance of the Agreement. The
above obligations of confidentiality shall not apply to the extent Confidential Information:

(a) is or becomes, through no fault of the Site or SMO, part of the public knowledge;
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(b) the Site or SMO can demonstrate was already lawfully in the Site or SMO’s possession on the
date of disclosure to the Site or SMO and not subject to prior confidentiality obligations;

(c) is acquired by the Site or SMO from any third party without restrictions on disclosure; or

(d) is developed by the Site or SMO independently, without the use or benefit of Confidential
Information, and as evidenced by competent written records.

Permitted Disclosures. The Site and SMO’s obligations of non-disclosure and non-use of Confidential
Information shall not apply to the extent the Site and SMO are required by law to disclose Confidential
Information, provided the Site or SMO promptly notifies Sponsor of such a requirement prior to disclosure
to allow Sponsor the reasonable opportunity to oppose the requirement or seek an appropriate protective
order. This Section 4 does not limit the Site and SMO’s rights or obligations under Section 6 Publication.

5. PRIVACY AND DATA PROTECTION.

The parties agree that each will comply with their respective obligations as required under
applicable privacy and data protection laws. The Institution, SMO and Investigator will obtain the consent
of each Data Subject, and the Investigator will provide his/her consent and will obtain the Study Team
members’ consent with regard to their own personal data, to the use, processing, holding and transfer of
their data to countries other than their own, that may not have the same level of data protection as their own
country. . The Investigator and the Study Team have the right to access and correct their personal data. In
order to exercise this right, the requests should be addressed to the Sponsor and PRA.

6. PUBLICATION.

(a) SMO shall have no publication rights over the Study. The Institution and the Investigator shall be
entitled to publish the results of, or make presentations related to, the Study, provided that any
publications or presentations to be made within 2 years of completion of the Study shall require the
Sponsor’s prior written consent. All such publications or presentations shall (i) be consistent with
academic standards and International Committee of Medical Journal Editors guidelines, (ii) not be
false or misleading, (iii) comply with all applicable laws, (iv) not be made for any commercial purpose.

(b) The Institution and/or the Investigator shall provide the Sponsor with copies of any materials relating
to the Study, or the Developed Technology (defined in clause 7 below) that either intends to publish
(or submit for publication) or make any presentations relating to, at least thirty (30) days in advance
of publication, submission or presentation.

(c) At the request of the Sponsor and/or PRA, the Institution and/or the Investigator:

(i) shall not include in or shall remove frori* any proposed publication any Confidential
Information, errors or inaccuracies; and

(ii) shall withhold publication, submission for publication or presentation for a period of ninety
(90) days from the date on which the Sponsor receives the material to allow the Sponsor to
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take such measures as the Sponsor considers necessary to preserve its proprietary rights and/or
protect its Confidential Information.

(iii) The Institution and the Investigator shall include the following acknowledgement in all
publications and presentations relating to the Study, the Study Documentation or Developed
Technology, as well as in any financial disclosure information relating to the Study:
“AstraZeneca sponsored this clinical trial.”

(iv) The Sponsor has a long-standing commitment to transparency, and the Institution and the
Investigator acknowledge that the Sponsor shall post the Study on clinical trial registries and
publish the results on clinical trial results databases in such format (including
www.astrazenecaclinicaltrials.com), and/or provide such results to the regulatory authorities.

(v) If the Sponsor invites the Investigator to be an author of a Sponsor-managed publication, the
Investigator shall direct, draft and/or review the proposed publication, and approve the final
version of the publication to be published. No compensation shall be provided in respect of
any such authorship. Any authorship, medical writing, editorial or logistical support provided
to the Investigator or the Institution by the Sponsor in respect of publication shall be subject
to the Sponsor’s publications policy, details of which are available at www.astrazeneca.com.

7. INTELLECTUAL PROPERTY RIGHTS.

Except as expressly set out in this Agreement, no party nor the Sponsor shall acquire any right, title or
interest in or to the Intellectual Property of any of the other parties or the Sponsor or their licensors.

The Sponsor shall own all rights and title in any Intellectual Property arising from the Study or relating
to the Study Drug, any Developed Technology and the Study Documentation, except to the extent that
the Institution and Investigator are required to retain any Study Documentation in accordance with the
International Conference on Harmonisation Guideline for good clinical practice (including any
modification or re-enactment thereto) and the applicable laws and regulations. The Institution, the
Investigator and/or SMO shall promptly disclose any such Intellectual Property to the Sponsor and
PRA in writing or in such other format as the parties may agree.

To the extent capable of prospective assignment, the Institution, Investigator and SMO hereby assign
to the Sponsor (or its Designee) all their rights, title and interest in and to all Intellectual Property
falling within Clause 7(b) above. To the extent that any such Intellectual Property cannot prospectively
be assigned, the Institution, Investigator and/or SMO shall assign, and shall procure that the Study
Team shall assign, such Intellectual Property to the Sponsor (or its Designee) on creation.

The Institution, Investigator and/or SMO shall, and shall ensure that the Study Team take all steps as
the Sponsor and/or PRA may reasonably require from tifffe to time in order to enjoy the full benefit of
the rights assigned under this Clause 7.

The Sponsor grants to the Institution a perpetual, royalty-free non-exclusive licence to use the

Intellectual Property arising only from the Study for internal research and educational purposes only,
and with no right to grant sub-licences. The SMO shall have no such rights. The provisions of Clauses

(o
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4 and 6 of this Agreement shall continue to apply in relation to any such licence.

The capitalised terms set out below that are referred to in this Clause or other parts of this Agreement
shall have the following meanings:

(D) “Designee” means any person designated by the Sponsor in writing who undertakes
activities on behalf of the Sponsor in relation to the Study, which may include an
affiliate or PRA.

(2) “Developed Technology” means any inventions, discoveries, improvements or

developments made by the Institution, the Investigator or any Study Team (whether
solely or jointly with others) in the course of or as a result of the Study and that are
directly related to the Study Drug, or the use thereof.

(3) “Intellectual Property” means any and all rights in and to ideas, formulae, inventions,
discoveries, know-how, data, databases, documentation, reports, materials, writings,
designs, computer software, processes, principles, methods, techniques and other
information, including patents, trademarks, service marks, trade names, registered
designs, design rights, copyrights and any rights or property similar to any of the
foregoing in any part of the world, whether registered or not, together with the right to
apply for the registration of any such rights.

4 “Study Documentation” means all records, accounts, notes, reports, data and ethics
communications (submission, approval and progress reports), collected, generated or
used in connection with the Study and/or Study Drug, whether in written, electronic,
optical or other form, including all recorded original observations and notations of
clinical activities such as CRFs and all other reports and records necessary for the
evaluation and reconstruction of the Study.

8. MATERIAL TRANSFER; RETURN OF MATERIALS: EQUIPMENT.

During the Study, Sponsor or Sponsor’s designee shall provide to the Site, at Sponsor’s expense, the
Study Drug, placebo and other compounds, or agents for the performance of the Study (collectively,
the “Materials”). The Materials will be used only by the Site for performance of the Study in
accordance with the Protocol and this Agreement. The Site shall handle, store, and ship or dispose of
Materials in accordance with the Protocol and any reasonable written instructions provided by Sponsor
(or Sponsor’s designee), and in compliance with all applicable, local and national laws, rules and
regulations including, but not limited to, those governing hazardous substances.

Unless otherwise agreed by the parties, in the event that the Protocol for a Study requires the collection
of blood, tissue or other biological materials from subjeets (“Biological Materials™) the site and SMO
agree that the use of such Biological Materials shall be limited to those tests, analyses or procedures
identified in the Protocol and informed consent as approved by the IRB/EC.

Upon completion or termination of the Study, all Materials furnished to the Site by Sponsor or
Sponsor’s designee shall be promptly returned or destroyed as directed by PRA. Shipping costs

relating thereto will be paid by PRA. o
Y
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(d) If Sponsor provides equipment to the Site, such equipment shall be used only by the Site for the

(a)

(b)

(©)

(d)

(e)

()

performance of the Study and in accordance with any written instructions of use provided by the
equipment manufacturer or Sponsor. Such equipment is property of the Sponsor or Sponsor’s designee
and shall be returned, at Sponsor’s expense, to Sponsor (or Sponsor’s designee), upon Sponsor’s
written request or upon completion of the Study. The equipment to be provided is listed at Exhibit C.
Site will use reasonable care to maintain such equipment while in its possession, provided that Sponsor
shall be responsible for maintenance and repair costs due to normal wear and tear. If Institution and/or
Investigator do not return the equipment, the fair market value of the equipment, as determined by
Sponsor or Sponsor’s designee, will be deducted from the final payment.

9. TERM: TERMINATION.

This Agreement shall commence on the Effective Date and shall continue in force until the Study has
been completed at the Site.

This Agreement may be terminated by the Sponsor or PRA at any time and for any reason upon thirty
(30) days written notice, or immediately upon written notice by any party where such party, on
reasonable grounds, believes the Study should cease in the interests of health, safety or well-being of
Study subjects.

Upon the effective date of termination of this Agreement, an accounting shall be conducted by the Site,
subject to verification by PRA. Following PRA’s receipt of adequate documentation, PRA will pay
for:

(i) all services properly rendered and monies properly expended by the Site, through the effective
date of termination which have not yet been paid by PRA; and

(i1) non-cancelable obligations properly incurred for the Study by the Site prior to receipt of notice
of termination.

If the Site has been paid any amounts which have not been earned hereunder as of the date of
termination, the Institution shall promptly return to PRA all such unearned funds within 30 days.

Immediately upon receipt of a notice of termination, the Investigator shall stop screening and enrolling
subjects into the Study and shall, as directed by PRA, cease conducting Study procedures on subjects
already enrolled in the Study, to the extent medically permissible, and to cease, to the extent reasonably
feasible, from incurring any additional Study expenses.

The SMO shall have no termination rights over this Agreement,
o

10. INSURANCE.

The parties acknowledge that Sponsor will ensure adequate provision is made by way of insurance

or indemnity arrangements sufficient to meet its obligations and liabilities under applicable laws as the
sponsor of the Study, in particular towards Study subjects for personal injury arising as a result of

o
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participation in the Study.

11. STATUS OF SPONSOR.

In order to satisfy pre-existing contractual obligations owed by PRA to the Sponsor, the parties
agree that the Sponsor and its affiliates are the intended third-party beneficiaries of the rights under this
Agreement, and accordingly has concomitant enforceable rights in relation to this Clause. The parties
acknowledge that conferring third-party beneficiary status upon the Sponsor and its affiliates is a direct and
material purpose of the parties entering into this Agreement. Rights under this Clause 12 cannot be modified
without the Sponsor’s consent. To the extent applicable law does not allow vesting of any rights directly in
Sponsor under this Agreement, such rights will vest in PRA, on Sponsor’s behalf and PRA may grant
licenses to the Sponsor to effect such rights.

12. CERTIFICATIONS.

(a) The Institution, Investigator and SMO hereby individually certify that they have not been debarred or
disqualified from participating in clinical research under any laws or regulations. If during the term
of this Agreement, the Institution, Investigator or SMO (i) becomes debarred or disqualified or (ii)
receives notice or threat of an action with respect to its debarment or disqualification, the Institution,
Investigator or SMO, as the case may be, shall notify PRA immediately.

(b) The Institution, Investigator and SMO hereby individually certify that they have not and will not use
in any capacity the services of any individual or entity which has been debarred or disqualified from
participating in clinical research under any laws or regulations. In the event that the Institution,
Investigator or SMO becomes aware of the debarment, threatened debarment, disqualification or
threatened disqualification of any such individual or entity, the Institution and/or the Investigator
and/or SMO, as the case may be, shall notify PRA immediately.

(c) The Institution, Investigator and SMO declare that neither the Investigator nor any member of the
Study Team is subject to any conflicting obligations or legal impediments and/or has any financial,
contractual or other interests in the outcome of the Study that might interfere with the performance of
the Study or that is likely to affect the reliability and robustness of the data generated in the Study. The
Investigator shall inform the Sponsor immediately upon learning of the existence of any financial
arrangement or interest between the Investigator or member of the Study Team and the Sponsor.

(d) The Institution, Investigator and SMO individually warrant and promise that, in connection with this
Agreement, it’/he/she has not and will not (directly or indirectly) make any improper payment or offer
(or authorizing another to pay or offer) money or anything of value to a government official or any
other person connected with the provision of services under this Agreement, in order to improperly
influence any act or decision of such official or person, to induce such official or person to do or omit
to do any act in violation of his or her relevant duty, texobtain any improper advantage, to procure
improper performance of a function or activity associated with this Agreement or in the case of a
government official, to induce such official to use his or her influence improperly to affect or influence

any act or decision of a government.
\ AW
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13. ASSIGNABILITY.

Site and SMO may not assign any of its rights or delegate any performance under this Agreement,
voluntarily or involuntarily, whether by merger, consolidation, dissolution, operation of law, or any other
manner except with the prior written consent of PRA, and any purported assignment or delegation without
PRA’s written consent is void. Except for the third-party beneficiary rights granted to the Sponsor and its
affiliates in this Agreement, any person who is not a party to this Agreement shall not have any rights under
it and shall not be able to enforce any term of this Agreement.

14. NOTICES.

With the exception of Study funds paid by PRA pursuant to Section 2 hereof, all notices required
or permitted to be given under this Agreement shall be in writing and shall be (a) delivered personally, (b)
sent by certified mail, or (c) sent by a nationally-recognised courier guaranteeing next-day delivery, to the
recipients below. The parties agree that changes to the addresses below for receipt of notices under this
Section may be effected by a letter signed by the relevant party and does not require an amendment to this
Agreement signed by all parties:

If to PRA: Pharmaceutical Research Associates India Private Limited
The Qube, A-602 and A-603 C.T.S. No. 1498 A/2
M.V. Road, Marol, Andheri (East),
Mumbai 400 059 India
Attention: Clinical Operations Director

If to the Sponsor: AstraZeneca AB
151 85 Sodertdlje, Sweden
Attention: Legal Department

If to the Institution: Mahatma Gandhi Mission's Medical College and Hospital
N-6, Cidco, Aurangabad-431003, Maharashtra, India
Attention: Dr. Deepak Bhosle

If to the Investigator:  Dr. Deepak Bhosle
N-6, Cidco, Aurangabad-431003, Maharashtra, India

If to the SMO: Grapecity Research Solutions LLP
D/2, Prakash Hsg Society, Thergaon,
Near Kalewadi Fata, Pune- 411033, Maharashtra, India
Attention: Dr. Sushil Chaudhary
Fis S

15. USE OF NAMES.

The Institution, Investigator and SMO shall not use the name, symbols and/or trademarks of PRA
or the Sponsor in any form of publicity in connection with the Study unless explicitly approved by PRA or
the Sponsor in advance or specifically allowed under the terms of this Agreement. Institution, Investigator
and SMO agree that, in accordance with applicable laws, Sponsor may make public the amount of funding

SQ,N'\N&L/
(=
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provided hereunder for the conduct of the Study and may identify Institution, Investigator and SMO as part
of this disclosure or as part of any Study recruitment activities or other Study-related meetings.

16. WAIVER; SEVERABILITY.

No waiver of any term or condition of this Agreement whether by conduct or otherwise in any one
or more instances shall be deemed to be or construed as a further or continuing waiver of such term or
condition, or of any other term or condition of this Agreement. If any terms or conditions of this Agreement
are held to be invalid, illegal or unenforceable the remaining terms and conditions contained herein shall
not be affected.

17. ENTIRE AGREEMENT; EXHIBITS: COUNTERPARTS.

This Agreement, including the Exhibits attached hereto, constitutes the full understanding of the
parties with respect to the subject matter hereof and a complete and exclusive statement of the terms of their
agreement, and no terms, conditions, understanding or agreement purporting to amend, modify, vary or
waive the terms of this Agreement shall be binding unless made in writing and signed by an authorised
representative of each party hereto. This Agreement and any amendment hereto may be executed in several
counterparts, each of which shall be deemed an original but taken together shall constitute one and the same
instrument.

18. CONTINUING OBLIGATION:; SURVIVAL OF PROVISIONS.

Except as otherwise specifically provided herein, termination of this Agreement shall not relieve
any party hereto from any obligation under this Agreement that accrued or arose from facts and
circumstances in existence prior thereto. In addition, the provisions of this Agreement that by their nature
contemplate continuing obligations shall survive expiration or termination of this Agreement.

19. GOVERNING LAW.

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

SIGNATURES APPEAR ON FOLLOWING PAGE
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IN WITNESS WHEREOF, the parties have caused this Agreement to be executed by their duly
authorised representatives on the date(s) indicated below, but effective for all purposes as of the Effective

Date.

PHARMACEUTICAL RESEARCH ASSOCIATES
INDIA PRIVATE LIMITED

By : /@

T < A

Authorised Signature

Name ; Sachin Narkhede

Title : Associate Director. Clinical Operations

Dae : O3 [AUke|=eiz

SMO

By

Name : Dr. Sushil Chaudhary

Title Director

Date

INVESTIGATOR \\IN\N
~3

By

Name : Deepak Bhosle

Title Principal Investigator

Date

INSTITUTION
DEAN

\%9,%:«'5 MEDICAL COLLEGE
URANGABAD
By . / A

Authorised Signature

Name

Title

Date
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EXHIBIT A
PAYMENT TERMS
Sponsor Astra? eneca
Protocol No: \ DI 680C00019
i PRA Project Id: AZUCI375-CV137

Payvee. The SMO, Grapecity Research Solutions LLP, shall be the Payee for this study in
accordance with paragraph 2 of this Agreement. It is understood and agreed that although PRA shall
direct all payments to SMO, SMO shall disburse any and all payments to Institution and/or
Investigator and/or Study Team members as applicable. Pursuant to the Payment Terms, Budget, this
Agreement, and in accordance with any applicable agreement between Institution, Investigator and
SMO; neither PRA nor Sponsor shall be responsible for any payments directly to Institution,
Investigator and SMO.

Subject Recruitment. Enrollment for this study is competitive. PRA anticipates that the Site and
SMO will recruit approximately 2 subjects, but makes no guarantees regarding this number. Site and
SMO shall not recruit more, without the prior written approval of PRA or Sponsor, and neither PRA
nor Sponsor will be liable for compensation for unauthorized subjects in excess of the number
specified above. PRA will advise on recruitment progress and notify sites when recruitment is
complete.

Payment Method. PRA will make payments in Indian Rupee by electronic bank transfer in
accordance with Exhibit B Budget as attached. PRA will not make any additional payments to Payee
pursuant to this Agreement WlﬂlOlIt the pnor written approval of Sponsor. Nor will PRA pay for any
procedures performed or treatments given in violation of the Protocol unless approved in writing by
Sponsor.

Payment Timing. PRA will make payments on a quarterly basis, in accordance with Exhibit B
Budget. These payments will be made within 45 days of the acceptance criteria outlined below:

a) Start-Up Payments. Upon site activation and the receipt of a completed Payment Information
Checklist. Start-Up fees will be paid in accordance with Exhibit B Budget.

b) Subject Visit Payments. PRA will make payments based on subject visits that have been source
document verified by Study Monitor, in accordance with Exhibit B Budget. PRA will withhold
10% of each subject visit payment until the Final Payment, as defined below.

Other Payments. All other payments will be made within the agreed timing, as defined in section 3
above, upon receipt by PRA of a valid invoice, in the amounts specified in Exhibit B Budget, and
according to the following criteria. ~

a) IRB Fees or Ethics Committee Fees. If Site will be using the central IRB or Ethics Committee
designated for this Study, PRA will be responsible for the Task Order and fees associated with
this service provider. PRA will reimburse the relevant IRB or Ethics Committee for fees in
accordance with an invoice issued to PRA by the IRB or Ethics Committee. PRA will not
reimburse Site for IRB fees incurred in connection with the Study.

N-
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b) Screen Failures. PRA will pay for subjects who fail screening based on a pre-determined flat
fee. The Site or SMO must document all screening procedures completed prior to screen failure
and must ensure that the subject has signed an informed consent form. PRA will not pay for any
procedures carried out after the subject has failed screening.

c) Subject Travel Reimbursement. PRA will reimburse the Site for subject travel expenses per
subject visit in accordance with Exhibit B Budget and the study subject Informed Consent Form.

Invoicing. All invoices must contain the Protocol title and number, a detailed summary of the
payment to be made, supporting documents (if any), and be addressed to the following:

PRA Entity Pharmaceutical Research Associates
India Private Limited

ATTN: Accounts Payable

Address The Qube, A-602 and A-603, C.T.S. No.
1498 A/2, M.V. Road, Marol, Andheri
(East), Mumbai 400 059

Email Invoices may be emailed to:

PRA Email:
investigatorinvoices(@prahs.com
Protocol Number : D1680C00019

*Invoices missing any of the above information may result in delayed payment.

All invoices should be received by PRA within forty-five (45) days following the incurrence of the
applicable expense or database lock, whichever is earlier. Site and SMO understands once PRA has
reconciled and closed Study internally that PRA reserves the right to no longer accept invoices.

Final Payment. PRA will perform a reconciliation of the Site’s payments before issuing a final
payment to the Payee to account for all previous Study payments, remaining payments due and if
applicable this shall include the withholding from Subject Visit Payments and the fair market value
of any equipment provided under this Agreement which the Site purchases. The reconciliation will
result in either a final payment due to the Payee (“Final Payment™) or a request for reimbursement
due to PRA (“Reimbursement™).

Taxes. Payments shown in the Exhibit B Budget do not include tax of any type. If the Payee is
VAT!GST registered, and if VAT/ GST or other applicable taxes are required under the Payee’s
country law, the applicable tax should be added and shqwn on the invoice at the local applicable VAT
rate. The Site and Payee each acknowledge and agree that Payee shall be solely responsible for
paying the appropriate amount of any applicable federal, state, and local taxes with respect to all
payments made pursuant to this Agreement, and PRA shall have no responsibility whatsoever for
withholding or paying any such taxes on behalf of the Site or Payee.

Q.
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8. Payment Dispute. Payee and Institution will have thirty (30) days from the receipt of final payment
to dispute any payment discrepancies.
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AstraZenosca
Pratoool: AZUGTITE-CVI3TE

i Froduat: iflozi ar Placebo
Hudget Based on Protecol dated! 04-4-17

Investigatar: Despak Bhasle

EXHIBIT B

BUDGET

Study Center; Mahatma Gandhl Mission's Madical Gelinge and Hospital

Country: Indla
Currancy: INR - Indian Rupas
Overhead: 20%

<Mahatma Gandhi Mission's Medical College and Hospital, Deepak Bhosle>

<CV1B1375/D1680C00019>

Terms Defined
Per Pallont Budget — The ilems in ihe Budget inchde al Tees payabk: and will be paid in accordance with the Payment Terims attached to tha Apreemant,
Section 1. Administralive Gosts: costs inoured regardiess of palient enrelinent or activty. To be paid upon recaipt of inwice
Section 2. Cost Per Visil: costs incurred dus to patient aclivly while participaling in the Study and in accordance with the Protocol
eciton 3. Direct Cost: costs incurred dus ta patient activly and_irn i wiih i Protocol but are nol oaid with the Cost Por Visit or Ly & third party payor, To be paid unon receipt of Irvein e
1. Administrative Costs, per Invoice
Unit Cost Unit Typs Overhead SubTotal Total Cost
Start-up Feas
Start-up Fen 30,000 Cno time, non-refundable fee A 30,000 30,000
Pharmacy Star-up Fee 27,848 O trree fee at Initial Payment 5,568 33,415 33,415
Par completed pre-screen antry Up
PraScreening Fee 1,438 ta 200 pre-serean 288 1,725 1,726
Lacal IRB Fees
Local IRE Reviow Fee Amaunt invoiced Recurning fee A Amount invoiced
Closo-out Fees
Asehing/Desumant Storage for 15 years (Third Farty) 150,000 Eme fime fee at end of sludy 20,000 180,000 180,000
i Tetal Ad: ative Costs: 245.141]
Al adminisirative costs will be paid upon receipt of inwoice
2, Pationt Costs per Visit
Expectad Numbar of
Unkt Sest Unit Typa Gvarheag SubTetal Oocurances Total Cost
Sereaning 22,538 each 4,508 27,046 1 27,048
Re-Screenirg (1 re-screen permilted per subjet) 22,538 aauh 4 508 27,046 1 27,046
Lead-In Period 17,451 each 3,491 20,942 1 20,842
Shart Term Treatmant
Day 1 26,498 sach 5.300 1,796 1 31,786
Week 2 Phone 3,078 each 7H6 4,774 1 4.774
Weak & 24,834 each 4,087 20,921 1 29,921
Waoek 12 23,454 each 4,593 28,157 1 28,157
Week 14 16,204 aach 3,241 19,445 1 19,445
Waek 20 28,934 each 4,267 26,921 1 29921
Week 26 27,650 each 5,530 33,180 1 33,180
Early Troatment Discontinuation™ 25,250 wach 5,050 30,300 - 30,300
Rascue Visil*™ 25,250 each 5,050 30,300 - 30,300
Long Term Treatment
Week 32 21,510 each 4,302 25,812 1 25,812
Wk 25 3,878 each 76 4.774 1 4,774
Week 40 21.510 cach 4,302 25812 1 25,812
Waek 46 3,973 each TS 4774 1 4774
\Week $2/ETDVRescus™ 21,787 mach 4,358 26,145 1 26,145
Waak S&/Follovp 34978 each T8 4774 1 4,774
Guarlery Phane between Week 56 1o Weak 104 3,878 each TaB 4,774 3 14,322
week 104 Post Study 15.868 cach 3114 18,682 1 13,682
Mon-Treatment Followup Peried
MonTx Week 26 14,757 each 2,852 17,708 - 17,708
HMonTx VWeek 52 14,757 =ach 2,952 17,709 - 17.709
NonTx Phone Followip 3,878 wach 7B 4,774 - 4,774
Cuarterly Phone betwean Week 56 to Week 104 TE each TOE 4,774 - 4,774
Week 104 Post Study 15,565 sach 3,114 16,682 - 18,682
i Total Visit Cost par Patient ing T t through Waak 104 {No ET, Rescus, or NonTx): 377.323

Sites will be paid for either Week 28 or ETD dependirg on the subrct's status; not boil

* Subjecls wha discontinue study medicalion shoukd have all ETD wsi procedures performe

d and will coslinue In the study with non-treatment dsits and fallwun.

== Subjects who qualify for rescue should hawe all rescue wsil proceduras perforrmed prior to rescus medicalion is administered and will then coniinue on treatment from last cormpleted isit. Sponsor wil

nat provide rescue medication or reimbursament.

«== Long-term ETD and long-lerm rescua wsil should fehow same guideknes as short-term ETD and shori-lerm rescus wisils,

[3. Ad Hoe Patient Costs, per invoice

Unit Cost

Screening Failure 22,538
Unschaduked Visly 25.500
Travel Reimbursemant

Caregiver Trawel Relmbursemant 1,385

Patient Travel Reimbursemeant 600
Rescus Medication and/or Backg Therapy Rei semer

Arml. Wial 1.677
Conditional Pracadures

Urine Pregnancy Test (femalas of chidbearing patential

onty); At home lest provded and shauld be used on

days specified In prolocol 326

Serum Pregnanny Test (famates of childiwearing

poteriial onky) 300
Repeat Labaratory Analysis (may ba repeatad ance per
subject; initial sample ¢osts ineludad in the visit tetal of
aill appl vigs oS i d in pretesol and should
not be invoiced additionally)

wenipuncture plus handing to conlral tabaratory for

anakysis {must be performed within 10 days from

original Scroening Visif) 2229

Unit Typa Gvarhead
each 4,508
per wsit 5,700
per fravel wsit 277
por ravel vsit 120
per vial 335
each =
each B0
fies
each 448

SubTotal
27,048
34,200

1,662
TZ20

2,012

382

a0

2,675

Total Cost
27,045
34,200

1.662
TZ0

2012

Al Direct Cosls wil be paid upon receipt of immice

*Sereen Failures will be reimbursed as a ratio of 3 per 1 randemized subjects, no site measmum limil

Pr ol atan ke visit will be paid upon receipt of lemized invoics up lo @ madrmum as defined b

y Ihe unit cost plus any conditional femes aempleted
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EXHIBIT C
| EQUIPEMT TO BE PROVIDED

=70 Freezer

Minimum-maximum thermometer
-70C Freezer thermometer

Filing cabinet

B
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