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o CLINICAL STUDY AGREEMENT )
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i This clinical study agreement (“Agreement”) is executed as of this the 11" day of April 2016 by and§ _,}
"‘1;‘:‘:" between: }-; :
ax Sun Pharmaceutical Industries Ltd, (CIN L24230GJ1993PLC0O19050) a company incorporated unde {-;
the Companies Act, 1956 and having its registered office at SPARC, Tandalja, Vadodara - 3900208 ) \

Corporate office at Sun House, 201 B/1, Western Express Highway, Goregaon (E), Mumbai - 400060 v
Maharashtra India, (hereinafter referred as the “SPONSOR", which expression unless contrary to the] 4
b context or its mearing thereof shall include its successars and permitted assigns) of the First Part ]
.
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CONFHHENTIAL

AND

Principal investigator Dr. Ajay Punj, Associate Professor, Department of Pediatrics, Subharti Medical
College and Hospital Meerut, UP, India (hereinafter referred as the “Investigator™)

AND

Principal Dr. A.K Asthana on behalf of Subhartl Medical College and Hospital an institute registered
under the law of India having its registered office at Meerut, UP, India, which expression shall, where
the context se permits include his successors in office and permitted assigns (hereinafter referred to
as the “Institution”)

{=ach a “Party” and collectively, the “Parties")
WHEREAS:

A. The Institution is a health care and research organization engaged in the diagnosis, treatment
and prevention of disease and clinical research for the improvement of healthcare, and has the
facilities and personnel necessary to conduct the clinical trial;

B. Sponsor 15 a pharmaceutical company involved, inter alia, in the research, development and
manufacture of medicines for use in humans and has developed a fixed dose combination of
Arterolane Maleate 37.5 mg and Piperaquine Phosphate (PQP) 187.5 mg dispersible tablets which
will be used for treatment of pediatric patients with acute uncomplicated Plasmodium vivax
malaria. Sponsor represents that it has applied for the necessary permissions and licenses
required under the provisions of relevant Acts and Rules which are required for use of the same
on subjects/healthy human volunteers etc,

C. Sponsor desires Institution to study the safety and/or efficacy of Fixed Dose Combination of
Arterolane Maleate 37.5 mg and Piperaguine Phosphate (PQP) 187.5 mg Dispersible tablets as per
Good Clinical Practices (“GCP") and protocol with the title, “A Phase Ill, Open Label,
Randomized, Multicenter, Parallel Group Trial to Assess the Efficacy and Safety of Fixed Dose
Combination of Arterclane Maleate 37.5 mg and Piperaguine Phosphate (PQP} 187.5 me
Dispersible tablets in Comparison with Chloroguine Phosphate in Pediatric Patients with Acute
Uncomplicated Plasmodium vivax Malaria and Institution is willing to perform a clinical study of
the Investigational Product (IP).

NOW THEREFORE in consideration of the promises and mutual covenants herein contained, Parties
hereby agree as follows:
1. SCOPE
1.1 The 5tudy is of mutual interest and benefit to Sponsor and Institution, and will further the
Institution’s instructional and research objectives in a manner consistent with the terms and

conditions of this Agreement,

1.2 The Institution shall exercise its best Effﬂrtsrm carry aut the research ("Study”) set forth in
the Protocol "A Phase Ill, Open Label, Randomized, Multicenter, Parallel Group Trial to Assess
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the Cfficacy and Safety of Fixed Dose Combination of Arterolane Maleate 37.5 mg and
Piperaquine Phosphate (POP) 187.5 mg Dispersible tablets in Comparison with Chloroguine
Phosphate in Pediatric Patients with Acute Uncomplicated Plasmodium vivax Malaria® Version
1.2 dated 1 September 2015)which has been provided prior to signing of this Agreement. In the
event of any Inconsistency between this Agreement and the Protocol, the terms of this
Agreement shall govern. Changes in the Protecol may be made only through prior written
agreement between the Sponsor and the Institution. The Study shall be conducted under the
direction of Investigator in accordance with this Agreement, subject to review and prior
approval by the institution's ethical committee.

CONDUCT OF THE CLINICAL TRIAL

Z.1The Investigator and the Institution shall conduct the Study in accordance with the
Protocol. The Sponsor is responsible for obtaining and maintaining all applicable regulatory
approvals for the Study in India. The Sponsor, Investigator and Institution shall perform the
Clinical Study in accordance with all applicable laws, government regulations and guidelines
including but not limited to the Drugs & Cosmetics Act 1940 and Rules 1945 : Schedule-Y (as
amended from time to time}, The Indian Council of Medical Research ( ICMR) guidelines, Good
Clinical Practices (GCP) and the standards conforming to the International Conference on
Harmonisation of Technical Requirements far Registration of Pharmaceuticals for Human Use
{ICH).

1.2 It s explicitely agreed and acknowledged by the Parties that the Protocol for clinical
trial/Study be reviewed and approved by the Institution’s Ethical Committee (“EC") before the
commencement of the Study. The Investigator shall obtain and deliver a copy of such approval
to the Sponsor. The approval must indicate the date of issuance and bear the name and
signature of the Chairperson or Secretary of the EC.

2.3 The Institution and the Investigators agree that the Sponsor or its designee as clinical
monitor will conduct routine monitoring visits at mutually convenient times and upon
reasonable advance notice to the Investigator, The clinical monitor will have direct access to
all records and documents pertaining to the study to ensure that the study is conducted in
accordance with the Protocol and applicable regulatory reguirements and in terms of this
Agreement. Similarly, sponsor may conduct audit at mutually convenient times and upon
reasonable advance notice to the Investigator. The auditor will have direct access to all
records and documents pertaining to the study.

2.4 It Is explicitly agreed and acknowledged by the Parties that in case Investigator is unable
to perform the study in accardance with this agreement, the Institution shall appoint another
Investigator in consultation with the Sponsor. The |nstitution shall take written consent from
the Sponsor prior to such appointment. The Spansor retains the right to suggest Investigator(s)
for appointment to conduct and perform the Study.

1.5 If any biological samples are to be tested as part of the Study, these are to be tested in
accordance with the Protocol and at a central laboratory approved by Sponsor and with the
Clinical Trial Subject's signed written informed consent form. If study requires local lab, the
investigator would share applicable documents (viz. lab head CV, accreditation, Lab normal
values). It is explicitly agreed and acknowledged by the Parties that Collection, Retention, Use
and Destruction of Biological Samples by Institution or Investigator or Sponsor or either of the
parties shall be in accordance with the applicable Protocol, acceptable clinical trial practices,
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applicable subject privacy and informed consent laws and in compliance with all applicable
laws and regulations.

For the investigations required to be conducted at the local labaratory, the expenses will be
reimbursed as per actuals, subject to submission of the original invoices and corresponding
receipts for the same obliterating subject's identity.

OBLIGATIONS, REPRESENTATIONS BEWARRANTIES OF THE PARTIES

3.1 The Investigator and institution shall be responsible for obtaining and maintaining all
approvals from the appropriate EC for the conduct of the clinical Study and from time to time
the Investigator shall inferm Sponsor about the progress of EC submissions, and provide
Sponsor and the Institution with all correspondences relating to such submissions. The
institution shall ensure the proper conduct of Study.

3.2 The Investigator and institution shall be responsible for obtaining a signed informed
cansent form from each Clinical Study Subject prior to the Clinical Stutly Subject's
participation in the Clinical Study. For clarity "Clinical Trial Subject” means a person
recruited to participate in the Clinical Trial. The investigator shall comply with the applicable
regulatory requirement(s), and should adhere to GCP and to the ethical principles in obtaining
and documenting informed consent.

3.3 In addition, prior Lo the beginning of the Study, the Investigator must have the EC's
written approval/favourable opinion of the written informed consent form and any other
written information to be provided to Clinical Trial Subject. Neither the investigator, nor the
trial staff, should coerce or unduly influence a Clinical Trial subject to participate or to
continue to participate in a trial.

It is agreed and acknowledeed by the Investigator and the Institution that when a clinical trial
(therapeutic or non-therapeutic) includes Clinical Trial Subjects who can only be enrolled in
the trial with the consent of the Clinical Trial Subject's legally acceptable representative
{e.g., minors, or subjects with severe dementia), the Clinical Trial Subject should be informed
about the trial to the extent compatible with the subject’s understanding and, if capable, the
subject should sign and personally date the written informed consent.

3.4 The Investigator and institution shall take reasonable efforts to recruit the agreed number
of Clinical Trial Subjects en a timely basis and the Parties shall take reasonable efforts to
conduct the Clinical Study in accordance with the agreed time period.

In addition, Investigator shall make efforts to enrol (randomize) a maximum of 25 subjects
within the agreed time period. The parties estimate that the whole study will take
approximately approx. Z to 3 months {from the first visit of the first subject to the last visit of
the [ast subject)

3.5 The Institution and Investigator shall not permit the use of IP for any purpose {whether
directly or indirectly) other than the conduct of the clinical Study and upon termination or
completion of study, all used and unused IP shall, at Sponsor's instructions, either be returned
to Sponsor or destroyed in accordance with the Protocol or Spensor's written instructions.
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3.6 1t is explicitly agreed and acknowledged by the Parties that the Study may involve the
participation of multiple sites and recruitment and in such event, when the enrolment aoal for
the clinical Study as a whole is reached, enrolment will be closed at all sites, including the
trial Site, regardless of whether the Institution has reached its individual enrolment goal.

3.7 To the extent permitted by law, the Institution and the Investigator shall immediately
inform Sponsor of:

3.7.1 Any intended or actual inspection, written inguiry or visit ta the trial Site by any
regulatory authority: or

3.7.2 Any queries by State or Central Information Commission under Right to Information
Act (amended up to date)

in connection with the clinical Study and forward promptly to Sponsor copies of any
carrespondence from any such authority.

The Institution or Investigator shall use its best efforts to obtain the approval of the regulatory
authority (e.g. DCGI or state FDA personnel] to have a representative of Sponsor present during
any such visit. If a representative of Sponsor is unable to be present during a wvisit, the
Institution and the Investigator shall provide Sponsor with a prompt brief summary followed by
a detailed written report following the visit,

3.8 The Institution and the Principal Investigator shall keep complete and accurate records of
the conduct of the clinical Study and of all clinical Study data in accordance with generally
accepted industry standards and practices and applicable Law. The Institution and the
Investigator agree to retain all such records for a period of not less than fifteen (15) years from
the date of completion of Study or termination of this Agreement, whichever is earlier, or any
such period prescribed in the Sponsor's ‘Document Retention & Destruction Policy'(the
“Retention Period"). The Institution shall use reasonable efforts to give Sponsar written notice
before destroying the Clinical trial documentation and clinical trial data. Any such destruction is
subject to prior written consent of the Sponsor. In case, Institution and Principal Investigator do
not have archival facility as per Sponsor’s expectations, Institution and Principal Investigator
agree to third party archival by the sponsor respecting confidentiality of subject’s data.

3.9 The Investigator undertakes to document all Adverse Events (AE) on adverse event page of
Case Report Form (CRF). The Investigator shall report all Serious Adverse Events (SAEs) to DCGI,
Sponsor’s safety physician /CRO and the EC within 24 hours of their occurrence. The Investigator
shall report SAE after due analysis to DCGI, Sponsor's safety physician, the EC, head of
institution and expert committee in cases of death within 10 calendar days of its occurrence.
Subsequent follow-up information shall be reported to all stakeholders as mentioned above.
Sponsor's safety physician shall ensure reporting of all SAE after due analysis to DCGI, Ethics
committee, Head of the institution (trial site), and additionally to expert committee (in cases of
death) within 10 calendar days of SAE occurrence. Subsequent follow-up information shall be
reported to all stakeholders as mentioned above. Spensor's safety physician shall ensure
reporting of all serious adverse events to other applicabile licensing authority, as appropriate.
Sponsor's safety physician or CRO [as the case may be) shall send safety letters narrating 5AFs to
all other participating Investigator(s). As much information as possible shall be supplied by
Investigator at the time of the initial report with at least the following information using SAE
Repaort Form.
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Hame, address, and telephone number of the reporting Investigatar.

Investigational product(s).

Protocol number,

Subject identification number, initials, sex and date of birth,

Description of the AL, reason considered serigus, measures takem and outcome (if
resol ved,

+ Likelihood of drug causation of the adverse event assessed by the Investigator.

A SAE is any untoward medical occurrence that, at any dose:

results in death;

is life-threatening;

requires in-subject hospitalization or prolongation of existing hospitalization;

[For the avoidance of doubt, A planned hospitalization for pre-existing condition, or a
procedure required by the Clinical Investigation Plan, without a serious deterioration in
health or if the hospitalization is clearly rot associated with an AE [(e.g., social
hospitalization) are not to be considered as SAEs. ]

results in persistent or significant disability /incapacity;

is a congenital anomaly/birth defect;

impartant medical event,

For the sake of clarity, the term “life-threatening” in the definition of “serious” refers to an
event in which the subject was at risk of death at the time of the event: it does not refer to
an event, which, hypothetically, might have caused death if it were more severe.

To the maximum extent permissible under applicable laws and DCGI regulation, the Sponsor
shall pay all medical expenses pertaining to Study subject in the event of any AE or SAE. In
case of trial related injury or death, the financial compensation will be paid to the subject/
nominee subject to the terms and conditions of this Agreement.

3.10 The Sponsor shall pay all medical management pertaining to Study subject in the event of
any SAE, and any IP or study participation related AE, unless it has arisen due to non-adherence
to the terms of the Protocol or Sponsar's written instructions an IP as agreed by Investigator EC
and/or the same has resulted from the negligence or willful malfeasance or malpractices by
Investigator and for any trial staff or the Institution.

If Subject has a medical emergency, illness or injury that was caused by the research drug or
study procedures, Sponsor will provide subject medical management as long as required or till
such time it is established that the injury is not related to the clinical trial, whichever is earliar.

In case of Study related injury or death, to the maximum extent permissible under applicable
laws and DCGI regulation, Sponsor will provide complete medical care along with compensation
for the injury or death. In case of any 5AEs (death and other than death) EC will evaluate and
give its opinion regarding compensation to DCGI. Subject will get an additional compensation
from Sponsor if recommended by DCGI. Subject or his/her nominee(s) has the right to contact
the Sponsor or his representative, for the purpose of making claim in the case of trial related
injury or death.

3.11 investigator warrants and represents that:
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31.11.1 He is free to participate in the clinical trial/ Study 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:

3.11.2 Where the Institution is not the Investigator's principal employer, he has
naotified his principal employer of his proposed participation in the clinical trial/Study
and, where relevant, his supervision of trial site team members. He has obtained all
necessary cansents from his principal employer relating to this;

3.11.3 He is not involved in any regulatory or misconduct litigation or investigation by
the Drugs Controller General of India, Food and Drug Administration, the Ministry of
Health, or other regulatory authorities;

3.11.4 He is qualified to provide clinical Study services based on the skills and
experience and has reviewed information regarding the Sponsor's IP and the Protocal for
the proposed clinical 5tudy and wishes to conduct the trial and to supervise the team
members at the trial site; and

3.11.5 During the Clinical Trial, he will not serve as an investigator or other significant
participant in any clinical trial/study for another sponsor or any CRO companies if such
activity might adversely affect his ability to perform his obligations under this
Agreement.

312 Institution certifies that neither Institution nor any person (including Investigator)
employed or engaged by Institution in the conduct of the Study has been debarred pursuant to
applicable provisions of law (whether state or central) and that no debarred person will in the
future be employed or engaged by Institution in connection with conduct of the Study.
Institution further certifies that it will notify Sponsor immediately in the event of any
debarment or threat of debarment of any person employed or engaged by |nstitution in the
conduct of the Study occurring during the period of this Agreement.

3.13 Sponsor, Institution and the Investigator represent and warrant that it has the right to
enter into and fully perform this Agreement and, by entering into this Agreement it is not in
violation of any law, statute, agreement or any other statue.

4. FINANCIAL ARRANGEMENTS
4.1 5un Pharmaceutical Industries Ltd. as Sponsor, has agreed to provide financial support for the
project. The Sponsor shall pay fees for the services of the Investigator In accordance with the
budget as per Exhibit-A.
4.1 Sponsor shall make payments to the investisator and Institution in accordance with the
payment schedule set forth in Exhibit A and incorporated herein. Cheque(s) shall be made
payable and sent to the:

Payee Hame: SUBHARATI K. K. B. CHARITABLE TRUST
PAN; AADTS2638D

= Investigators coordinator grant to be paid by cheques payable and sent to the :
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Payee Mame ; GAURAY MITTAL
PAN : BYGPM4137D

4.3 The Investigater and institution agrees to make every effort Lo supervise and lead the study to
completion as planned and in time. Should any circumstances beyond his control delay the project
or make it impossible to complete it, the Investigator shall give due notice to the Spansor sa as to
minimize the overall project delay or the loss, and return funds to the sponsor on pro rata basis as
per Exhibit A. The Investigator and Institution should facilitate return of unused IP to sponsor or
other site as per sponsor's instructions.

4.4 The Institution shall raise invoice on the Sponsor and separately specify Service Tax payable, if
applicable on the services rendered and shall also show other necessary details such as Service
Tax registration no. etc. so as to enable Sponsor to claim credit for the same as per law, The
Sponsor shall verify the invoice and make the payment within 15 days from the receipt of the
invoice submitted by Institution. However, If, upon verification by Sponsor, the invoice is found to
be incorrect or inappropriate, the same shall be returned by Sponsor to the Institution for
correction and revision. No other costs, payments and expenses would be:borne by Sponsor unless
specifically mentioned in this agreement or mutually agreed in writing in advance,
Notwithstanding the foregoing, any payment under this Agreement is subject to deduction of
applicable Tax-deduction-at-source (TDS). Sponsor shall deduct the amount and pay balance
amount to the Instituticn.

5. TERM AND TERMINATION

5.1 Unless otherwise terminated earlier, this Agreement shall commence upon Effective Date and
will continue for a period of 5 years from the Effective Date or upon completion of the Clinical
Study, whichever is earlier. *Effective Date’ means the date when this Agresment becomes
effective which shall be the date of last signature hereto by the Parties.

5.2 Any Party may terminate this Agreement with immediate effect, at any time, if another Party
is in breach of any of the defaulting Party's obligations hereunder (including a material failure
without just cause to meet a timeling) and fails to remedy such breach, where it is capable of
remedy, within thirty (30) days of a written notice from the terminating Party specifying the
breach and requiring its remedy. Notwithstanding to the above, the Investigator may terminate
the Study, if the Investigator suspects an adverse drug reaction / adverse drug event related to
the Study related procedure and of serious mature to take its cognizance, after infarming
Institution, EC and Sponser in writing. It is explicitly agreed and acknowledged by the Investigator
and Institution that in case of termination of study, no further payment shall be made by Sponsor
ta Principal Investigator, Institution or any other persan under this agreement.

5.3 Sponsor may terminate this Agreement upon thirty (30) days prior written notice to the
Institution and the Principal Investigator, or such shorter notice period as required by a Regulatory
Autharity (whether State or Central), for any reason whatsoever,

5.4 Without limiting the generality of the foregoing, Sponser may terminate this Agreement:

5.4.1 if the Investigator is not performing the Study as required in the protocol;

- 1
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5.4.2 in case of failure of the Investigator and/ ar Institution to provide access by Sponsor
representatives /Clinfcal monitor all original medical records necessary to verify entries an
study case report forms;

5.4.3 in case of an unautharized replacement of Investigator;

5.4.4 if Sponsor determine that business or scientific considerations require termination of
this Agreement (either full or in part);

5.4.5 if Case report forms provided to Investigator by Sponsor for use in the study are not
legibly and/or accurately completed and forwarded the same to Sponsor or its designated
representative persistently within 1 week of each Subject’s visit date; or

5.4.6 if any malpractices adopted either by Investigator or Institution or both.

5.5 Within thirty (30) days after the termination of this Agreement, the Investigator shall deliver
to Sponsor completed CRF pages on RDC.

. INDEMHNIFICATION

6.1 To the maximum extent permitted by applicable laws, the Institution agrees to defend,
indemnify and hold harmless the Sponsor and its respective directors, officers, employees and
agents (the "Indemnities”) and those of its affiliates apainst all claims, actions, suits, proceedings,
liability, losses, damages, charges, orders, fines and expenses; including assessable legal fees and
disbursements made or brought by a third party against an Indemnity for harm:

6.1.1 Arising out of or relating to the negligence or willful misconduct or malpractices of
the Institution, its employees and agents in performing their obligations under this
Agreement;

£.1.2 Arising out of errors or omissions by Institution;

£.1.3 arising out of or relating to the failure of the Institution, its employees and agents to
comply with the provisions of this Agreement, the Protocol, or any written instructions of
Sponsor concerning the Clinical Study; or

B.1.4 Arising out of the violation of applicable Law related to the conduct of the Clinical
Study by the Institution, its employees or agents.

6.2 The Investigator agrees to defend, indemnify and hold harmless the Sponsor and its
respective directors, officers, employees and agents (the "indemnities”) and those of its affiliates
against all claims, actions, suits, proceedings, liability, losses, damages, charges, orders, fines
and expenses, including assessable |egal fees and disbursements made or brought by a third party
against an indemnity faor harm:

6.2.1 arising out of or relating to the negligence or willful miscenduct or malpractices of the

Investigator, his study team member/employee or any person for whom the Investigator is
responsible at law in performing their obligations under this Agreement;
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b.2.1 arising out of or relating to the faillure of the Investigator, his or her study team members
or employees and any person for whom the' Investigator is respansible at law to comply with
the provisions of this. Agreement, the Protocel, or any written instructions of Sponsor
concerning the Clinical Study ;

6.2.3 arising from a violation of applicable laws and regulations related to the conduct of the
Clinical Trial by the Investigator, his or her study team members/ employees or any person for
whom the Investigator is responsible at law; or

6.2.4 arising out of from or by reasan of any breach or non-frivelous of alleged breach of
representation, warranty or covenant herein.

6.3 To the maximum extent permitted by applicable laws, SPONSOR agrees to indemnify and
hereby indemnifies, defend and hold the Site, its Principal Investigator, Sub-lnvestigators and
study team, directors, officers and the support staff, agents, the trustees of the Institution
harmless from and against any proven liability, loss, damage, costs, expenses, claims, dermands
and suits (including reasonable attorney's fees and expenses) including arising from and resulting
out of (i) the breach of any of Sponsor representations, warranties or covenants set forth in this
Agreement or (i} the performance of the Study or any of its results / outcome including, adverse
drug experiences or an injury, death to/of a Study subject directly or indirectly caused by or
attributed to the Study , (iii) any injury or claim arising due to any defect / malfunction of the IP
used during the Study in accordance with the provisions of the Protocol and this Agreement.

6.4 Each Party shall use reasonable efforts to inform the other Parties promptly of any
circumstances of which it is aware that are reasonably likely to give rise to a claim or proceeding
and shall keep the other Parties reasonably informed of developments in relation to any claim or
proceeding, even where a Party decides not to make a claim for indemnification under this
Section 5. The Parties further agree that they have a right to retain their own counsel to cenduct
a full defense of any such claim or proceeding.

6.5 The Institution, Investigator and Sponsor shall each give to the others such help as may
reasonably be required for the efficient conduct and prompt handling of any claim or proceeding
concerning the Clinical Study.

6.6 No settlement or compromise of a claim or proceeding subject to indemnification under this
Section & shall be binding on a Party without the prior written consent of the other affected
Party(s). A Party shall not unreasonably withhold such consent of a settlement or compromise,
Without limiting the generality of the precedine. no Party shall admit fault an behalf of an
indemnity or BATEF WS & Ron-monetary ettlement that places tuture obligations on an indemnity
without the written approval of the mdemnity.

7. CONFIDENTIALITY,

*Confidential Information™ means all information (including, without limitation, subject identity,
Study Protocol{s), Investigator Brochure, fnformed consent form, subject diaries, case report
forms, clinical data, other data, reports, specifications, computer programs or models and related
documentation, Know-how, trade secrets, or business or research plans) of Sponsor or Sponsor's
Affiliates that are: (1) provided to Institution or Investigator in connection with this Agreement or
& Study; (2) cumulative Study data. results, and reports from all sites conducting the Study.
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7.1 Spomsor Confidential Information and all tangible expressions, in any media, of Sponsor
Confidential Information are the sole property of Sponsor. Each party shall endeavor to identify
tangible Confidential Information provided to the other party as "Confidential” given the
understanding that failure to do so does not constitute a designation of non-confidentiality when
the confidential nature is apparent from context and subject matter. Institution and Investigator
agree to treat Sponsar’s Confidential information as it would its own proprietary and confidential
information. Institution and Investigator will only accept information from Sponsor which is
required for conduct of the Study and which must be maintained for Institution's records.

7.2 Investigator agrees for a period of five (05) years after the expiration or termination of the
Study not to use and disclose Sponsor Confidential Information to any third party. Institution and
Investigator agrees not to disclose Sponsor Confidential Information to third parties or use except
a5 necessary to conduct a Study and under an agreement by the third party to be bound by the
obligations of this Section. Institution and Investigator shall safeguard Sponsor Confidential
Information with the same standard of care that is used with own Confidential Information, but in
no event less than reasonable care. The parties understand and agree that information
communicated to EC is "Confidential and Privileged".

7.3 The Parties agree to abide by applicable Law relating to the protection of Clinical Trial
Subject Personal Information and where Confidential Infarmation is alse Personal Infarmation, the
obligations in this Section 7 shall remain in force for the period required under such law. The
Party that received Personal Information hereunder shall only use or disclose the Personal
Iinformation as set out in the Clinical Trial Subject’s consent form or as required by applicable
Law. Each Party shall give prompt notice to the other Parties of any privacy or security breach it
has experienced that affects Clinical Trial Subject Personal Information.

8. PUBLICATION

8.1 Institution and/or Investigator shall have the right to publish his own site patients’ data
generated during the Study. Upon receipt of written instruction from Sponsor, Institution and/or
Investigator shall have the right to publish the results of the Study subject to the terms and
conditions of this Section 8. Prior to submission for Publication purpose, the Institution and/or
Investigator shall provide Sponsar thirty (30) days to reviow a Publication. If Sponsor requests in
writing, the Institution and/or the Investigator shall withhold any publication or presentation an
additional sixty (60) days solely to permit Sponsor to seek patent protection and to remove any
Confidential Information from all publications. For the purpose of this Section, “Publication™
means a paper, article, manuscript, report, poster, Internet posting, presentation slides, abstract,
outline, video, instructional material, presentation (in the form of a written summary), or other
disclosure of Study Results, in printed, electronic, oral or cther form.

8.2 Inclusion of the Institution and/or Investigator in the authorship of any multi-center
publication will be based upon substantial contribution to the design, analysis, interpretation of
data, drafting and/er critically revising any Publication derived from the Study. The Institution
and the Investigator agree that if a Study is part of a multi-center study, any Publication by the
Institution and/or Investigator of the results of the Study conducted at Institution shall not be
made before the first multi-center publication. In the event there is no multi-center publication
within twelve (12) months after a Study has been completed or terminated at all Study sites, and
all data has been received, Institution shall have the right to publish its results from the Study,
subject to the notice reguirements described above.
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8.3 Any publication or disclosure by the Investigator contrary to the provisions of this section or

. without prior written consent of Spensor shall be veid-ab -initio. It is agreed and acknowledged by

the Parties that in the event of any breach of this Section, Section (7) & (8), in addition to other
legal remedies that may be available, Sponsor shall have the right to seek specific performance
and other injunctive and equitable relief, In any court having jurisdiction over the Parties and the
subject matter hereof.

9. INTELLECTUAL PROPERTY RIGHTS

10,

9.1 All Inteltectual Praperty Rights owned by or licensed to Sponsor prior to and after the date of
this Agreement are and shall remain the exclusive property of Sponsor.

9.2 All Intellectual Property Rights owned by or licensed to the Institution or the Investigator prior
to and after the date of this Agreement, other than any Intellectual Property Rights arising from
the clinical Study, are and shall remain the exclusive property of the Institution or the
Investigator, as applicable.

9.3 All Intellectual Property Rights (including Clinical trial data and clinical trizl documentation)
arising from and relating to the Clinical Study/trial, the Investigational drug or the Protocol (the
“Clinical Trial Intellectual Property™) shall be the exclusive property of Sponsor and for this
purpose, the Institution and the Investigator hereby assign and transfer, and shall cause the trial
site team members to assign and transfer, without additional consideration, to Sponsor (or its
nominate designee), all their rights and title in and to the Clinical Trial Intellectual Property
throughout the world on perpetual basis. The Institution and the Investigator shall execute and
deliver, and shall cause the trial site team members to execute and deliver, all such documents
and, at Sponsor’s expense, do all such other acts as Sponsor may reasonably require in order to
vest fully and effectively all Climcal Trial Intellectual Property: in Sponsor or its nominate
designes,

9.4 The Institution and the Investigator shall promptly disclose to Sponsor any Clinical Trial
Intellectual Property generated pursuant to this Agreement and shall treat the Clinical Triat
Intellectual Property as Confidential Information.

MISCELLANEOUS

10.1 All notices required te be given by one Party to the other shall be deemed to have been
properly served when sent by a registered post or any other means of communication acceptable
in law to the addresses mentioned in the first page of this Agreement or such appropriate
addresses available in public domain,

10.2 Mo forbearance or tolerance on the part of the either Party of any breach of this Agreement
by the other shall constitute waiver of the requirements of this Agreement,

10.3 Each Party acknowledges that it is entering into this Agreement solely on its own behalf, and
will perform any and all of its obligations or wark under this Agreement as an independent
contractor. Nothing under this Agreement shall create any other relationship between the Parties
including without limitation one of principal and agent, employer and employee, or partnership.

Ojg Page 12 of 18 (Lv
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CONFIMENTEAL

10.4 The Institution and Investigator will be respansible for payment to its employees, study team
members and/or agents of all salaries, wages, benefits, workman compensations reimbursable
travel, lodging, and other expenses to which the study team members or employees or agents may
be entitled to receive for perferming services. Institution will be solely responsible for
withholding and paying all applicable taxes of whatsoever in  nature, statutory contributions
,benefits, dues etc. that may be payable to its employees and/or agents.

10.5 This Agreement constitutes the entire Agreement between the Parties and supersedes all
prior ecral and written understandings between the Parties on the subject matter of this
Agreement. Any Exhibit, Annexure or otherwise any documents, including but not limited
amendment or modification made in reference with this Agreement shall be valid if the same is
incorparated in writing on the terms that may be mutually agreed and signed by the authorized
signatories of the respective parties,

10.6 The Parties hereby agree that any provision/s of this Agreement which is held to be invalid
and ‘unenforceable in law shall not by itself make this Agreement invalid nor effect the other
pravisions of this Agreement and the ather terms shall remain fully enforceable and valid in law.

10.7 Meither the Investigator nor the Institution may assign this Agreement without the prior
written consent of Sponsor. Sponsor may assign any or all of its rights and obligations under this
Agreement at any time, provided that Sponsor ensures the assignee is bound by the terms hereof.

10.8 The investigator and the Institution shail not subcontract the whole or any part of the
performance of the clinical Study without the prior written consent of Sponsor. This Agresment
ensures ta the benefit of and binds the Parties and their respective administrators, successors and
permitted assigns, and with respect to the Investigator, heirs and executors.

10.9 This Agreement and the obligations of the Parties shall be governed by and construed in
accordance with the laws of India .The Parties agree to submit to the exclusive jurisdiction of
courts at Meerut in connection with this Agreement.

10.10 Meither Party to this Agreement shall be liable for breach of this Agreement to the extent
caused by or arising from prohibition or restriction by law or regulation of any Government, fire,
flood, storms, weather, strike, lock-out or other labour problems, accident, riots, acts of God,
breakdown of communication facilities, breakdown of web host, breakdown of internet service
provider or other events beyond that Party in breach. The Party affected by such circumstances
shall promptly notify the other Parties in writing when such circumstances cause a delay or failure
in performance and shall take whatever reasonable steps are necessary to relieve the effect of
such cause as rapidly as reasonably possible. In the event of a delay lasting for four (4) weeks or
mare, the non-affected Parties shall have the right to terminate this Agreement in accordance the
term of this Agreement.

10.11 The provisions of this Agreement which, by their terms, require performance after the
termination or expiration of this Agreement, or have application tc events thal may occur after
the termination or expiration of this Agreement, will survive the termination or expiration of this
Agreement. All indemnity obligations and any applicable indemnification procedures will be
deemed to survive the termination or expiration of this Agreement.
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CONFIDENTELL

11. INTERPRETATION

11.1 Unless the context reguires oLherwise:
11.1.1. references to this Agreement are to this Agreement as it is from Lime to Lime
amended;

11.1.2. headings are for convenience anly and shall not affect interpretation;

11.1.3. references to the singular include the plural and vice versa, and references to
one gender include all genders;

~ 1.1.4. any phrase introduced by the expressions "including”, “include” or any similar
expression shall be construed as illustrative and shall not limit the sense of the
words preceding those terms:

11.1.5. reference to any law: shall be deemed to include any bye-laws, licenses,
statutory instruments, rules, regulations, orders, notices, directions, consents
or permissions made under that law; and shall be construed as referring to any
law which replaces, re-enacts, amends or consolidates such law (with or
without modification] at any time;

11.1.6, references to “writing’ or "written” include any modes of reproducing words in
a legible and non-transitory farm but do not include writing on the screen of a
visual display unit or other similar device;

11.1.7. references to a numbered clause are references to the clause of or to this
Agreement so numbered.

11.2 The parties hereto have participated jointly in the negotiation and drafting of this
Agreement and, in the event an ambiguity or question of intent or interpretation artses, this
Agreement shall be canstrued as jointly drafted by the parties hereto and no presumption or
burden of proof shall arise favoring or disfavoring any party by virtue of the authorship of any
provision of this Agreament.

IN WITNESS WHEREOF the parties have executed this Agreement after carefully reading the contents
of this Agreement out of their free will and consent without any kind of farce or coercion on them.

Page 14 of 18 {L‘_.
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- Signature poge follows-

BY 5PONSOR:

Sun Pharmaceutical Industries Ltd

LY

Signature:

Name; Dr Rajind

Designation:  Vice'Rresident & Head - MACE,

Global Head Pharmacovigilance

{who by his signature hereto warrants his

authority}

Date:

Place: Gurgaon
BY INVESTIGATOR:

Signature: %\X\R\Mf;’

Mame: Dr Ajay Punj

Designation:  Associate Professor

fwho by his signature hereto warrants his
authority)
Date: '1"]\"'5]""“'

Place: Meerut

BY INSTITUTION:

Signature; ( :

Hame: Dr. AK Asthana

Designation: Principal  Subbarti
college

fwhe by hisiher signoture hereto

his/her autharity)

Date: f}_ﬂfu*;/'t_e?ﬁ

Place: Meerut

CONFIDENTIAL

medical

warrants

Redglatrar

Swaml Vive zanand
Subhartl LUniversity
MEER'JT

Page 15 of 18

Ilrb-—

15




CONFIDENTIAL

EXHIBIT-A

Dr. Ajay Punj

Associate Professor

Department of Pediatrics

Subharti Medical College and Haospital
MH-58 Subhartipuram, Meerut, UP
India

Phone: +91-9165627101
Dear Dr Punj,

Vide Clinical Trial Agreement dated 117 April 2016, this Agreement Letter summarizes certain
important elements regarding your obligations in the execution of the Study Number R2013005 entitled
“A Phase Wll, Open Label, Randomized, Multicenter, Paraltel Group Trial to Assess the Efficacy and
Safety of Fixed Dose Combination of Arterolane Maleate 37.5 mg and Piperaquine Phosphate (POQP)
187.5 mg Dispersible tablets in Comparison with Chloroquine Phosphate in Pediatric Patients with
Acute Uncomplicated Plasmodium Vivax Malaria” Version 1.2 dated 1 September 2015. The Sponsor is
furnishing the below mentioned funds payable upon receipt of appropriate documents from you.

These funds are partly meant for defraying the expenses for diagnostic or other procedures as per the
study protocol, so that neither the subject, nor an insurance program or public assistance agency/
hospital is billed for the same, Part of the funds will nat be used for such direct subject care but will
be used as professional and clerical allowances for the activities as per the protocol and |etter of
agreement, including preparation of subject records, medication accountability records and other trial
related documentation. The mutually agreeable break-up is given belaw:

You agree to observe all policies and procedures including financial, of the institution with which you
are associated. You will notify Sun Pharmaceutical Industries Ltd in the event of any conflict between
the terms of this agreement ard any such policies and procedures so that we could attempt to reach an
apprapriate accommaodation.

The payments mentioned above will be made in accordance with the mutually agreed schedule (stated
below), and on a pro-rated basis of the number of patients completing the protocol. In the event that
the study is terminated at your centre, the payments to be made will be the actual reasonable
expenses already incurred of committed to at the time of termination, less payments already made.
We will deduct tax at source for the payments according to the prevailing (aws of the land, where
applicable. '

N
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CONFIDENTIAL

*Terms of payment: 15 days from receipt of bills/invoices
Al invoices will be addressed to;

Dr. Rajinder Kumar Jalali

Vice President, MACR

SUN Pharmaceutical Industries Ltd
Sector 18, Gurgaon - 122015

5. No. Details Grant (INR) Unit Total (INR) |
|
1 Ethics Committee Fee 25, 000 25, 000
Investigator Coordinator Grant i BT St .
— 1_ (per Completed patients) e 500 |
Administrative/Hospitalization charges
% | (Completed patients) i il
4 Patient reimbursement 1,300 37, 500
Institutional Overhead Charges
_® | (per Completed patients) 10
| Lab {On actuals for hematology,
b biochemistry, urinalysis, UPT, parasitology B, 440 211, 000
_ |andBECG) 00 | -~ o S
Total g 533,500
Installment Details n Full/Part
il After enrolling & patients 20%
i After enrolling 10 patients 08 00000
39 After enrolling 15 patients 20%
4" After enrolling 25 patients 20%
After data query resolution (after deducting
Final the screen failure cost, if number of screen 20%
failures are less than 20% of enrolled pts)
Tatal 100%

We wish to evaluate 25 patients at your center, The financial terms will remain same in case there is

less number of enrollments or you are requested to enroll more than 25 patients.

If the foregoing is acceptable to you, please sign and date three copies of this letter as confirmation
of your acceptance. You are requested to send a duly signed financial agreement to the undersigned.

als

=
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PAYMENT DETAILS

CONFIDENTIAL

Annexure 1A

Head Cheque to be drawn in favor of PAN
Laboratory Investigation charges SUBHARATI K. K. B. CHARITARLE AADTSZ638D
Institutional Overhead Charges ;E;:IRATI K. K. B. CHARITABLE | AADTS2638D
Investigator Coordinator Grant and Tgfjlw MITTAL BYGPM4137D
Patient reimbursement - B ]
Reviewed by: Reviewed by: {.:']'I

Signature, Date i\:} QN

- /rk. \ G?
MName: Dr, Amit Nasa W'a' oty
Group Leader, MACR
Sun Pharmaceuticals Industries Limited,
Gurgaon

Signature, Date -1
L " .'I"_f

Mame: Dr. Sanjay K. Sharma

Associate Director-Clinical Research
Sun Pharmaceuticals Industries Limited,
Gurgaon

SUN's Authorized Signatory
Signature and Date:

Global Head Pharmacovigilance

Sun Pharmaceuticals Industries Limited
Medical Affairs & Clinical Research
Sarhaul, Sector-18, Gurgaon, Haryana
Udyoe Vihar Industrial Area

Gurgaon, Haryana

INVESTIGATOR

Signature and Date: 3. T1%5 Ja=l

Name: Dr, Ajay Pun

Associate Professor

Department of Pediatrics

Subharti Medical College and Hospital
Subhartipuram, NH- 58 Meerut, UP
India

INSTITUTE
Mame: A K Asthana

Principal/Dean

Subharti Medical College and Hospital
Subhartipuram NH-58 Meerut, UP
India

Cﬂé&ﬁ Qu

| Signature and Date B’ﬁ'}}ns’ la016

3

Lr.
Ragistrar
Swami Vivekanand
Subnar University
MEERUT
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BLS P nbsnlacBEUTICAL oINS TR 25 sl Bst 2EILY

PList A mi= gy & Beotins 13 CuTgenr o il 4 “HEFL
- Tk 144531325000 Fau
-
i To, Chmparnhy BAusds
I~ SUBHARTI K ¥ B CHARITABLE TRUST

Dr Ajay Punij Ansociate Profemsor Cimcasimimi
Department of Fadiatrics- Subhaci Me 3417032997
College and Hospital Meerut Dists

Z2.08.2016
Vi sowourid wiih e
3600039410

Dear Sir/Maclam,

FPlegas find enclosed chegue towards Poayments as per details below

PARTICULARSE OF BILLS PAYMENTSE DNEDUCT I OMNEG
Bill M, Bill Daie Amount Tax Gross Amat,
RIOLI00S i16.0b.2016 9396 . 00 1044 .00 10440, 00
RESEARCH GRANT/LARORATORY / INVEST /E301 1005

« Sum Eotal BAWE . OD ibda . oo 10440, 00
Het Payable 396,00
Drawn On Standard Chartered Bank New Delhi - 1100146
Account numbor 527 -GREENPARK
Check number 903010

SUN PHARMACEUTICAL INDUSTRIES LIMITED

Accounts Manageyr

I2208 On 22.0R.3018
EEQIETERED OFFICH. Bun Fhern Advence Eapsarch Canter (EPARC) , TANTALITA WADOOARSA - 190020 Indis

(Y
-

sirar
m;-m-l WVivalcarnant

hartl Uryvacsity
Subharti Un.v
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is contract (hereinafter “the Contract”) is made as 0
*"the Effieclive Date”, by and among:
PROFESSOR /[DOCTOR:
Principal Investigator Dr. Abhay S Dube Professor. Deparment of Orthopaedics,
F Subharti Medical College & Hospital Subhartipuram NH-58 Meerut bypass (Delhi Handwar
Road) Pin Code-250005 Uttar Pradesh (INDIAjand CO-INVESTIGATORS Dr. Prem
£ Prakash Khosla, Professor and Head, Depariment of Pharmacology, Dr. Hira Lal Bhalla.

Associate Professor, Depariment of Pharmacology, Dr. Yashpal Monga, Professor and
Head, Department of Surgery, Dr. Abhishek Gupta, Assistant Professor, Depariment aof
Medicine, Dr. Molly Madan, Professor and HOD, Department of Microbiology and Dr
urav Mittal. Resident Department of Pharmacology from Subharti Medical College &
pital, Meerut,

in after "the INVESTIGATORS"

ipal Dr. A. K Asthana on behalf of Subharil Medical College & Hospital,
Sybhartipuram, NH-58, Meerut bypass (Delhl Haridwar Road) Pin Code-250005 Uttar
radesh (INDIA) .

Hereinafter "the INSTITUTION™ study site

¢ WS ARRR/CTADD] AV Page No: Tof 18
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AND

KPS CLINICAL SERVICES PVT. LTD., a company incorporated undar the Companias Act, 1856
and having its corporate office at S-203/204, I Floor. Meridian View Plaza, Alpha Commercial
Belt. Alpha 1, Greater Noida (NCR) Gautam Buddha Nagar 201 308, Uttar Pradesh, INDIA
representad for the purposes hareof by Mr. Mukesh Kumar, CEQ & Director — Clinical Operation |
Hereinafter “the CRO"

The INVESTIGATORS, the INSTITUTION, and the CRO are hersinafter individually referred to as
a "Party “or collectively referred to as the "Parties”

WITNESSETH:

WHEREAS, the CRO is to perform a ciinical trial (hereinafler the Study ) to evaluate its product
[Arbekacin Sulphate] (hereafier the Investigational Product ) in accordance with a protocol entitied
“A Multi-centric, Open label, Randomized, Comparative, Parallel-group, Active-Controlled
Phase Il Clinical Trial to Evaluate Safety and Efficacy of Arbekacin Sulphate injection
versus Vancomycin injection in Patients diagnosed with MRSA infection”
Alkem/CT/Arbk/032012, Version No.: 02 and its amandments hereinafier collectively the Protocol,
AND WHEREAS, the INSTITUTION and the INVESTIGATORS having each reviewed the Protocal

for the Study, the Clinical Brochure and sufficiant information regarding the Investigational Product

to evaluate their interest in participating in the Study, agreed lo participate in the Study and assure

ARTICLE 1. PROTOCOL

The Study shall be performed in sirict compliance with the Protocol a copy of which has besn
provided and signed by the INVESTIGATORS. INSTITUTION and CRO, as such Protocol 1s
submitted o the ragisterad Institutional Ethic Committee (IEC/RE ) for favorable opinion/ approval
and as the Prolocol may be amended from fime lo time thereafier.

KPSIARBH/CTADDTNV 1 l Page No: 2of 18
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Any amendment to the Protocol shall be notified to the relevant IEC/IRB according 1o regulation &
guidelines mantionad in section 3.1. All the terms of the Protocol and any further amendments to
the Frotocol are incorporated hereunder and are par of the Coniract.

Ta the extent that there may be any inconsistency between this Contract and the Protocol, this
Contract shall control, except with respect to medical or clinical matiers for which the provisions of
the Protocol shall take precedence.

ARTICLE 2.STUDY SITE.

The Study shall be perdfomed at the INSTITUTION (hereafter the Study Site)l. The
INVESTIGATORS and the INSTITUTION shall be responsible for obtaining any authorization from

the representatives of the Study Site whers the Study is perfformed.

For the avoidance of doubt, the sums paid under financial disclosure agreament with study sites of
the Contract 1o the INSTITUTION Involves compensation for the parformance of the Study carried

out at the Study Site.

The INVESTIGATORS hersby represents, warrants and covenants that thay shall mamntain all
necessary authorizations from the Study Site representatives to perforrn the Study and that
INSTITUTION shall take responsibilly for the payment of any cost incurred by the Study Site in

naction with the Study, the amount and terms of which shall be directly and exclusively handled

and Local laws, rules and regulations in India including the Ethical Guidelines for Biomedical
Research on Human Subjects issued by the Indian Council of Medical Resaarch and the Indian
GCP Guidelines, (i) the Guideline for Good Clinical Practice of the International Confergnce on
Harmonization (herginafter the ICH-GCP ), (iv) the principles laid down by the 18th Warld Medical
Assembly (Helsinki, 1864) and all applicable amendments laid down by the World Medical
Assemblies, and (v) the specific procedures provided by the CRO applicable for conducting the
Study And that the Institutional Ethical Committee shall analyze the contents of this tnal an behalf
of the INSTITUTION.
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3.2The INVESTIGATORS, -and the INSTITUTION shall ensure that all procedures defined in the
Protocol are complied with, so that all data coming from the Study Site are reliable and have been
processed cormectly (especially the randomization lists, and the blind character of the Study as the
case may be) and will ensure that the content of the case Record Form (CRF) will sccurately
reflect source documents,

3.3The INVESTIGATORS, -and the INSTITUTION shall submit CRF to the CRO which ensures the

quality, validity and integrity of the data complied herain.

ARTICLE 4 .TERM.

This Contract is being entered into force from the effective date and shall expire upon receipt by
the CRO of all data generated by the INVESTIGATORS and after complation of the close-out visit
for the Study Site.

If the INVESTIGATORS withdraws from the Siudy before Close out visit, he should hand over all
the responsibilities and relevant study related documents as per ICH-GCP and applicable
regulatory requirements to the new INVESTIGATORS after _!akin'g prior approval from the IEC and
Sponsor. In such case the INVESTIGATORS who withdrawn from the study will not be responsibie
for submitling any receipt to the CRO of all generated data.

If any study related procedure(s) cause harm/ Injury to the subject or leads to any serious adverse

event, the INVESTIGATORS may stop the treatment as per his discretion and may switch over the

subject to some other therapy for further care and manageameant of the disease. The expenses of

seven (07) months including recruitment pericd] from the first visit of the first Subject to the last visit

of tha |ast Subject

ARTICLE § .ITEMS SUPPLIED BY THE CRO

5.14The CRO shall provide the INVESTIGATORS and/or the INSTITUTION with all necessary
information, documents and materials, including but not limited to;

= the INVESTIGATORS s Brochure (IB)
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= the Protocol,

= the Informead Consent Form
= the CRF

= ‘arious Logs of study

s the Investigational Product manufactured in accordance with the applicable regulations
and/or the Good Manufacturing Practice (GMP). suitably packaged and labeled and in
sufficient guantity to conduct the Study.

= 3 digital video camera (for Audio-Video consenting process), however same needs not to
be returned to CRO after completing study enrollment(s) INVESTIGATORS will not be held
liable for any damage caused to the digital video camera. The cost to repair any damage
caused to digital video camera will be borned by the CRO.

5.2The INVESTIGATORS, the Collaborators and the INSTITUTION shall use the information,

documents and Investigational Product provided by the CRO, solely for the purpose of the Study or

to fulfill their own regulatory obligations, to the exclusion of any use for their own or for a third

party's account

For the purpose of the Contract, the term “Collaborator{s)” shall mean any person involved in the
Study including but not limited to research associates, sub-INVESTIGATORS, biologists,
assistants and nurses.

Linless otherwise instructed by the CRO or required by applicable laws and regulations, the

mation, documents and Investigational Product shall be returned or made available to the

OF \& _ , : i
Beffaborators fail to comply with any of the obligations provided for in this Contract

The Investigationa! Product will not be released until the CRO has received a copy of the written
and dated approval/opinion of tha IEC/IREB.

5.3ThelNVESTIGATORS / INSTITUTION or jts designee shall ensure that an accurate record of
the guantity of Investigational Product received and dispensed to each patient is maintained. The
INV?S'I’!G&TDHSIINSTITUTIDH shall ensure that the Investigational Product is stored and
dispensed in accordance with the CROMSPONSOR's specifications and applicable laws and

regulations
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S5.A4AThelNVESTIGATORS/ANSTITUTION agrees to take responsibilily for the safeguarding of such
materials and to notify CRO promptly in case of any loss damage, or failure of these materials:

8.5 Upon termination or compistion of the Study, sll unused Study Drug, compounds, drugs
devices, case report forms, whether or not completed, and other related mat&r‘iam that ware
furnished to the INVESTIGATORS/INSTITUTION by CRO and/or SPONSOR shall be returned to
the CRO and/or SPONSOR.

ARTICLE 6. SUBJECTS RECRUITMENT

6.1The INVESTIGATORS has estimated that he/she can recruit a maximum of No of Twenty seven
(27)Subjects (the "Subjects”), within [six (08) months recruitment period]. This target of recruitment
can be increased or decreased only upon discretion the CRO. In addition, CRO may establish a
threshold number of Subjects and rate of accrual of Subjects (e.g., = Subjecis per
day/week/month) to allow for appropriate monitoring nf'tha Study and will communicate this
information to the INVESTIGATORS. The INVESTIGATORS underizkes to comply with these

limitations and conditions for further recrultment at the 'Sh.t-:__:‘_-y'Sitﬂ. as required by the CRO.

6.2A minimum of six (6) patients must be enrolied within within three (3) months of initiating the
Study at the STUDY SITE. Subsequently, if less number of subjects is enrolled over a period of
three (3) months, or if the INVESTIGATORS cannot begin the Study at the STUDY SITE, CRO
may decide at its discretion to discontinue the Study at the STUDY SITE.

CRO resarves the right to request the INVESTIGATORS to limit the recruitment of further

cease the recruitment, notably in case the recruitment target for the Study has been
uch case, the CRO shall inform the INVESTIGATORS to stop the recruitment of any
has not yat signed informed consent. The INVESTIGATORS shall upon receipt of the
otice stop immediately further recruitment of Subjects. Payments shall only be made
according to the number of Subjects recruited up to the date of receipt of the notice by indicating
no further recruitmeant. The CRO will not take any responsibility and make any payment for the

Subjects recruited after this date.

CONSENT OF THE SUBJECTS
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7.1Before any Subject's participation in the Study, the INVESTIGATORS shall fully inform any
subject and/or, as the case may be, her/his legal representative, in language understandable to
them, of all perinent aspects of the Study in accordance with the requirements stipulated under
Indian lawsiregulations (Article 3.1),

7.ZThe INVESTIGATORS shall ensure that all Subjects participating in the Study and/or their lagal
representative (i) have received a copy of the Subject information leaflet, and (i) have expressed
their prior consent by signing the informed consent form, in such format as approved by DCGI or
Other Authority, without the undue influence or coercion of any person directly involved in the
Study, and only after having been duly informed.

T3 The INVESTIGATORS &/ INSTITUTION shall ensure that the entire Informed consent
process is audiovisually recorded. The INVESTIGATORSE/! INSTITUTION should ensure that the
confidentiality of the recorded files is appropriately maintained and will be achieved in farm of CD
andh ard copy for a period of atleast five (5) years or as per the Iatest regulatory requirements afler

submission of approved clinical study report to regulatory authorities &Ethics Committes.

ARTICLE 8.MONITORING OF THE STUDY.

8.1The CRO shall appoint monitor(s), bound by a professional confidentiality obligation, whe will

work with the INVESTIGATORS and the INSTITUTION to ensure proper conduct of the Study

{hereinafter the « Monitor(s) »). The INVESTIGATORS and the INSTITUTION agrees to fully

cooperate with the CRO monitoring procedures and maintain all necessary patient information

ARTICLE 8. DUTY OF INFORMATION

The INVESTIGATORS and/or the INSTITUTION shall immediately inform the CRO, Licensing
Authority & Ethice Committee of any serious adverse event (SAE ) or other events as defined in

the Protocol or as per |latest applicable regulatory reguiremenis,
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F
/ If during the study treatment of any subject the INVESTIGATORS are absent for more than seven
calendar days, then INVESTIGATORS or the INSTITUTION will inform the CRO and Ethics
| Committes in writing and will delegate his/her responsibilities to the authorized INVESTIGATORS.

INVESTIGATORS.
ARTICLE 10.FINANCIAL TERMS AND CONDITIONS

In consideration for the proper perdormance by the INVESTIGATORS and the INSTITUTION of
their abligations undar the Contract, CRO shall compensate the INSTITUTION in compliance with

the payment terms defined in budget approval sheet.
ARTICLE 11.CONFIDENTIALITY AND RESTRICTED USE.

11.1All information disclosed or provided by the CRO or produced during the Study, including but
not limited to the Praotocel, the INVESTIGATORS' brochure and CRF/e-CRF, the resulls obtained
during the course of the Study, the financial terms of the contract signed with CRO (hereafter the «
Confidential Disclosed Agreement{(CDA) »). is confidential. The INVESTIGATORS and the
INSTITUTION agree to keep confidential and not to disclose the Confidential Information to any
third party without the prior written approval of the CRO. The INVESTIGATORS and the
INSTITUTION shall use the Confidential Information solely for the purposes of the Study

Furthermore, the Parties agree to adhere to the principles of personal data confidentiality in
relation to the Subjects, the INVESTIGATORS, the INSTITUTION and the Collaborators involved in
the Study. Each Cuﬂabomtur. shall be subject to these obligations of confidentiality and resfricted

use. The INVESTIGATORS shall inform the Collaborators of the confidential nature of the Study

only provide them with the Configential Iinformation that is strictly necessary for the
ent of their acts.

adkntial Information shall not include information that: (1) is at the time of disclosure, or
afieyf becomes, publicly available through no faull of the INVESTIGATORS or the
UTION; (2) is disclosed to the INVESTIGATORS or to the INSTITUTION by a third party
entitled to disclose such information in a non-confidential manner;, (3) & known o the
INVESTIGATORS or to the INSTITUTION prior to disclosure under this Contract, as shown by the
INVESTIGATORS's or the INSTITUTION's prior written records; (4) can be documented to have

been independently developed by Study Site's personnel without reliance on Confidential

Page No: 8of 18
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Information. or (5) 5 required by applicable law to be disclosed, provided that the
INVESTIGATORS or the INSTITUTION give the CRO prompt notice of such fact so that it may
obtain a protective order or other appropriate remedy concerning any such disclosure, cooperate
fully with the CRO in connection with its efforts to obtain any such order or other remedy, and
disclose, where disclosure is necessary, only the information legally required to be disclosad:
11.3The obligations of confidentiality and restricted use contained herein are applicable during the
term of the Contract and shall survive for 10 (ten) years from ts date of termination or expiry
whichever is [ater

ARTICLE 12 .RECORD RETENTION

The INVESTIGATORS and the INSTITUTION through the Study Site shall retain and preserve one
(1) set only of all original data{such as source noles, study logs, TMF, CRF, Labs investigation
reporl, patients diaries elc. in secure area with control access to authorise study site persornel)
generated in the course of the Study for 5 years or as per the latest regulatory reguiremeants fram

the date of site close out visit.

The CRO must be informed in writing of any change of address or relocation of the Study files and

af the INVESTIGATORS /the INSTITUTION during this period.

Faollowing the Retention Period, as instructed by the CRO, the INVESTIGATORS andior the
INSTITUTION will either forward such records to the CRO at the CRO's expense, retain such
records for a reasonable additional charge to be mutually agreed . or destroy the records, and

send the CRO proof of such destruction. Subject files should be retained as per GCP requiremeants

13.DATA PROTECTION

The Subject data, the INVESTIGATORS's data, the INSTITUTION's data and Collaborators'
data, which may be included in the CRO's databasesg, shail be treated by the FParties in compliance
with all applicable laws and regulations,

13.2The CRO also collects specific data regarding the INVESTIGATORS and the Collaborators
which may be included in the CRO's databases, shall be treated by both Partiss in compliance with

all applicable laws and regulations.
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13.3When archiving or processing data pertaining to the INVESTIGATORS, the Collaborators, the
INSTITUTION andfor the Subjects, and CRO shall take all appropriate measures to safeguard and

prevent access to this data by unauthorized third party.
ARTICLE 14 .PUBLICATIONS AND COMMUNICATIONS

14.1TheSponscr or their Designee underiakes not to hold any publication rights of the study In any
part without consulting the INVESTIGATORS but the right to publication are with the Sponsor or
their Designee only. The INVESTIGATORS understand that this is a multi-centric trial. Any
publication arising out of this study may be made only after consulting with the INVESTIGATORS

and their names may be included in it, the order of which shall be discussed later.

14.2The INVESTIGATORS and the INSTITUTION shall not use the name(s} of the CRO andfor of
its employees in adveriising or promotional material or publication without the prior written consent
of the CRO. The CRO shall not use the name(s) of the INVESTIGATORS, the INSTITUTION
and/or the Collaborators in advertising or promotional material or publication without having

received their prior written consent(s),

ARTICLE 15.PROPERTY RIGHTS

15.1All information, documents, materials (hereinafter collectively “Information”) and Investigational
Product provided by the CRO are and shall remain the scle and exclusive property of the CRO

The INVESTIGATORSE and INSTITUTION shall not and shall cause the Collaborators not to

gention any Information ar the Investigational Product in any application for a patent or any other

tual property rights whatsoever. s

e resulls, data, documents, discoveries and inventions which arise direcily or indirectly
Study in any form, shall be the immediate and exclusive property of the CRO or it=
ze except for the publication generated out of this study. For this purpose, the
WVESTIGATORS, the Collaborators and the INSTITUTION presently assign ta the CRO (or its
designee) all intellectual property rights (including all patents, copyrights, databases and any
application or right to apply for registration of any of those nights) which may arise directly or
indirectly from the Study and all existing or future materials created in relation to the Study The
results of the study will be used by the CRO afier geiting the Clinical Study Report signed and
approved by the INVESTIGATORS and the INSTITUTION.
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15.3The CRO may use all the results at its own discretion, without any limitation to its property right
(territory, field, continuance...), and without any additional payment. The CRO shall be under no
obligation to patent, develop, market or otherwise use the results of the Study, issued undar this

Contract.

ARTICLE 16.LIABILITY = INDEMNIFICATION - INSURANCE

16.1The CRO on behalf of SPONSOR cerdifies it has subscribed a liability insurance palicy to cover
its liability as required by applicable law. The CRO will provide the INVESTIGATORS andfor the
INSTITUTION with a certificate of insurance.

18.2The insurance subscribed by the CRO does release neither the INVESTIGATORS nor the
INSTITUTION from their obligation to maintain their own liability insurance policy.

16.3The CRO agrees to indemnify. hold harmiess and defend the INVESTIGATORS, the
INSTITUTION, and the Collaborators ("Indemnities™) frnrm-aﬁd against any and all claims and suits,
including reasonable attorneys’ fees incurred in the defence thereof, arising out of an injury to a
Subject (including death) caused by the administration of the Investigational Product or the
perfarmance of any procedura required under the Protocol, except to the extent such claim or suit
is attributable to:

{1)a failure to adhere to the terms of this Contract, the Protocol or any written instructions from the
CRO regarding the administration of the Investigational Product or the performance of any required
procedure,

(2) a failure to comply with any applicable laws, regulations and government reguirements
(including, without limitation, obtaining informed consents); or

{3)the negligence or willful malfeasance of the Indemnities,

admission of liability on the part of the Indemnities without their pricr written consent, which
consent ghall not be unreasonably withheald,

ARTICLE 17.AUDITS AND INSPECTIONS.
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17.1For the purpose of ensuring compliance with the Protocol, Good Clinical Practice and
applicable regulatory reguirements, the INVESTIGATORS and the INSTITUTION shall permit
audits by CRO and inspections by applicable regulatory authorities.

The INVESTIGATORS agrees to allow the auditors andfor inspeciors to have direct access o
hisfher Study records and to Subjects files for review, being understood that this personnel is
bound by professional secrecy, and as such will not discloge any persanal identity or personai
medical information

17.2The INVESTIGATORS and the INSTITUTION shall devote their best efforts to facilitate the
performance of any audit and inspection and shall give to the CRO or to any person designated by
the CRO acceass to all necessary facilities, data and documents.

17.3A= soon as either the INVESTIGATORS or the INSTITUTION is notified of a future inspection
by the authorities, they shall inform the CRO for any such inspectionfaudit. The information that
arises from the inspections by the regulatory authorities will be immediataly communicated by the
INVESTIGATORS andior INSTITUTION to the CRO.

17.4The INVESTIGATORS and the INSTITUTION shall take appropriate measures required by the
CRO to take corrective and praventive actions without delay inorder to resoclve the findings:

17.5 It is expressly agreed between the Parties that the CRO will not compensaie the
INVESTIGATORS andfor the INSTITUTION for the audits and inspections and that the assistance
and availability of the any or all the INVESTIGATORS or the INSTITUTION for the audits and
mspechons, if any, is included in the amount mentionad in financial disclosure agreament with

study sites.

17.6The rights and obligations under this Article shall remain in effect for ten (10) years after the

INVESTIGATORS for any reason becomes unable to parform or complete this Study, to the CRO,;
or (2) by the CRO upon thirty (30) days prior written notice to the INVESTIGATORS and the
INSTITUTION.

In the ewvent this Contract is terminated. the CRO will be responsible for compensating
INVESTIGATORS andior the INSTITUTION for =aclual activities perdformed hersunder in
accordance with the terms of this Contract and reasonable non-cancellable expenses incurred
KPSIARBRICTAROTV A QJL Page No: 12of 18
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prior to notice of termination if such expenses were required under the Protocal and contempiatoad
within financial disclosure agreement with study sites. Any funds paid in advance will be prorated
and any excess funds will be returned to the CRO. The INVESTIGATORS shall provide the GRO
with all documentation required by the Protocol and applicable laws and regulations and any
equipment provided by the CRO in connection with the Study no later than ninety (90} days after
the completion or early termination of the Contract. The terms and conditions of Aricles 3. 11, 13,

14,15,16,18 shall survive the expiration ar earlier termination of this Contract.

ARTICLE 19.DEBARMENT AND SENTENCING FOR MALPRACTICE.

The INVESTIGATORS and the INSTITUTION represent and warrants that neither he/she nor any
Collaborators ANSTITUTION invelved in conducting the Study nor any member of the staff of the
INSTITUTION, has been debarred, excluded, disqualified or restricted in their ability to practice
medicing, paricipate in a clinical trial, or perdorm services in connection with the evaluation of a
pharmaceutical product under any laws, regulations or professional code of conduct.

The INVESTIGATORS shall immediately notify the CRO should hefshe or any Collaborators
involved in conducting the Study, be so debarred, excluded, disqualified or restricted, or should =
precedure or action be initiated against any of them that could result in their belng so debarred,
excluded, disqualified or restricted, at any time during the term of this Contract and during the

twelve months following the expiration or termination of the Contract.

ARTICLE 20.CONFLICT OF INTERESTS AND FINANCIAL DISCLOSURE,

The INVESTIGATORS shall ensure that he/she and the Collaborators involved in this Study at the

constitutes the whole undertaking of the Parties. All appendices attached hereto shall be deamed
ta be incarporated herein.

21.2Any work performed by the INVESTIGATORS, the Collaborators andfor the INSTITUTION
under this Contract shall be considered to be performed by them as independent contractors and
not as employees, partners or agents of the CRO. No Party shall have the authority, either

express, implied or apparent, to bind the other Party, except to the extent that same may be
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consistent with the performance of that Parly's obligations in accordance with the terms of this

Contract.

21.3Except otherwise expressly mentioned hereinabove; any notification shall be mades by mail
or fax

21.41 sither Parly is prevented from fulfilling its obligations In accordance with the terms of this
Contract due to force majeure (as defined by competent law and/or competent court), this Party
shall be released from performance to the extent that it is so prevented from doing so for the
duration of the intervening circumstances. The Party wishing to claim relief on the grounds of the
said circumstances shall notify the other Party in writing without delay on the intervention or
cessation thereof. The Parly so prevented from fulfilling its obligation shall devote its best
endeavors to remove or avold the impediment as soon a5 possible. If the Party is prevented from
fulfilling itz obligations under this Contract due to force majeure for a pericd exceeding two (2)
running maonths, each Party shall have the right to terminate this Contract by registered mail with
acknowledgment of receipt. The termination will become effective forthwith.

21.5No indulgence granted by either Party to the other in relation to any term hereof shall be
deemed a walver of such term or prejudice the |ater enforcemeant of that or any other term hereof
21.6 Should a prowvision of this Contract in any manner whatsocever contravenes any applicable laws
and regulations, such provision shall be deemed to be severable and shall not affect any other
provision of this Contract, nor affect the enfarceability of these remaining provisions which are not
in contravention of any law and regulation.

21.7The Ceontract is concluded by the CRO intuit personae. Hence, the INVESTIGATORS and the
INSTITUTION shall not be allowed to transfer lotally or partially the obligations the CRO charged

them with, nor to subcontract them without the prior written consent of the CRO. The

TIGATORS and the INSTITUTION shall, where applicable, transmit to the Collaborators the
and shall cause them lo abide by its terms and conditions, The CRO may transfer this
to a successor in interest to its business by reason of any merger, acquisition,
hip, license agresment or otherwise, provided that the assignes is subject to the terms and
igations provided in this Contract.

21.8This Contract constitutes the entire agreement between the Parties relative to the subject
matter hereof and supersedes all representations, warranties, agreements or undertakings
previously made relative to such sublject matter, and no such representations, warranties,

agreements or undertakings shall be any force and effect unless contained herein. Mo variation of
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V any terms and conditions of this Contract will be binding upon the Parties unless committed in
writing and signed by them respectively.
21.9This Contract shall be governed by the laws of India. Prior to taking any lagal action, the
Parlies shall endeavor to settle by amicable arrangement any disputes arising between them
regarding this Contract. Should the Parties fail to reach an amicable settlement, the Parties agree
to submit to the exclusive jurisdiction of the courts of Meerut and they waive any other forum to
which they may be entitied by reason of their present or future address or for any other reascn
IN WITNESS WHEREOF, the Parties hereto have caused this Contract to be duly executed on

their behalf in three counterparts, each of which shall be deemed to be an original, as of the

Effective Date.

KPS CLINICAL SERVICES PVT. LTD.
Mr. MUKESH KUMAR
CEOQ & Director-Clinical Operations

Signature: %J}M = f:gi’-{ "f"'f =,

| Il

In the presence of: pD £ hosat ks haod
Signatura/Date(Witness): .ﬂfj

THE INVESTIGATORS oI IE

1.0r. Abhay & Dube,
Professor and Head, Departmeant of Orthopaedic Surgeary,

Subharti Medical College & Hospital Subhartipuram NH-58 Meerut (U.P)- Principal
Iinvestigator

Signature with date:. . 'Il"} =

2.Dr. Prem Prakash Khosla

Professor and Head,

Department of Pharmacology.

Subharti Medical College ospital Subhartipuram NH-58 Meerut (U P)

Lal Bhalia,

A Professor,

gt of Pharmacology,

edical College & Hospital Subharfipuram NH-58 Meerut (L.P)

4, Yashpal Monaa,
Professor and Head,
Dapartment of Surgery,
Subharti Medical College & Hospital Subhartipuram NH-58 Meerut (LJ.P)

ST L B T ) e S | e S
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l | 5. Dr. Athishek Gupta,

| | Assistant Professaor,
Department of Medicine

Signature with date: ... _.

Dr. Molly Madan,
Profeszor and HOD. Department of Microbiology
Subharti Medical College & Hospital, ME@E&-

Signaturewith date: ... . . ke
Dr. Gaurav Mittal,

Residant

Department of Pharmacology

Subharti Medical College & Hespital, Meerut

c:
Signature with date: wﬂ“’ e TR -

in the presence of:

Signature/Date{\Witness):

THE INSTITUTION
Principalsubharti Medical College & Hospital Subhartipuram NH-58 Meerut{U.F)

Signature: :m—hn-ﬂ-_-:a———————'

In the presence of

Signature/Data{\Witness)! _,.%'!_E.A._ﬂ\ @1 L‘Lﬂi&% :2'5 g@%{ 20 LS"_

Budget Approval Sheet

"A Multicentre, open label, Randomized, Comparative, parallel —group, Active Controlled
Phase [l clinical Trial to evaluate safety and Efficacy of ArbekacinSulphate injection worsus
Vancomycin injection in patients diagnosed with MRSA infection™.
Study Protocol No: Alkem /CT/Arbk/032012
Particulars:

= Tatal No of Patients  Twenty Seven({27)

« Taotal No of Visit Eleven (11)

=  Total Study Duration Twenty one days (21)

= Screening Duration (-2 to-1 days]
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= Active Duration

« Follow up Period

Minimum 7 days, Maximum up to 14 days
Fifteen to twenty one days(15-21 days)

Bemuneration for Principal Investigator and study Team:

Cost Per Patient(ln No Of Total Amount (In

Particulars INR) Patients INR) Sub-Total (IN INR]

Scresning 2000X1=2000 27 54,000.00
Active Duration S00X14*=12600 27 3.40.200.00

4,75,200.00

Fallow Up 1500x2=3000 27 B1,000

Total Cost 17,600 27 4,75,200.00
Institutional Over Head Charges
(Bill-Fax, Telephone, Internet etc) 20,000 20,000
Study Archival Charge {almirah cost) 10000.00 10000.00
Lab cost{ will be paid on actual as per invoice) NA
Ethics Committes Charges{as per IEC fees)
Grand Total 5.05,200.00

IN words: Five Lakh Five Thousand Two Hundred anly.
NOTE: Applicable TDS will be deductable

Treatment failure for maximum of five (5) subjects will be given

*For treatment duration the payment will be made on actual treatment days completed by the
subject

the time of 50% Patient recruitment.
the timme of 1009 Patient recroitment.
the time of site closeour.

WO after approved by sponsor/CDSCO
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Account Datails of Site

Mame of Fayee Subharti Madical College

Account Na 00171010003340

Name of Bank Oriental Bank of Commarce

Branch Address Subhani Dental College, NH 58, Subhartipuram, Meerut
Contact Details of | Dr. A K Asthana, Moblle number — 98380101205

Payes

PAN No. AADTS2638D in the name of Subharti KKB Charitable trust

ATTESTED

\ — JHs d
AKHILESH KUMAR strar
NG .52y, MEERLIT Swarni Vivakan sns
A 4t b TRy
rart Vi ._..1| 3

Sub :ﬁEE”
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SUBAGREEMENT
MODIFICATION No. 1

WHEREAS, Johns Hopkins University on behalf of its Bloomberg School of Public Health
("JHSPH") has embarked on a project entitied: "HarvestPius Challenge Program - Phase
II" (*Challenge Program”) under Grant # 8277 as sponsored by the Centro Intemacional
de Agricultura Tropical ("CIAT") and the International Feod Policy Research Instilute
{“IFPRI") (CIAT and IFPRI, together, ["Sponsor”) for various donors, in particular, the Bill
and Melinda Gates Foundation {"Foundation"); and,

WHEREAS, JHSPH has entered into a Subagreement with Subharti Medical College,
Swami Vivekanand Subharti University (“Subrecipient”) under Purchase Order #
2002131149, and,
WHEREAS, it is desired to modify this Subagreement;
NOW, THEREFORE, JHSPH and Subrecipient mutually agree as follows:
Clause 2. PERIOD OF PERFORMANCE is amended as foliows;
Delete existing termination date of “December 31, 2013" and replace with
new termination date of "December 31, 2014"
Ali other terms and conditions remain unchanged and in full force and effect.
ACCEPTED FOR:
SUBHART!I MEDICAL COLLEGE,

SWAMI VIVEKANAND SUBHARTI
UNIVERSITY

/L:L"’“,qiﬂﬂ:f"'a

Name: RATECH 1L AR MEHRA-

Assistant Director, JHU

Research Administration i u-....cf . )
- Title:  Swank Vwkaognd Subhart Universiiy

Date: Date. __ 2t Dt 2oily

sozval, Nadolfa, 10,3414, Sublarli, 114666, 4637

Ragistrar

Swaml Vive ananc

Subharti Untarsin
MEER!
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Subagreement Modfication #2

WHEREAS, Johns Hopkins University (“JHU") has embarked on a project entitied, “Harvest Plus Challenge
Program-Phase I under Grant # 8277 as sponsored by the Ceritro Intemacional de Agricultura Tropical
and the International Food Policy Research Institute, for various donors, in particular the Bill and
Melinda Gates Foundation ; and

WHEREAS, JHU i?is entered into a Subagreement with Subharti Medical College, Swami
VivekanandSubharti University (“Subreciplent”) under PO # 2002131149; and

WHEREAS, it is desired to modify this Subagreement;

NOW THEREFORE, JHU and Subreciplent mutually agree as follows:

Clause 2. PERIOD OF PERFORMANCE is amended as followe:

Delete the existing termination date of *December 31, 2014" and replace with new end date of" hMay
31, 2015."

All other terms and conditions remain unchanged and in full fofce and effect.

Subharti Medical College,

University
AN

i Finance Cfficer
o Ra S Vivekanand Subbar Univershy
Assoclate Direttor, JJ{URA . e TAVESH KUMAR MICHRA -

oae: 2_[)% }6 Date:

mi VivekanandSubharti




SUBAGREEMENT
MODIFICATION NO. 3

WHEREAS, The Johns Hopkins University ("JHU") has embarked on a project entitied:
“HarvestPlus Challenge Program — Phase I1," under Grant # 8277 as sponsored by the Centro
Internacional de Agricultura Tropical ("CIAT") and the Intemational Food Policy Research
Institute ("IFPRI"), for various donors, in particular the Bill and Melinda Gates Foundation , and

WHEREAS, JHU has entered into a Subagreement with Subharti Medical College, Swami
Vivekanand Subharti University (“Subrecipient”) under Purchase Order # 2002131149; and,

WHEREAS, it is desired to modify this Subagreement,

NOW, THEREFORE, JHU and Subrecipient mutually agree as follows:
Clause 1. STATEMENT OF WORK is amended as follows:

1.1 Amend existing Statement of Work (SOW) with updated version set forth as Exhibit A-1,
attached herein and incorporated hereto.

Clause 2. PERIOD OF PERFORMANCE is amended as follows:

Delete the existing termination date of "May 31, 2015" and replace with new end date of *“March
31, 2016".

Clause 3. COST, PAYMENT AND AVAILABILITY OF FUNDS is amended as follows:

3.1 Delete the existing total amount of $391 000 USD and replace with the new total amount
of $416,318 USD, representing an increase in the amount of $25,318 USD. See Exhibit B-1
attached hereto and incorporated herein.

Clause 6. APPROVALS AND NOTICES is amended as follows:
6.1  Delete existing contact “Anthony Maranto” and replace with the following:
Gene Rutherford

JHURA
Phone: 443-997-1905

gene@jhu edu

All other terms and conditions remain unchanged and in full force and effect.

[ SIGNATURE PAGE FOLLOWS |

Sazawal, 114666, Subharti Medical College, 6393, Mod 3,5/24/16, EFL

41




ORIENTAL BANK OF COMMERCE
| TRANSEORT NAGAR, MEERUT
| DELHI-MUSSO0RIE RD.
| TRANSFDAT HAGAR, TEH. MEERUT
+ MEERUT, UTTAR PRADESH
| 250002

Uperation Realisation
Transactisn cate 11-07-201¢

PIRISLIN Tetaile gve as Deiow -

ﬁ;ﬁ__-_-ﬁ—u—-L___-_-n___-ﬁ ---_-_--_-,_________--_u

=%
NSener Parey Name o THE JDHNS HOPKINS UNIVERSITY

BLp COLInEEe: UNITED STATES orF AMERICA

B o o > e 0T IMPER Do

Forwirs Contrac Oyt

FOrNare Sontrao- Tt

forward Contrses o, :

rrangassian =8T8i's zre 52 oalegy

Eccaunt ACCo=- = sfetatiag e Transaction Cr/
**Tyoe Numbe- Tkme Currency -- pp Amount

wnq-—-hT-q-L‘L‘&_-_-u--—-_-_-_*_L_*q;_-h-u_-_.- -

4 880674556002 ZHNWARE REMITT.SUSPEY INR Dr 325974€. 2
Operati-a 850025500010 CONSOLIDATION ACCOUN INR Cr 3252745 01

Ira
Commise:on

9388003020002 | comM. RECD, FCY CD-TT INR Cr Sie
Comm. Misc. D38B0D432300C0: COMM RECD - SERVICE INR Cr
Comm. Mis-~ 03280043239002  |sEmyzes TAX ON FOREX INR Cr
C;rativ-s CISB2IBINIA9T  |swamz VIVEKANAND SUB INm Cr =
e s

stret,

J ra® on

A WeROD
M -ﬂ::;sw

SV

42



@ \
e

=
—

EDIRUPEES

ﬂ*ﬁlﬂwmﬂ%ﬂ oo 5 AZ 517122
B LT LT *‘"!Ht T -
milhf:........q....lrj.....%_'_.,aﬂ 2096
S it Cliantha Research Limited, <Y

Opp. Pushraral Towers, ?f]‘{l_:*"l\tf\

Nr Judges Sungtows,

) Ao 23 SEI: Iu“
| dugan artasnd Bidg)

@, oi.:- e, off - $2faces

Bodakdoy Ahmeadabad-
Ph. : +81-72 EGFEEGBS?EED“'
Fax : +31 -To-ZEB52003

wHEiiE-2 0 wlidig =) i e
i dealiz il aﬂx:—ﬁﬁ%:ff_ !

CLINICAL TRIAL AGREEMENT

} PROTOCOL Number: CP/04/12

This Clinical Trial Agreament (the "Agreement”) is effective on the date 22 Aug 16 fully execuled by the parlies
| (the "Effective Date") and entered into by and between

CLIANTHA RESEARCH LIMITED, a part of Cliantha Group, a company incorporated under the C-nmpariiaa Aot

| 1956 having its Registered Office at Opp. Pushpara| Towers, Nr. Judges Bungalows, Bodakdev, ~Ahmedabad —
380 054, |ndia (hersinafier referred to as "CRO™ which expression, unless repugnant to the context or meaning

j thereof shall mean and include its affiliates, employees, assignees, subsidiaries. nominees, agents and
successors-in-inferest) . A
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AND

DR. SHASHI PRATEEK whose principal place of business is SUBHARTI MEDICAL COLLEGE, Subharti Puram,
MH-58, Delhi Haridwar Bypass Road, Meerul, Uttar Pradesh 250005 India hereinafier referred (o as the "Principal
Investigator” which expression, unless repugnant 1o the subject or context therein, shall mean and include his legal heirs,
administrators, executors and assigns)

AND

-

Principal Dr. A.K Asthana on behalf of Subharti Medical College and Hospital an institute  registered under the
taw of India having its registered office at Subharti Puram, NH-58, Delhi Haridwar Bypass Road, Meerut, Uttar
Pradesh 2500035 India (hereinafler referred 10 a8 the “Institution™ which expression, unless repugnant to the subject or
context therein, shall mean and include its authorized representative(s), administrators, executors, assigns & successors-in-
intesest).

CRO, Institution and Principal Investigator are referred to herein individually as a “Party™ and collectively as “Partics™.

Whereas, Cipla Limited, Cipla House, Peninsula Business Park, Ganpatran Kadam Marg, Lower Parel, Mumbai - 400 HIER
{heteinafier reterred to a3 the “Sponsor®) through its Agent CRO desires the Institution 1o study the Comparative clinical
study of Ulipristal aceiate and the Institition is willing to perform a clinical study of the Study Drug (defined herein below);
and

WHEREAS, the Study (defined below) is of mutual imterest and benefit to the Sponsor, CRO, Institution and Principal
Investigator and will further the investigational and research ohjectives of the Institution and Principal Investigator;

WHEREAS, the Principal Investigator and the Institution have the qualified personnel and the facilities equipped according to
Good Clinical Practices {GCP) to undertake the Study (defined herein helow);

Now, THEREFORE, in consideration of the promises and mutual covenants herein contained, the Parties agree as follows:

| R THE STUDY AND THE I.

The study of Ulipristal acetate (the “Study Drug®) shall be conducted, under the direction of the Principal Investigator, in the
treaiment of patients (*Subjeets™) in accordance with this Agreement and the protocol identified as Protocol ID No., CR/O42
and entitled =A randomized, open label, parallel-group, active-comparator controlled, multi-cemter study 1o evaluate the
efficacy and safety of Ulipristal acetate (5 mg tablets), as compared with Leuprolide acetate (3.75 mg intramuscular injection)
for 12 weeks, in the preoperative treatment of moderate to severe sympiomatic uterine fibroids™ a copy of which is artached
hereto ne Exhibit A (the “Protocol™), including any subsequent duly authorized amendments, and which is herehy
incerporated by reference (the =Stody™). The Study will be monitored on behalf of the Sponsor by the CRO.

Institution’s ablipation to conduct the Study is expressly conditioned upon the approval of the Protocol by an IEC/IRE that
complies with the requirements of Drug Controller General of India and Schedule Y and applicable regulatory requirements.
Sponsor, Principal Investigator and Institution shall eooperate in preparing and filing the Protocal, Informed Consent Form and
other information with the reviewing 1EC (Individual Ethics Committee) or IRB (Instittionsl Review Board).

L THE STUDY SCHEDULE
Al Study Initiation. All contractual and regulatory documentation must be received by Sponsor and CRO

belore the initiation of the Study. The Principal Investigator and CR( shall initiate the Study at the earliest
after receiving the applicable regulatory / [EC / IRB approvals,

B. Enrollment. Principal Investigator will enroll minimum 5 Subjects {as per the randomization schedule
provided) and not more than 15 Subjects (as per the randomization schedule provided) (the “Site
Maximum™) for the durstion of enroflment. The Principal Investigator shall commence enrollment of the
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Subjects once all the contractual and regulatory obligations have been met. Enrollment of, and paymeni for,
each Subject over the Site Maximum shall require prior written consent of the Sponsor. Notwithstanding the
forcgoing, the Institution immediately shall cease enrolling the Subjects upon receipt of notice from the
Sponsar, or the Sponsor’s designee, that, in the sole determination of the Sponsor:

i the Complete Study enrollment has been achieved; or
i, the Sponsor has placed the Study on hald, for any reasom; or

iif, the Study has been placed on hold by the DCGT or applicable regulatory agency for any reason,

Study Docomentation. Case Beport Forms (“CRFs™) must be satisfactorily completed within 3 (Three)
days of each Subject visit. If any tests are to be performed after the Subject visit, CRF shall be completed
within Three (3) days of rcceipt of test results for each Subject, provided, however, that with respect 10 the
last Subject enrolled at the Site, CRF for such Subject must be completed within three (3) days of such
Subject’s last visit to the Site. The Principal Investigator shall ensure the accuracy, completeness, legibility
and timeliness of the data reported to the Sponsor in the CRFs and in all required reports. Safcly data
{Serious Adverse Event Report Forms) will be faxed to Sponsor, DG and CRO within 24 hours of (1) the
Subjects visit and (i) receipt of the test results at, or from which, such cvent was reported, noted or
recognized. Data Clarification Forms Queries (“DOCFsS™) must be completed and retumed to Sponsar and
CRO within Three days of iis receipl.

Subject Samples. All biological samples collected from the Subjecis shall be prepared and shipped in
accordance with appropriate reference of the Protocol £ Study requirements ! Study manuals.

Sindy Completion. The Institution shall make best efforts to complete the enrollment of all the Subjects
within the specified timeling given or informed by the Sponsor’ CRO. The Institution shall input afl final
CRF data and complete the final CRFs not later than five days afler the last Subject visit.

3 PAYMENT

A.

Confidential

BUDGET AND PAYMENT SCHEDULE: CRO, on behalf of the Sponsor reimburse the Institution all
direct and indirect costs incurred by the Institution in accordance with the Budget and Payment Schedule,
attached hereto-as Exhibil B and incorporated herein by reference (the “Budget and Payment Schedule™).
CRO shall make payments to the investigator and Institution in accordance with the payment
schedule set forth in Exhibit b and incorporated herein . Cheque{s) shall be made payable and sent
to the:

Payce Name: SUBHARATI K. K. B. CHARITABLE TRUST
PAN: AADTSL638D

Payment shall be made within thirty (30) days afler CRO has received invoice from the Principal
Investigator. In addition, CRO shall reimburse directly the 1IEC / IRB for all costs associated with the Study.

Payment of Costs Ouiside Budget and Payment Schedule. Payment for any costs not specifically
described in the Budget and Payment Schedule must be approved in advance in writing by the CRO's
Project Manager.
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C. Fayment Terms. CRO shall have no obligation to make payments for any Subject who is nol qualified 1o
participate in the Protocol based on the inclusion and exclusion criteria described in the Protocol. Queres
pertaining to 4 Subject's eligibility shall be addressed to and resolved by the Spansor's Clinical andfor
Medical Monitor identified in the Prodocol prior to entry of any such Subject into the Study.

The foregoing notwithstanding:

Upon submission of such documentation as may be requested, to the extent not already paid by CRO, CRO
will pay the actual cost of completed visits in accordance with the Budeet and Payment Schedule for the
Subjecls who are dropped from the Study or withdraw from the Study; provided, however, such costs were
incurred at 2 ime when, in the good faith judgment of CRO, none of the Insfitution, its employees or agents,
or the Principal Investigator knew or could have reasonably determined that such Subject was not or would
not be an Eligible and FEvaluable Subject. “Eligible and Evaluable Subjects™ are defined as Subjects who
have satisfied all the Protocol requirements, including compliance with dosing regimen and visit schedule,
and arc cligible to be included in the statistical analysis for the Study; and Institwiion and Principal
Investigator agree that all payments made under this Section arc made solely for the performance of
activities relating to the Study and for no other purpose.

D, Paymeni Recipient and Mailing Address. All cheques shall be made payable 1o the entity / persen
mentioned in the Clause 34,

The mailing address for checks shall be:

Address: Idr H. L Bhalla, Project manager & investigator
Department of Pharmacology
SUBHARTI MEDICAL COLLEGE,
Subharti Puram, NH-58, Delhi Haridwar Bypass Road, Meerut,
Uttar Pradesh 250005
Ph : 97617152346 , 9927971349

Attn: Dr. Shashi Prateek
PAYMENT DETAILS Annexure [A
Head Cheque to be drawn in PAN
favor of
Full payment SUBHARATI K. K. B. AADTS2638D
CHARITABLE TRUST

E. Reimbursement. Upon completion of the Study or earlier termination of this Agreement as provided
herein, the Institution shall reimburse the CRO for any amounts that were paid by the CRO to the Institution which
exceed the amounts to which the Principal Investigator was entitled for completed Subject visits under the Budget and

Payment Schedule of this Agrecment,
F. Eayments for Screen Failure: Sponsor will pay only Rs, 1000/~ (Rupees one thousand only) per Subject for

screen failure. The maximum ratio for screen failure Subjects shall be 3:1 j.e. maximum one screen failure
per three randomized Subjects.
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4. OBLIGATIONS OF THE INSTITUTION AKD THE PRINCIPAL INVESTIGATOR

A,

D

Confidential

TEC / IRB Approval. The Principal Investigator shall be responsible, with the cooperation of the Institution
and Sponsor, for obtaining approval from the [EC / IRB of the Protecol and the Subject’s Informed Conzent
Form. The Principal Investigator shall provide the Sponsor or Sponsor's desipnee with writlen confirmation
of the 1EC / [RB’s approval prior to the sereening of Subjects, If the IEC / TRB withdraw approval of the
Study, at any time, the Principal Investigator shall be imimediately notified by the Sponsor or CRO,
providing 8 written explanation of the circumstances leading to such withdrawal of approval, and the
Principal Investigator shall céase the treatment of all Subjects under the Study and provide standard
care cost of which shall be horne by the CRO.

Performance of the Studv. The Principal Investigator shall conduct the Study solely al the Institution. The
Principal Investigator shall exercise duc care in the condect of the Study, and represent and warrant that it
will be conducted in accordance with (i) generally accepted standards of good clinical and research practice
{including, without limitation, the guidelines s¢t forth by the Inlemational Conference on Harmonization, if
applicable); (ii) this Agreement; (iii) the Protocol; {iv) written instrucions provided by the Sponsor or
Sponsor’s designes; and (v) all applicable loeal, state and federal laws, regulations, and policics governing
the performance of clinical investigations, including, but not limited to local repulatory requirements. In the
event of a conflict between any requirements in (i) through (v) above, the Principal Investigator shall comply
with the most stringent requiremcnt. The Principal Investigator shall make no changes to the Protocol, excepe
as agreed to and approved in writing by the Sponsor and, where required, the |[EC / IRB. Neither the
Institution nor the Principal Investigator shall subcontract any of iis obligalions or any portion of this
Agreement to any other individual or entity without the pricr written consent of the Sponsor.

Key Personnel. The Parties acknowledge that the participation of the Principal Investipator is essential to
the successful performance and completion of the Study. 1f, for any reason, the Principal Investigator
withdraws from the Study, becomes unavailable, or is otherwise unable to complete his responsibilities
under this Agreement, the Principal Investigator shall immediately notify the Sponsor or Sponsor’s desipnes
and the Sponsor or Sponsor’s designee shall endeavor to agree upon a successor. Absenl prompt agreement
upon a successor, the Sponsor may terminate this Agreement as set forth in Clause 12{B) below.

Sponsor Visits. The Sponsor’s representatives may conduct periodic visits, at mutually acceptable times
during normal business hours, to: (i) inspect and examine the Institution’s facilities at which the Stady is
being conducted or was conducted; (i) review the progress of the Stwdy (incleding without Emitation all
source documents and dats, and cormespondence involving the TEC / TRB and applicable regulatory
agencies); (iil) inspect and copy, at Sponsor’s expense, any or all written and electronic data and work
product relating to the Study; and (iv) collect financial billing and econemic outcomes (including cxpense
reports) provided that collection of such information is clearly described in the Informed Consent Form and
approprigtely autharized by the Subject and the [EC / IRB. The Principal Investigator and the Institution
shall cooperate with the Sponsor and use reasonable efforts to promptly provide sll of the information

requested by the Sponsor,

The Institution and the Principal Investigator shall also cooperate with the Sponsor and with any regulatory
agencies in the event of announced or unannounced monitoring, audit or inspection by such regulatory
agencies. The Institution and the Principal Investigator shall notify the Sponsor by telephone of the intended
or possible inspection within twenty four (24) hours of becoming aware of it; in addition, notice of the
intended or possible inspectiom shall be sent to Sponsor within forty cight (48) hours of the telephonic
notification. If a written response is required, the Instilution and Principal Investigator shall permit
representatives of the Sponsor to review and comment on sich response prior to its being sent to the
regulatory agencies. The Institution and Principal Investigator shall provide Sponsor with a copy of any
report received in connection with, or as a result of such inspection within three (3) day of its receipt.

Supplies. The Sponsor or Sponsor's designee shall supply o the Principal Investigator, at no charge,
sufficient quantity of the Study Drug to conduct the Study, as well as the materials, equipment and
information which the Protocol specifies. The Principal Investigator scknowledges that the Study Drug is
experimental in nature, and therefore shall use prudence and reasonable care in the use, handling, storage,
transportation, disposition and containment of the Study Drug and any of its dedivatives. Within 30 (thirty)
days following the completion or termination of the Study, all unused Study Drugs, devices and other
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F.

materials that were furnished to the Institution by or on behalfl of Sponsor shull, ai Sponsor’s expense, be
returned to Sponsor, or if Sponsor so directs destroyed in accordance with instructions provided by the
Spansor, The Sponsor shall solely own all nghts, title and inferest in the Study Drag, including any materials
derived therefrom and all intetlectual properly rights therein. The transfer of physical possession of the Study
Drug hereunder, andfor the possession or use of the Study Drug by the Principal Investigator, shall neither
constitute nor be construed as 2 sale, lease, or offer to sell or lease the Study Druz or other transfer of title in
or L the Study Drog. Further, the Principal Investigator shall use the Study Drug selely for the conduct of
the Study and in accordance with the Protocol unless they abtain the prior written suthorization of the
Sponsor,

Study Hecords, Reports, and Data.

i. Stugdy Records. The Principal Tnvestigator and the Institution shall, in a timely manner, prepare and
mainiain complete and accurate Study records as set forth in the Protocol and as may otherwise be
required by applicable law, rule, regulation and pood clinical practice (“Study Records™). The
Principal Tnvestigator shall make all Study Records, including, without limitation, source
documents; signed Informed Consents, laborstory data; Drug inventory records, available 1o
representatives of the Sponsor at the Sponsor’s request. Except as otherwise expressly provided for
in the Protocol or elsewhere herein, a1l Smdy Records shall be retained by the Principal Investigator
for & period of two (2) years after the approval of the Study Drug for marketing or the formal
discontinuation of the clinical development of the Study Drug or as per instruction given by CROV
sponser [or the same or as per applicable regulatory requirement.  Thereafter, prior to the disposal
of the Siudy Records, Principal Investigator (as applicable) shall give the Sponser not less than
sixty (607 days prior express written notice thereof, and if the Sponsor requests in writing, the
Principal Investipator shall transtfer the Study Records to the Sponsor at Sponsor’s expense. Study
Records shall in no event be destroved without Sponsor’s prior writhen permission.

if. Case Report Forms., The Principal Investigator shall complete full clinical evaluations and original
CRFs on each Subject in accordance with the Protocol, The Principal Investigator shall ensure the
accuracy, completeness, legibility and timeliness of the data reported to the Sponsor in the CRFs
and in all required reports. In addition, the Principal Investigator shall deliver wo the Sponsor ar
Sponsor’s designes each completed CRF from monitoring visits as provided for in Clause 2{C) of
this Aprecment. .

Annual Keports
The Principal Investigator shall submit writlen summaries of the status of the Study to the IEC /
IRB annually, or more frequently, il requested by the IEC / IRB.

v Final Reports
Upon completion of the Study, the Principal Investipator will provide a summary of the Study’s
outcome (“Final Report™) to the IEC / IRB. In addition, any Serioss Adverse Events will be
reported to the TEC / TRB.

o
=t

Reporting of Serious Adverse Event. The Institution and Principal Investigator shall notify Sponsor of any
Sericus Adverse Event encountered in the Study within twenty four (24) hours of becoming aware of it in
accordance with the instructions set forth in the Protocol. Each such notice shall be given by fax’ mail,
whether or not notification was initially given by telephone. Thi SAE reporting and follow up would be as
per the current local applicable regulatory requirements.

5. CONFIDENTIALITY

A,

Confidential

Confidential Information: The term “Confidential Information™ shall mean any and all information, data or
know-how, trade secrets whether written or oral, technical or non-technical, us well as tangible materials
including without limitation (i) financial, accounting, and business information, (i) information relating to
samples, compounds, procedures, Protocol, the Study Drug and all reports, documents, data and other
information generated in connection with the Study or other information which the Institution or the
Principal Investigater receives, direstly or indirecily, from Sponsor and’or CRO and (iii) any other data or
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information that is generated by the Instilubion as required by the Protocol andfor this Apresmient, including
Case Report Forms, laboratory data and Study results, but not including the medical records of the
Institution. Sulject to the provisions of Clause S{A){) through S(AJiv), the Parties shall not disclose
Confidential Information without prior written authorization from the Disclosing Party for any purpose other
than those specified in this Agreement. The obligations of non-disclosure shall not apply to the following:

i Confidential Information that is already in the public domain at time of disclosure or becomes
puhlicly available through no fault of the Receiving Party;

i Confidential Information that is already known to or independently developed by the Receiving
Party as shown by its prior written records, provided that Receiving Pary informs the Disclosing
Party promptly upon the Receiving Pary's discovery that the Confidential Information is already
independently known o the Receivinge Party;

ifi. Confidential Information thar lawfully and in good faith received from a third party who did not
denive it, directly or ml;llrt.'.ctly. from the Disclosing Parl.:,.r, and

v Confidential Information required to be discloscd to a8 govemmental or regulalory agency to the
extent necessary for the required disclosure.

Disclosing Party: The term “disclosing Party™ shall mean the Party disclosing Confidential Information to
other Party.

Receiving Party: The term “Receiving Party™ shall mean the Parly meeeiving Confidential Information from
the other Party.

Motwithstanding anything to the contrary in this Agreement, nothing herein shall (i) prevent the Institution
from diselosing 1o the DCGI or any other appropriate regulatory agency Confidential Information (including
Study results) that indicates that the administration or use of the Study Drug or device is associated with a
serious risk of harm to the Subjects, provided that Institution fumnishes ai least fourteen (14) days sdvance
written notice to the Sponsor and Sponsor fails during such time lo either make the disclosure requested by
Institulion or to adequately demonstrate to the Institution that it has complied with all applicable disclosure
requirements, or (ii) prevent Institution and/or Principal Investigator from informing the Subjects or potential
Subjects of any adverse experiences or risks associated with the Study Drug or device.

Mon-Disclosure and Non-Use. Except as otherwise expressly provided herein, for the term of this
Agreement, and for a period of five (5) vears thereafler, the Parties shall not disclose 1o any third party
Confidential Information and shall not use for any purpose other than as cxpressly provided for herein any
such Confidential Information. without the express writlen consent of the Disclosing Party. Without limiting
the foregoing, the Parties shall disclose Confidential Information only to those employees of the respective
Party who require such Confidential Information For the purposes of this Agreement and who are bound by
an obligation of confidentiality and non-use no less siringent than set forth herein. Upon disclosing
Confidential Information to any employes, the emploving Party shall advise them of the confidential nature
of the mformation, and shall require them to take all necessary and reasonable precautions to prevent the
unauthorized disclosure thereof,  In the event that the Paries arc requircd to disclose Confidential
Information pursuant to an order or requirement of a court, administrative agency, or other governmental
bady, the Parties, as the case may be, may dizclose the Confidential Information provided that the Receiving
Party provides the Disclosing Party with reasonable advance notice thereof to enable the Disclosing Party to
seck an appropriate protective order or 1o prevent the disclosire. In such a situation, the Receiving Party
shall provide reasonable assistance to the other Party to obtain a protective order or to prevent disclosure.

Medical Confidentiality. Notwithstanding any of the foregoing, Sponsor shall maintain the confidentiality
of all medical records, case history, test reports, fitness data and charis to which it may have ‘access in
accordance with all applicable federal, state and loecal confidentiality laws and regulations and its
corresponding regulations issued under DCGI or other applicable regulations. Sponsor shall not use,
disclose, maintain, store, or transmit any mdimdunl]}r identifiable Subject information except as pn:nmttnd by
such laws,
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Protection. Without limiting the foregoing, the Parties shall maintain reasonable procedures to prevent
accidental or other loss of any Confidential Information of the Disclosing Party, and shall use at least the
same procedures and degree of care which each uses to protect its own confidential information, bul in no
case less than reasonahble care. In the cvent of loss, disclosure or use of any Confidential Information in
violation of this Agreement, the Receiving Party shall immediately notify the Disclosing Party, The Parties
shall prevent the disclosure of medical records and private or personal information, whether confidential or
not, 1o the extent required by applicahle laws or regulations,

6. PUBLICATION

Subject to governing law, the Spomsor shall have the sole rght to review, use, publish, and disclose any data,
information, or results developed or anising out of the Study as the Sponsor, in its discretion, deems appropriate,
including, without limitation, in submissions to the FI3A and other governmental agencies, If Principal Investigator
wants to publish his part. the prior written approval from Sponsor is required.

7. WN
A,
B.
Confidensial

1P ¥ A AND DISCOVERI

Materials and Data. The Sponsor shall solely own all rght, title and interest in and to the Study Drug and
any and all information, data or other materals delivered to the Institution or the Pnncipal Investigator by or
on behalf of the Sponsor as well as any derivalives, progeny, or improvements developed therefrom, and all
intellectual property rights therein. Further, all data and work product arising out of or relating to the Study,
including, without limitation, the Siudy Records, CRFs, reports, and specimens, and all mtellectual property
rights therein, shall be the sole propenty of the Sponsor. Accordinglv, the Sponsor shall have, in its sole
discretion, the right to publish, disclose, disseminate, and use, in whole or in pari, the same for any and all
purposes, including, withowt limitation, in and for suhmissions to the FDA or other regulatory apencies.

Patents and Inventions.

i All right, title and interest in and to, whether domestic or forcign any inventions or discoveries
(callectively, “Inventions™) first conceived of and reduced to practice prior to the Effective Date of
this Agreement by the Principal Investigator, Institution or CRO as expressed in protocols, lab
notebooks, or ather written records, the know-how incidental thereto, and any patent applications
and resulting patents derived there from shall be the exclusive property of that Party.

il “MWew Invention or Discovery” shall mean amy invention or discovery conceived and reduced to
practice during and as & part of Study by the Principal Investigator or any faculty, stafl, employess,
students or agents of the Institution or the Principal Investigator, or jointly by such an individual or
individuals with one or more emplovees or consultants of the Sponsor,

ii. MWew Inventions or Discoveries made jointly by the Institution, Principal Investigator, or any of their
respective agents with one or more employees or consultants of the Sponsor that: (a) are
improvements o, new uses of, or (where applicable)} new dosages or dosage forms of the Study
Dirug or device that anse from the performance of the research; or (b} occur during the performance
of the Study and are based upon or subject to the claims nfSpnmur patentable Inventions shall be
the sole property of Sponsor.

v Mew Inventions or Discoverics arising out of the rescarch performed under this Agreement solely
by Institution, Principal nvestigator, and/or any of their respective agents that is not covered by the
provisions of Clause (B i) (an “lastitotion Invention™) shall be the sole property of Instintion
(subject to any agreement between the Institution and Principal Investigator regarding the
ownership of inventions).

¥. Institution and / or the Principal Investigator shall promptly notify the Sponsor a [ull wrinen

description of any New Inventions or Discoveries described in either Clause 7(BM)#0) or T{B)(iv) of
which they become aware. Sponsor shall have a time-limited, first option 1o negotiate an exclusive,
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worldwide, royalty-bearing license to any Institution Invention. Any such exclusive license shall
include a ressonable rovalty based on Sponsor’s and Institution’s respective contributions o
Institution Invention and other terms that are typical in licenses of similar technology. Sponsor
shall advise Institution in wriling of iis inlerest in obtaining an exclusive license 1o any Instinotion
Invention within sixty (60} days of Sponsor’s receipt of notice of Institution Invention. 1If Sponsor
fails to notify the Institution within sixty (60) days or provides notice that it elects not to obtain an
exclusive license, then Sponsor’s option shall expire with respect w that particular Institution
Invention and Institution shall be frec to dispose of its interest in accordance with its technology
transfer policies. If Sponsor and Institution fail to reach agreement on the terms for an exclusive
license of a particular Institution Invention within four (4) months afler Sponsor provides notice
that 1t wishes to exercise its option, then for a period of one (1) year thereafter, the Institution shall
not offer to license the Institution Invention to any third party on materially better terms than those
last offered to the Sponsor without first offering such terms to Sponsor, in which case Sponsor shall
have a period of thimy (30) days to accept the offer.

Mo Diher Righis. Excepl as expressly sel forth herein, none of the Sponsor, the Principal Investigator, or
the Institution transfers to any other Parly hereto, by operation of this Agreement or otherwise, rights to any
patent, copyright, trademark or other infellectual property rght of any kind.

BEPRESENTATIONS, WARRANTIES AND COVENANTS

Of the Principal Investipator. The Prancipal Investigator represents and warrants that (i) he has the legal
authority and right 1o enler into this Agreement; {ii} he has no obligation to any third party that is in conflict
with, or has the potential to conflict with, its obligations under this Agreement; (i) he has and will maintan
throughout the condoct of the Study, all training, information, licenses, approvals and centifications
necessary for safely, adequaiely, and lawfully performing the Study: {iv) he will not enter into any
agreement with any third party to directly or indirectly fund or support the Study without the express written
consent of the Sponsor (excleding laboratory investigations, radiological investipations or any other
requirerment 10 fulfill Protocol cntena), and (v) this Apreement has been duly executed and delivered by it
and constifules a valid, binding obligation enforceable aeainst it in accordance with its terms.

The Principal Investigator represents and warrants that no clinical study or trial in which he was involved
was terminated for any reason prior fo completion that was due in whole or in part, to the Principal
Investigator’s non-compliance with the applicable protocol andfor safety requirements of the study or any
applicable local, state or federal law, The Principal Investigator further represents and warrants that he has
nol received any written notice from the DCGLFDA or NIH of eny viclation of any applicable federal law
relating to chimcal studies thal has nol besn disclosed to the Sponsor and attached to this Agresment as an
Exhibit hereto. For the purposes of the prior sentence, “written notice™ shall include, but not be limited to,
DCGI or FDA lists of Inspectional Observations (FDA Form 483), Motices of Adverse Findings, regulatory
letters. warning letters, notices of intenl to initiate clinical investigator disqualification proceedings under
nafional regulations or under 21 CF.R 31270 or 21 CFHE. 812.11%9 or any similar regulation (“Motice of
loieni to Dhsqualify™). The Principal Investigator further represents and warrants that he has never heen
disqualified from receiving investigational drugs or medical devices by the DCGI or FIDA or NIH or any
other federal povernmental body. ln the evemt thal any of the foregoing events in this paragraph occur
during the course of this Study, the Principal Investigator shall provide the Sponsor with a full written
explanation of the circumstances of such an incident within ten (10) days of the occurrence of such an
incident. If the Institution or the Principal Investigator becomes debamed as per the national or local
regulations, this Apreement will immediately terminate.  If the Principal Investigator receives a notice or
threat of action with respect to its debarment or a Notice of Intent to Disqualify, the Sponsor shall have the
right 1o terminate this Agreement immediately without further cost or hability. The Principal Investigator
represents and warranis on his own behall that he has not used, in any capacity, the services of any
individual, corporation, partnership, or association which has been debarred, and neither shall u=e, in any
capiacity, the services of any individual, corporation, partnership, or association which has been debarred, In
the event that the Principal Investigator becomes aware of the debarment or threatened debarment of any
individual, corporation, partnership, or association providing services to the Principal Investigator which
directly or indirectly relate to Principal Investigator’s activities under this Agreement, the Principal
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Investigator shall notify the Sponsor immediately and the Sponsor shall have the right to terminate this
Apreement immediately without further cost or liability.

Of the Sponsor. The Sponsor represents and warrants that (i) it has the legal authority and right to enter
into this Agreement, (ii) it has no obligation to any other pary that is in conflict with the Sponsor’s
obligations under this Agreement, and (iii) this Agreement has been duly executed and delivered by it and
constitutes a valid. binding obligation enforceable against it in accordance with its terms,

Sponsor represents ant warrants 1o Institution and Principal Investigator the following: (i) any Study Drug or
device administered or used in carrying out the Protocol has been approved by the DCGHE or FDA or by the
other regulatory agencies if applicable [or investigational use; and (i) Sponsor has at all times complicd with
and will continue to comply with all DCGI or FDA and comparable foreign rules, regulations, requirements,
and guidelines regarding administration, manufacture, and production of drugs and devices under regulatory
control of the DCGL or FDA andfor comparable forcign agencies in connection with any drug or device
administered or used pursuant 1o the Protocol. In particular, Sponsor shall comphy with all DOGT or FIDA
reporting rules that require it 1o inform Institution andior Principal Investigator of any seriows and
unexpected adverse experience associated with the Study Drug or device,

‘0 Other Representations or Warranties, Except for the limited representations and warrantics given in
this Clause 8, none of the Sponsor, the Institution, or the Principal Investipator makes or receives any
representations or warranties, express or implicd, statutory or otherwise, and each expressly diselains any
implied warranties of merchantability, fitness for a particular purpose, or non-infringement.

VERNING LAw

This Agreement shall be governed by and construed in aceordance to the Laws of India. Disputes, if any, shall be
arbitrated upen under the Arbitration and Conciliation Act, 1996 in English language and the venue shall be Meerut,
UF, India. It is expressly agreed that the arbitral award shall be final and hinding upon both the Parties hereto.
However, the final jurisdiction shall lie with the courts of Meerut, UP, India. Each of the Parties hereby expressly
submiis to the jurisdiction of the courts of Meerut, India,

10.  INDEMNIFICATION

Al

Confidentiaf

Sponsor Indemnification. ‘The Sponsor shall defend, indemnify, and hold harmiess the Institution and its
trustees, officers, the Investigators, emplovess and agents (the “Institution Indemupities™) from and against
any lability, loss, damage, or expense (including reasonable attorneys’ foes and expenses of litigation))
incurred by or imposed upon the Institution Indemnitics or any cne of them in connection with amy third
party claims, suits, actions, demands, or judgments but only to the extent such claims. suits, actions,
demands or judgments arise from or are caused by the Study Drug or study related procedures and are not
covered by insurance or self-insurance ag set forth in Claese 11 and provided that the Study is conducted in
accordance with (i) this Agreement and the Protocol; (i) all written instructions provided by the Sponsor
concerning the Study; (iii) all applicable federal, state, or local laws, rules, regulations, requircments, and
policies; and (iv) the manner required of reasonable and prudent clinical investigators and physicians; and
such loss does not arise out of the negligent or Teckless conduct or omission or intentional misconduct or
malfeasance of any Institution Indemnities, or any other person on the Institution's property or under s
comtril, exclusive of the Sponsor’s employees; and the Sponsor is notified within ten (107 working davs of
any complaint, claim, or injury relating to any loss for which indemnification andfor defense under this
Agreement might be sought; and Principal Investigator and the Institution and its directors, officers, and
employees fully cooperate with the Sponsar and its legal represemtatives in the investigation and defense of
any claim or suit covered under this Agreement. .

Institution Indemnification. The Institution shall defend. indemnify, and hold harmless the Sponsor and its

affiliates and their respective directors, officers, emplovees, agents, successors, and assigns (“Sponsor

Indemnities™) from and apainst any and all third party liability, loss, damage, or expense {including

reasonable attorneys” fees and expenses of litigation) incurred by or imposed upon the Sponsor Indemmnities

or any one of them in connection with any third party claims, suits, actions, demands, or judgments to the
r
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extent such claims, suils, actions, demands, or judgments arise owt of: (i) a failure 10 conduct the Study in
accordance with this Agreement and the Protocol, all writtcn instructions provided hy the Sponsor
concerning the Study, all applicable federal, siate, or local laws, rules, resulations, requirements, and
policies, and in the mannéer required of reasonable and prudent clinical investigators and physicians: and (ii)
the neslipent or reckless conduct or cmission or intentional misconduct or malfeasance of any Institutional
Indernnity, or amy other person on the Institution’s property or under its control, exclusive of the Sponsor's
employees.

Motification. The Parties shall promptly notify each other of any such claims, suils, sctions, demands, or
Judpments and the Parties shall reasonably cooperate with cach other in the handling thereof,

Clgims. The indemnifying Party, at its own ecxpense, shall have the exclugive rfghl to manage claims,
control investigation and litigation, and select counsel, including the right 10 compromise or seitle any
claims, actions, suits, demands, or judgments, provided that it shall not compromise or settle any soch action
with an admission of liability or wrongdoing by the indemnified Party without such Party’s written consent.

Representation. In the event a claim or action is or may be asseried, the non-indemnifying Party shall have
the right o select and obiain representation by separate legal counsel. If the non-indemmifying Party
exercises such right, all costs and expenses incurred by the non-indemnifying Party for such separate counsel
shall be fully bome by the non-indemnifying Party; provided, that without the Indemnifying Party’s prior
wrillen consent, the non-indemnifying Party shall make no admission lo, or any scttlement or agreement
with, any person or party who is in any manner related to the liabilities for which indemnification may be
sought by an non-indemnifying Party Indemnity.

Subject Injury. 'he Sponsor shall reimburse the Principal Investigator or the Institution for reasonable and
necessary medical expenses that are directly and reasonably incurred by Subjects in the treatment of adverse
events caused by the Study Drug or Study related procedures following their administration or use in
aceordance with the Protocol and that are not covered by the Subject’s insurance or governmental programs
providing such coverage, provided that such expenses are not atiributable 1o the negligence or misconduct of
the Principal Investigator or any agent or employee of the Institution or other person engaged in performing
the Stdy; and provided further that such expenses are not aliribulable to a failure of the Principal
Investigator or any agent or employee of Institution to conduct the Study in accordance with (i) this
Agreement; (i} the Protocal; (iii) all written instructions delivered by the Sponsor concerning administration
of the Study Drug; (iv) all applicable government laws, rules, regulations, requirements, and policies; and
{v) the manner required of a reasonable and prudemt clinical investigator or physician; and provided, further,
that the Sponsor shall not be obligated to reimburse the Institution for such costs if such illness or injury
arises out of or is related to a pre-existing abnormal medical condition or underlying discase of the Subject.
Institution and Principal Investigator shall ensure that the amounts charged to the Sponsor in connection with
such reimbursed treatments do not exceed the reasonable and customary amount allowed by Institetion to
any third party for such treatments.  All such payments by the Sponsor shall be secondary to the insurance of
the Suhbject and contingent on the Subject reasonably cooperating with the Sponsar’s investigation of the
injury and its causes. Subject shall be entitled to financial compensation from the Sponsor, Institation or the
Principal Investigator in case of injury or death during clinical trizl in accordance with Rule 122DAB of
Drugs and Cosmetics Bules, 1945 as may be amended from time to time.

11. INSURANCE

Al

Confidential

Sponsor Insurapce. Sponsor shall maintain during the term'of this Agreement and for a period of One (1)
year thereafier, general liability insurance {with product ability endorsements) and professional clinical trial
liability insurance coverage sufficient to meet ils indemnification chligations in the amount of INR
12,00,00,000/- (INR Twelve Crore Oaly) in the aggregate. Sponsor will provide evidence of its insurance
upon request and will provide to the Institution, thirty (30) days prior written notice of cancellation of its
coverage. Sponsor further agrees to include Institution and Principal Investigator as additional insured on
such policy.
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R. Institution Insurance.
Institution and Principal Investigator shall maintain during the term of this Apreement, general Hability
insurance and professional lizbility insurance coverage sufficient to meet its indemnification obligations on
appropriate conditions and will provide to Spensor and CRO thirly (30) days prior written notice of
cancellation of its coverape.

This Clause 11 shall survive termination of this Agreement.

12, TERM AND TERMINATION

Al Term. This Agreement shall begin on the Effective Date and shall remain in full force and effect until the
completion of the Study and the submission of the Final Report pursuant to C]uuse 4{?}{:?} above, unless
earlier terminated in accordance with this Agreement.

B Termination.
& Fither Party may terminate this Agresment immediately upon wrilten notice to the other if:

a. the: authorization and approval to perform the Study in India is withdrawn by the DCGI
andior other applicable regulatory authority in India;

| b. animal, human andfor toxicological test results, in the opinion of cither Spensor or
Institution, support termination of the Study; or

a. the circumstances require termination of Study in order to protect the safety, dghts, or
welfare of Subjects enrolled in the Siudy. In the alternative, either Party may immediately
dis-enroll any Subject to protect that Subject”s safety, rights or wellure without terminating
this Agreement, but shall promptly give the other Party written notice of the dis-
enrollment.

i, This Agreement may he terminated by either parly, upon thirty (30) days prior written notice, if
either of the following conditions oczurs: .

| a, if either Party fuils to comply with the termz of this Agreement within thirty {30} days of
receipt of wrillen notice, with opportunity to cure, from the other Party; or

b. if the Principal Investigator is unwilling or unable to continue 1o serve and a successor
acceptable to both Institution and Sponsor is not available,

fit. This Agreement may be terminated by either Party for any reason other than those listed in Clause
12({B) upon thirty (30) days prior written notice,

i Upon the cffective date of termination, there shall be an accownting conducted by Institution,
subject to verification by Sponsor. Within thirty (30) days afier receipt of adequate documentation
there from, Sponsar will make payment to Institution for:

a. all services properly rendered and monies properly expended by the Institution until the
date of termination not yet paid for; and

b. reasonable non-cancelable obligations properly incurred for the Study by Institution prior
o the effective dale of termination.

) Immediately upon receipt of a notice of termination, the Principal Investigator shall stop enrolling
Subjects into the Study and shall cease conducting procedures on Subjects already enrolled in the
Study as directed by Sponsaor, to the extent medically permissible.

L3
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vi, Immediate Termination by the Sponsor. The Sponsor may terminate this Apreement, in whole
or in part, effective immediately, upon written notice (0 the Principal Investigator; a) if the Sponsor,
in its sole discretion, deems that the safety of the Subjects will be compromised by a delay in
termination; or b) for any violation of the Study Schedule set forth in Clause 2) prior to the
shipment of the Study Drug to the Institution.

Wi, Effect of Terminatinn. In the event this Agreement is terminated prior (o completion of the Study.
fior any reason, the Principal Investigator shall a) notify the TRE that the Study has been terminated;
b) cease enrolling Subjects in the Siudy; ¢) cease treating Subjects under the Protocol as directed by
the Sponsor to the extent medically permissible and sppropriste. and d) terminaste, as soon as
practicable, but in no event more than thirty (30) days after the effective date of termination, all
other Study activities; provided, however, upon the Sponsor’s request. the Instifution and the
Principal Investigator shall continue to collect data and prepare and complete CRFs for Subjects
treated in the Swdy prior to termination. Within nincty (90) days from the effective date of any such
termination, the Institution and the Principal Investigator shall provide to the Sponsor all data
collected in conmection with the Study, including, without limitation, Study reparts and the Final
Report described in Clause 4(F), above, and, except as otherwise provided hercin, shall retumn to the
Sponsor any and all materials and Confidential Information provided by the Sponsor for the
conduct of the Study, at the Sponsar’s expense, provided, however, that the Institution may retain
one (1) copy of the Confidential Information for record keeping purposcs. The Sponsor shall remain
liable for payment for any CRFs submitted prior to the effective date of termination, or within
ninety (90) davs thereafter, in compliance with the terms of this Agresment.

viii. Survival. Termination of this Agreement by either Party shall not affect the rights and obligations
of the Parties accrued prior to termination. All provisions in this Agreement which, by their nature,
extend beyvond termination of the Agreement, together with the provizsions of Clauses 4(F), 5, 6, 7,
9, 10, 11,and 12 shall survive any termination of this Agreement for any reason.

13, MISCELLANEQTS

A. Use of Names; Publicity. Excepl as otherwise required by applicable law, regulation or court order, no Party to
thiz Apgreement will use the name or other identifying marks of any other Party or its affiliates or its employvees in
any advertisement, press release, or other public statement without prior wotlen approval of the other Parmy;
provided however that Sponsor may identify the Institution as a participating clinical site and the Principal
Investigator as an investigator in a Study. The Institution and the Principal Investigator shall have the right to
acknowledge the Spansor's support of the research performed under this Agreement in scientific publications and
other scientific communications (any such publications or communications shall be made in accordance with
Article &), Each of the Partics hereto shall not disclose to any third party the terms of this Agreement withouwt the
prior written consent of the other Party, except to advisors, investors, and others on a need-lo-know basis under
circumstances that reasonably ensure the confidentiality thereof, or to the extent required by law, regulation or
court order.

B. Independent Contractors. The Parties acknowledge that the refationship between the Sponsor, CRO,
Institution and Principal Investigator created by thizs Agreemient is that of independent contractors and that
neither the Principal Investigator nor Institution or CRO may create or assume any obligation on hehalf of
the Sponzor. s

C. Limiiation of Liabiliiy. In no event shall the Parties be liable to each other for any special, incidental, or
consequential damages arising out of or relating to this Agreement, or the subject matter hereof, however
caused and whether such claim is based in contract, tort {including negligence), or otherwise, even if an
authorized representative of the Spongor is advised of the possibility of such damages.
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MNotiges. Any noelices required or permitted to be given hereunder shall be in writing, shall he addressed to
the Party to whom such notice is intended as follows, or such other address and/or number as such Party may
substitute by writlea nolice hersunder, and shall be effective on receipt.

Any notice to the Sponsor shall be addressed as follows:

Address: Cipla Limited, Cipla House,
Peninsula Businéss Park,

Ganpatrao Kadam Marg,

Lower Parel, Mumbai - 400 013,

Attention: Ms, Pallavi Phopale
Email: pallavi.londhe@cipla.com
Contact: 022-25787825

Any notice to Institution shall be addressed as {ollows:

Address: SUBHARTI MEDICAL COLLEGE,
Subharti Puram, NH-58,
Delhi Haridwar Bypass Road,
Meerut, Uttar Pradesh 250005
Attn: Dr. Hira Lal Bhalla
(Phone/mobile): +91- 9761715236

Any notice to Principal Investigator shall be addressed as follows:

Address: SUBHARTIMEDICAL COLLEGE,
Subharti Puram, NH-58,

Delhi Haridwar Bypass Road,

Meerut, Uttar Pradesh 250005

Attn: Dr. Shashi Prateek , Dr Hira Bhalla
(Phone/mobile): +91- 9313700855, 9761715236

Any notice to CRO shall be addressed as follows:

Cliantha Research Lid.,
Garden View Corporate House No.8,

Opposite Auda Garden,
Bodakdev, Ahmedabad- 380054

Attn: Dr. Chirag Shah, Associate Director — Clinical Trials
+91-79-66219531 (phone)
+91-79-66219549 (fax)"
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Agsignment. This Agreement shall be binding upon and inure to the benefit of the Partics hercto, their
respective successors, assigms, lepal representatives and heirs. The Sponsor may sssign this Agreement to any
successor to all or substantially all of the business of the Sponsar, or in connection with its merger, consolidation,
change in control or similar transaction. Except as otherwise set forth above, this Agréement may not otherwise
he assigned by a Party (whether voluntarily, by operation of law or otherwise) without the prior written consent
of the other Parlies. Any purported assignment of this Agreement in violation of this section shall be void,

Modification: Waiver. This Agreement may nof be altered, amended or modified in any way except in
wriling signed by the Sponsaor, the Institution and the Principal Investigator. The failure of a Party to enforce
any provision of the Agreement shall not be construed to be a waiver of the right of such Party to thercafter
enfiorce the provision or any other provision or rght.

Entire Agreement. This Agreement and its Exhibits constitute the entire agreement between the Parties
with respect to the subject matter hereof and supersede all prior discussions, negotiations, communications,
understandings, agreements, representalions and writings with respect (o all matters covered by the
Agreement. In any conflict between the terms of this Agreement and the documents incorporated herein, the
termns of this Agreement shall take precedence except as otherwise specifically set forth in this Agreement,

Severability. In the event that any provision of this Agreement is determined o be illegal, invalid or
unenforceable by a court of competent jurisdiction, the remainder of this Agreement shall remain in full
Torce and effect without said provision, The Partics shall negotiate in good faith a substitutc clause for any
provision declared illegal, invalid or unenforceable, which shall most nearly approximate the original intent
of the Parties in entering this Agreement.

Execution. The Instintion’s IRB shall be the authorized representative of the Institution to approve the
Protocal and any amendments thereto. This Agreement may be executed in one or more counterparts, all of
which together shall constitute one and the same agreement. This Agresment may be executed by Facsimile

signature,
Changes to the Protocol. Il at a fulure date changes in the Protocol appear desirable, such changes may be

made through prior writien agreement between Sponsor and Lnstilution. If such changes affect the cost of ihe
Study, Institution will submit to Sponsor a written estimate for approval. 1f in the course of perfarming this
Agreement, however, generally accepted standards of clinical research and medical practice relating to the
safety of Subjects require a deviation from the Protocol, such standards will be followed. In such case, the
Party aware of the need for a deviation will immediately inform the other of the facts causing such deviation
a5 5000 a5 the facts are known to the Party,

Coyenani Not to Hire. Sponsor shall not, and shall not permit any of its affiliates to, employ or offer to
employ any Key Personnel (as defined in this Section) until one year following termination or expiration of
this Agreement, unless Institution, or Institution’s affiliate, as the caze may be.,.
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gives its written conzent thereto, “Key Personnel’ shall mean those individuals employed by
Institution, who perform research relaled services for Institution or any of its affiliates, including, but
not limited to, persons serving as research coordinators and grant account managers.,

L. Drug Safety and Reporting. The recording of adverse events (AEs) is an important aspect of the
Study documentation. It is the Principal Investigator's responsibility to docurment all AEs according
lo the detailed guidelines of the Protocol and current applicable local regulatory requirements, The
Principal Investigator agrees to answer any gquestions of SPONSOR andior CRO's Medical
Meonilor conceming any AEs. According to the Protocol, the Principal Investigator will assess at
each visil whether any adverse event (AE) including abnormal laboratory values has occurred, The
details of all AEs, whether reported by the Subject or obhserved by the Principal Investigator / Study
personnel during the entire Study, will be recorded onto the appropriate source document. Each
adverse event must be recorded in the AE section of the case report form (CRF), regardiess of the
causal relationship.

The Principal Investigator’ must immedizately report all serious adverse events (as defined in
Protecol), which occur during the course of the Study and up to the date of the Subject’s last visit,
to the addressee given below. The SAE Report form will be used for documentation and reporting,

Initial and follow up SAE reports are to be faxed to the Medical Affairs Department of CRO for
onward transmission to SPONSOR:

Name: Dr. Ripal Gharia
SAE Fax number: +91-78-66219549
Telephone numbers: +91-79-66219543
Cell number: +31 9016435609
E-mail; rgharia@cliantha.in

If the event is unexpected and fatal or |fe threatening and is considered by the Principal
Investigator possibly related to the Study medication, the Drug Safety Department of CRO shall be
informed immediately by telephone and followed immediately by fax.

CRO undertakes to notify the Principal Investigator and SPOMSOR of all serious unexpected
adverse events, which occur during the course of the Study in any other location and are reported
in an expedited manner to health authorities. The Principal Investigator will inform the local ethics
commitiee of SAEs reportable according to its national requirements and timelines, and of findings
that could adversaly affect the Subject's safely, could have an impact on the conduct of the Study,
or could alter the ECs / IRB's approval to continue the Study.

CRO will be responsible to notify on time the health authorities in India,

IN WITNESS WHEREOF, the undersigned have entered into this Agreement as of the date first
set forth above. .
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o |

INsTITUTE

QQ"E&-E__--

(Signature)

Dr. A k. Adbara

{Printed Name)

Heool of tihe Tualitute

(Title)

1€ nav -;me.
(Date)

BY EXECUTING THIS DOCUMENT IN THE SPACE PROVIDED BELOW, THE PRINCIPAL INVESTIGATOR
HEREBY ACKNOWLEDGES AND AGREES TO COMPLY WITH THE TERMS OF THIS AGREEMENT AND
THE APPLICABLE PROTOCOL, AS AMENDED FROM TIME TO TIME

PRINCIPAL INVESTIGATOR

oy ___(hole=

(Signature)

Dr. Shashi Prategk
Principal Investigator
15-1. 16,

{Date)

CLIANTHA RESEARGH LIMITED
2 |

By:
%ahm}

Dr. CHIRAG SHAH
Head of the Department, Clinical Trials

a4lacH gole
(Daté)
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[ .::; Wﬂ I’Id _HEﬂ[ﬁl Glesal Precursment
8% Organization i T T e
2 walen Tami WHO Raference 2098770 18-0
COVERING LETTER MALATEA m‘f‘: mg’
LETTRE D'ACCOMPAGNEMENT PG
DR Sunil Sewazal
CENTER FOR PUELIC HEALTH KINETICS
VINOBAPURILA
214 A BASEMENT
VINCGBA PLURILASPAT NAGAR-
100024
Il

TECHNICAL SERVICES AGREEMENT (TSA)

Ro; ESTABLISHING THE OPTIMAL DOSE OF THERAPEUTIC ZINC SUPPLEMENTATION FOR THE
TREATMENT OF ACUTE DIARRHEA IN UNDER FIVE CHILDREN - A DOSE RESPONSE TRIAL IN A SOUTH
ASIAN AND A SUB-SAHARAN AFRICAN SETTING - ZINGC THERAPEUTIC DOSING TRIAL (ZTDT)

We are enciosing the Technical Services Agreernent between the Word Health Organization and CENTER FOR
PUBLIC HEALTH KINETICS, VINOBAPURLLA, In the amoont of INR 6408 (Sicty-Four), for conducting the
above-mantioned work. We oiso enclosed xevo attachmenl(s) referenced in ths Agreemaent.

Kindly acknowladgs your acceplance of this contract by retuming the emall with a copy of duly signed Purchase
Order (all pages).

For any technical or scientlfic questions related 1o this Agreemant, please contect the responsibls technicsl offices,
Jonathon SIMON, +41 79 210 38 53, timonjo@who.int.

On behalf of the World Health Organization, we thank you for your collaboration.

WHO Global Service Cenire
Ce WHO Representative, India

Concerme: ESTABLISHING THE OPTIMAL DOSE OF THERAFEUTIC ZINC SUPPLEMENTATIOM FOR THE
TREATMENT OF ACUTE DIARRHEA IN UNDER FIVE CHILDREN - & DDSE RESPONSE TRIAL IN A SOUTH
ASIAN AND A SUB-SAHARAN AFRICAN SETTING - ZINC THERAPEUTIC DOSING TRIAL (ZTDT)

Veulllar trouver ciJoint [Acoord de Services Technigues entre NOrganisation Mondiaie de la Santé ol CENTER
FOR PUBLIC HEALTH KINETICS, VINOBAPURI LA, pour un montant de INR 64.08 (Sbdy-Four}, vous permeitant
?lnwllﬂn Ie ravall susmentionnd. Vouller également trouver zero piboes jointes mantionnées dans

Merdl de confirmer voire acceptafion de ce contrat en nous retournant le courial el une cople doment signee du
Bon de Commande [ complat)

Pour toutes questions & carachéne scienffique ou technigue ayant trait § cet Accord, veulllez contacter le
responsible technigue Jonathon SIMON, +41 78 210 38 56, simonjo@who.int.

Au nom de Nrgonisation Mondiale de la Santd, nous vous remarcions de volre collsbaration,
Contre de Soutien Administratl Mondial de FOMS

Ce: Reprédsentant de FOMS, indla
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CLINICAL STUDY AGREEMENT BETWEEN THE SPONSOR,

CAMLA HEALTHCARE LIMITED, ZYDUS TUWERS. SSTELAS0S 1 AUTH / &Y |

CRO5SS ROADS, AMMEDABAD 3B001E, INDUA and

This Clirilcel Study Agreament CAgresment”) bélween

1. GabDiLa HEALTHCARE LUMITED, 2ZYDUS  TOWERS,
SATELLITE CROSS ROADS. AHMEDABAD-IBOO1S. INDEIA
|HEHEAFTEEREF£REU-hE“‘ﬂ-EEPﬂ!SﬂR1AHﬁ

Whah sigtied by all parties, m efective from e
THE SPOKSOR wiahes (G sponsor 8 dinical study antifled

“Randomized i A
sunirolled study i AMLEY o
RABIMABs pdumin

post-exposure _prophvlinis in patients Fllowing  potential
mbics exposure”,, Cenire 1o ba

Subtrar Medics| Colisge, Masnd
congucted at Inslilubon. This agreament also COVENS BNy COMpAanion
proloenl{s), later developed and approved by bothihees parfees, that
are conducted  concumently with the prolocol idenifed ‘above
[coiecively, Prototal”) and thal mvoive some o all of e same
subjects (coliectively, “Stumy”). The sponsor heraby dociams that el
iy NescEssary perTESSoNs and kenses reduied undss The ploweson
of reivant acts and rules namely Drug & Cosmetice Act and Drug &
Cosmolle Hulas 1045 and their subseguant amendments (nchadmg
Srhedule ¥) are obfained by ihem lor ihe use of the same on e Sludy
subyts.

THE PARTIES AGREE AS FOLLOWS

1. Thia sporsor would Ike to lesd the onug namely BABIMARS which
will ba used i patients suffering from Ratses: The sponsor
hereby deckaes thal all Ihe necessary pemissions and llcenses
requlsed under the provision of elevanl acts and fubkes nameky’
[rug & Cosmetics Act and Crug & Coometic Rules: 1045 and ther
shsequent amoendments (including Schedule ¥) ale oblained by
e for e use of the same on the study subjects.

2 The-spopsor haowe approached the investigalor as they desars 10
pariomm the study & regards 10 the said drug in accomdance wih
ihe applicabls guidelines on Good Cliniced Pradtice. athics and
Ipcal reguiations.

The Prncpal Inwestigator hateby confiims (sl e has resd and
undersiood e Clinical Trad protocol entied “Randomizsd.

pulti-ceniric, open-label, comparpor-controlled study i

rahics expodure”,

3 Al amandments and Bppendices have also been read and
unoemsiood,  The inuvestgator agress o fhe profocol
Rondomleed,  muki-centric, open-label,  comparator-
controlled study w evaluate the efficacy und safety of
RABIMABS administered in conjunction with Vaxirab 5

i
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wmmhummmwmhmm
guidelines on Good Cliicat Practice. ellucs and |ocal eguialicns

Tha Study will De conducted ©
(HEREAFTER REFERED AS “PRINCIPAL

NHEE  Deih-Hangws Hyoess (ol Mesil
“Invastigation nm&dhmlmmlm 4 applmabia fo
the Principal § subirveshoa
mmulmnralulrrrulllﬁn

fors, ressarch stafl or the

1, Irveshigaior will ensons that

" anly indiwduais, who s appropnately trained and qualtied,

acsislin e conduct of the Study as sublnvesligaions or reseanch
slaf

i Institution vl @naure that sl personnel, who sasial n
e conduct of the Siudy, &2 informed of and agree 1o abide by
al fems of this Agresment applicable o Me schivities [hey
parformn.  Institubion @ responsible (o THE SPONSDR  for
compliance by #l Study personnel, including THE PRINCIPAL
INVESTIGATOR, with tha larma of this Agrosimenl
Mg Substitution inslifution shall not reassign e condud of the
Stugy 10 & diferent Princpal Iivestgatorn wiioul piod wiiten
mmmmzsmm

)
sublrvestigalors of ressarch alsff only iothe exten] parmited by
th nedevant laws and reguiations gowerning the conduct of chirecal
nmmmmlnﬂ

gl [T ices.  Principal Envesligalon wil
wmmmumwmdmwmm
with which Principal  investigalor s - affillaled, including any
appdiceble financal poilces. Principal Investigator wall natify THE
SPONSDOR promptly of any conflict between the temms of this
Agreement and any such policy or procedure, and the parties will
atiernpl 1o reach an appropriate accommodation.

THE SPONSOR wil provide muolualy Sgiesd upon
funding in suppor of This Siudy as-sel oul i Alschiment A and
sabgeet [0 The larrms specifiod in that Allachmaon.

Protoanl, Investigator will condud the Shidy R actordance wih
ine Profocol, ICH GOP guidelines and appbcshls rudes and
regulations in Indis
Amendmants. The Profocod may be moediffed only by 8 waitlen
Amengmant, signad by bolhy THE SPONSOR and THE
PRINCIFAL INVESTIGATOR.
Emergency Amendments, i it is recessany to changs the Profocol
o an emsrgency biasis for ihe salety of ihe subjects, vesigator
will nolity THE SPOMSOR and the rasponsibls Independon
Elrics Commines or Institutionsl Review Hawd (46 apphcable) as
so0n &5 practicatie bul in any event, not leter than five working
days after the change i mplemanied. Ary ameargancy chandgs 10
the Protocol mas! be folidwed By a wiillen Amendment
Bo Adgiionsl Fesemich, Moo sddinonal jesearch may be
conducind on Study sobiects during the conduct of the Siudy
unless it s approvad and documented &3 a sUb-study protocol or
an Amencrent it the oginal Protoco!. Such profutiled resasrch
aotviies nclude, bul mhe not imited 1o, anolyses of biological
sampled frsm Study suljscts for any non-lhesEpeutic pumpHose:

Investigaler has agreed to anoll in Study &
mmmmmwmmmwmusm
exlands e snrlmant paniod by writlen noliScaton. A gualfied
subjéct |5 ons who meels alf Prolocol criteria such as d
inchusion & excluskon crilers and agrees to paricepate in fhe aludy
thrcdigh informad consent in writing

il iwestigator enrolls the madimuim numbser of
gualified subjects before the deadine, THE SPONSOR may of
mmy nat irite irvestigator to enmll sdditionsl subjects. Howeer,
The Inslilution and'or THE PRINCIPAL INVESTIGATOR shall not
enroll more han 50 subjecis withow! prior approval by THE
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CLINICAL STUDY AGREEMENT

T

8.1,

10

1.5

12

11

131

M investigator falls 1o envoll subjecis Bl a rale
adequate fo meaet the enroliment requirement, THE SPONSOR
shall be e (0 lermingte he Study emrdly (see Sachon 25,
Termination)

Study Conduct Invesiigaton will conduc Study n sccordance with
the Proiocol, THE SPONSOR's written nstroctions, intemabons
Confemence on Hammonization Goog Chnical Practice (ICH GCF)
puidelines and &l appicuble governmmental lows, rules, and
ugulliium

L ! i =l
mmwmnmm' llli'f!l.lhpdﬂrm-pnﬁ'pq'r
Investigational Drug {see Section 17, investigational Drug) or for
any sendces reimbuised by THE SPONSOR under this
AgTosment

lhn!':hn‘yhhtlﬂlﬂ hmﬂglhﬂmdﬂhnﬁhm
and tha informed consent form are approved by an independent
Ethics Commiiea ¢ Insfihtionsl Heview Board (pa
applicablejboth referred to as a 1RE) thal comples with &l
applicable lows and reguiations Investigalor will further ensure
that the Study s subject 1o confinuing oversight by the RE
threughout 1S condic

Siudy Digapgroval. I, thiough no faul of irvestigator, the Study ®
disapproved by the IRB. ths Ageemant will Immedisely
terminate with no penalty to ihe investigetor, s provided in
Section 25 . 1a, Dsapproval by IRB. below

[ista Protection Data collected In Study inay Includa parsonal
data and sensithe parsonal data which |s subject (o specific
lemaiation ralating 1o the processing, slorags, transter and use of
such dals Investigator will comply wilhi all feevant laws relating to
fhe protection and use of personal data and data pavacy in ns
conduct-and reporting of e Study,. The Investgalor shall lake a8
technical and organizational meksuses b0 pravan! unsuthonzed o
unlawhul processing of accidents! loss or destruction of of
damane 10, o discipsure of such data THE SPONSCR will take
approgriate measures to protect the confidentialily and secunty of
8l personal dain thal [ receives from invesligalor in connection
with the Study Personal dala ralatng 1o the Investigator shall be
piocetsed snd used for the purposes of administiation of this
agigemeant ond in connection with the Study and will be held on
one of mor databases for the purposes of delesmining he
Investigator's inwolvemenl I fulure redearch and n oedis 1o
comply with sny reguiatory requirements: Such data may be
digciosed or ransfemed 1o olher members of Cadila Healthcane
Limiled group of companies, o and canirectorns

represantatives
working on behall of THE SPONSOR group and 10 meguiatory
authodities acoss ihe word. The Investigator shall emsure (hal all
mmmmmbmmmmm“d

mﬁanmim!:ﬂ_mmﬂm THE 5

opparunity 1o review and approve the conlent of e infoemes
consent farm (incuding 8fy fevislons made during the cournse of
the Study) before @ is used. investgalor wil oblam & weillen
imformed consent fiem each Study subject and will mainian a
signed originai of thsl consent i the subject's record. nveslgator
will allow THE SPONSOR fo insped signed

Ihe reporting of all adverss events 10 jocal and nlematiconal
requistony andéor heatth suthorines

|nvestoatanal Diig. THE SPONSOR will provids Investgaton
with sufficiert quantfies of the iInvestigational drug(s) neoded 1o
conduct e sludy

Custody ammd Dispaisbng THE PRINCIPAL INVESTIGATOR vl
maintain approgeiaie control of supplies of Inveshigationsl I'ng
and will nol provide 1| 1o anyons ciae exoepl Sulknves

resepch siaff THE PRINCIPAL INVESTIGATOR shall n‘rlhlm
ihe records of insenlory of the nvestigational drug.

132 Use investigator will une Investigational Drug only as specified in

the Protocol. Any olhe! use of Investigational Drug constifutes o

matersl rasch of this Agresmant.

3.3,

14

Ownarghip of Invostogional _drug, Investigastonal dos  and
remains the property of THE SPONSOR escept for. and imiled
1o, the use speciied b the Proloool, THE SPONSOR grants
Invesligaior o SxpEss or mphed nielactual propamy rgnts in
investigational drug of # afy methods of making of Lsng
Irwestigational drug:

Equpmeant. The SPONSOR may prowds cerlain equipment fon
mse by the invesbgalor dufing the conduct of the study
" Equipment”).

Hiw Equipment is and remaing e proparty of

14.2

THE SPONSOR and INVESTIGATOR may usa Equipmenl only
foi purposes of the study.

i I Imeastgator will comply weth Ay
operating and mainienance iNsliuclions provided by THE
SPONSOR or the manudacturad and will siore Equipment under
mmummﬂlmammmmﬂunnumlﬂquummm
thad minirreze the dak of loss or

damags.
14,3 Lighiilty THE SPONSOR has no labilty for damages of any sort

151 Dgfnifion. Excapl as upacified in Section :5.7.

Including personal injury of propedty damage, resulting from e

use of Equipment meceplt lo he axient that such damages ware

caused by negiigence or willhul misconduct of THE SPONSOR
Duning the courss of e Shudy

Investigator  may gensrate  informalion hat s

Exclusions

pebow. “Confidential information” includes

o The Proloool,

b, the Investigator Brochura,

c Study [ala (as defined in Section L&, Study Dals, Biologiesl
Samples, and Stisly Records, betow). ssbisct o Investipatonrs
right i pubilish the results of the Study (a8 descibed in S8chon
19, Publications, beiow),

d. Biclogical Sample Analysis Dals. (as defined in Sechon 15
Study Data, Biclogical Samples. and Study Records, below)

@ Any other informafion relsted to the sludy, the imsestigator drug
of Sponsor technology, ressarch of business plans inat
sponsor provides 10 the investgalor in wiiling or ofher tangible
formeand marks gs CONFIDENTIAL or infislly discioses orally
and hen swmmares  and  confinms In wiing
CONFIDENTIAL  within 80 days afler the date of oml
discoswe

15,2 Exclumiging, Confiderdial infonmation doss not inclute nformabon

153

that (i) is known or open 1o the public of cihensse In the public
domain al e tima of disclosure of (i) becomes pat of the public
domain during the leem of this confidentality obfigaiion by any
means oiher than breach of this Agreement by Invesligalor (i) is
.h-umrhmmmhvmﬁgalmﬂmumtﬂdmmmdlnm
of ary otdigations of copfidentiaily, or (W) oblzinad by
(rvesligator, free of ey obligations of confidentiniity, from o thind
party thal has a tewiul right 1o discios it
Obligations of Confidentiality, Unikess THE SFONSOR praovides
prior written consent. investigator may nol use Confdential
Information for nn'r purpose ofher than sl suthonzed in this
Agrasimsn, ay investigatoe snd o Inetilvte  disclose
cmumrmmanmmwwpmmmnummm
this Agresment or o reguined by aw.
mwmcmWImwmmﬂam
reguialony representathes is specifically autharized
b. Publication of the results of the Stedy based on Siedy Datas
coflecied or generatad by Invesligalor is specifically auihoised,
of this Agreemant.

15.4 Disclosure  FAeguired by Law 11 disciosure of Confidential

Information 1o any paily other than (e lndependent Eihics

Committes, relevant regudatory authonty |6 regquired by taw, that

disclpsure does nal consliute & breach of this Agreamant 8o long

an rveatigalos

a, nolifies THE SPOMSOR n whlkng In 15 working days sdvance
ol the disclosure 56 a3 (o allow THE SPONSOR to toke egsl
action to profect is Confidantiatl information

b. discioses only that Confidenial Information required (o compily
walh tha legal mouirsment, and

¢. continues o maknkn (he confidentially of s Confidential
mrmm-unnMrumlnﬂnﬁmﬂwdm

IN:M& dlﬂl .THE SPONSOR
comes info contact with mdneduality identifiable health information
redating i subjecis who are not Sty subjects, THE SPONSOR
wmmmmhmdmﬂTanm
10 wse it fod any purpose.

I
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CLINICAL STUDY AGREEMENT

156 Survwal of Obligationy. These-obligations of confidentinlity suivive
lemmunation of this Agreament ard contirue lof 8 perfod of five
yeprs after completion of the study or temmination, which ever s
narlar

167 Betum _of Confidential _information, i requested by THE
SPONSOR in wiriting, Investgaior will metuem all Condidential
Infarmation except thal reouired (o be refsined at the Study site
by law, However, Investigator may ratain a single archival copy of
ie Confidentis information for the ssia purpose of determining
thn lrtnm nlﬂhhwmm ncamTed under Irlu- Aaru-mru

18 5 mplas and i

miw l:h.rlnln the coutes of ms 51!.!1‘_.! lrmasnnuut will
collec] and Subivl cerain data o THE SPONSOR or ts agenl. as
spacdfied in the Profocol. This. may include case sapon forms or
thelr aquivatan! ("Case Repon Farms”), of other iypes of medical
imapes. ECG, of olhes types of [racings of piimouts,  data
BUMMmMAares, o any combbination of mhess (collectively, “Study
[Fata™) Investigator will ensue scowrate and fimely codachion,
resnrding, and submession of Study Oata, nvestligalos will detver
Sy Diata o THE SPONSOR o it agent wiltin the lime penods

w Eeelins
a. Ownerahio of Sludy D, Subsec 1o investigalors nght 1o
pisblish the results of ihe Sty (s2e Secinn 15, Publiestions).
THE SPOMNSOR I8 (he exclusve owner of all Sty Data
b. Non-gxclusive License, THE SPOMSOR grants Instiiution a
royalty fres non-sxchsive lcense. with no ighl 1o syblcenss.
o uae Study Data (not mlated with the nveatigatar drug) for
imbernal resaanch of educational purposes
c. Data Mapagement and sstisfion Snalvsis. THE SPONSOR of
s representafive shall cany ol the dala management and
sinfislical anatysls. THE SPONSOR may consull and ¢ or
provide THE PRINCWPAL INVESTIGATOR for Irerprelalion
during repadt v lting,
d. THE SPONSOR is the exclusive ownars of study data
16.2 Hiclogical Semples, i so spedfied in the Protocol. Investigator
may collect and provide o THE SPONSOR o i designes
binlogical samples (... blood, urine, lissue, saive, eic | ablained
from Study subjects for testing that is directly relsted 1o subgec
care of aafety monltoring.  incuding  pharmacokinetic
pharmacoqenamee, of biomarker testing | Il Bamples®)
a_Llga Invesiigsior will not usa Biokogical Samples collected
unges the Protocol in any manner or for any purpase othar than
that describad In the Protocol
THE SPONSOR or its designoss will et
Bidogwal Samples as described n the Protocol. Unleas
ollsnssa specifisd n e Froloopl, THE SPONSOR  wil
prowide the results ol these lests {"Biological Sample Analysis
Data") 1o ihe Investigator or Siudy subject
G Dwnershlp,. THE SPONSOR s the exclusve ownar of ol
Bisdogical Samples and Biological Sampie Analysis Data
16.3 Study Becords, inveshigalor will enswre thal subjects Study
fecords, which InCiuds he Invesligatons coples of all Siudy Data
a5 well 28 relevant souce documanis (collectively, “Simy
Records”), are kepl up to date and maintained 0 acoordancs with
applicable regulstions and \rstifutionasl guidelnes
a, Retenion Investigatorn will retain Sty Recoms, under storsge
condiions conduchw o Melr stabiity and pretacion, lor a
peficd of 15 years afler ierminaBon of the Stikty uniess THE
SPONSOR  sulhorizes, in wiiling, eatier gesrucion
Investigator agrees (o nalify THE SPONEDR bakine destroying
iy Study Reooids afer ihe required releniion  peried
Investigaior furter agrees o pamil THE SPONSOR 1o ensure
thal the records s retained for 8 longer period I necessary, al
THE SPONSOR . Umder in BiTangement that prolects
the confidenfially of ihe records (&g, secure off-site siorage),

1™
10 Monltoning  THE SPONSOR shall be eniitied 8 s absoluls
discrotion {pnd in such form ss THE SPONSOR sees fil) lo
monitor end sudil the conduct of the Study, Upon reasanable
notice. Instihution will permit THE SPONSOR repressstotives
access 10 the premizes, fsolifies. proceduies and records fnlurlg
to the Study, investigalors, and research sisff ss reguited to
accomplish this, The instifution agreses io co-operate pnd
oil reasonabio sssistance with any moniloring andior suditing
Mo such monitoring andior a by THE SPONSOR
will releve the Investligator of any of is obligations hereunder,
172 napections and Awdits. The Study |8 subect to inepecton by
rmmrywamimluﬁ Faglilmeny mepectons may ocour
fier completion of the Stwioy and may nchude auditing of Study
Remm: Audiing involves companson of Case Repodt Forms or

¥

Dats Records with the spurce docuiméntalion on whseh they are
bagsed, THE SPONSOR may also chooss o sudl Siudy Records
=s part of Its moniforing of Study contuct

o Notification, Investigator will notify THE SPONSOR as soo &s
reasonably possitile il he alle B Rspeded o schedided o be
imspected by & regulstory sgency

b Cooperation. kvestigator will cooperale wilh reguintony agency
of THE SPONSOR repesentalives in the conduc of
Imspections snd auwdits and will ensure that Study Records dre
mairitained |n o way that faciitotes such Sclivities.

. Besglution of Discrepancies. Investigator wall promplly resslee
any dscraponcies thal are idoniified betwoen e Siusy Case
Report Forms and the subject's medical records

4. Inspeglign Findings snd Respotios nvestgator will promplly
forwerd to THE SPONEOR copios of any inspecton fndings
that Investigatar recehves from o regulstory, agency. Whangver
feasibla, investigator will alea provide, THE SPONSOR wilh an
opportunily 1o prodpecively meview and commeni an any
Imsaslgator fesponses 1o agency nspecions

& Dafa_Clarification Form: THE SPONSOR may roise dala
clarfication forms (quenes) dunng o afar he rmonitoring
and/or auditing andior statestical feview of the study, which
THE INSTIUTION OR THE PRINCIPAL INVESTIGATOR shal
clanty within 7 working days

I Swdy Conduct Evalugbions THE SPONSOR or s awlemat
sevlos providers may document and avaluata the parformance
of inwestigaton in ihe conduct of the Study. THE SPONSOR wil
Lisdr these evaliatons sosely for inlemal plrposes

18.

181 Molification. I the conduct of Siugy results in any nvention or
Aoy wiselher of nol (Minvention”), Investigaton will
pramgtly irferm SPONSOR

182 Asslgnment  Investigaior will asskgn all imierest in gy s
Imvention 10 THE SPONSOR, free of any obbgation or

consideraton bevond thal provided for in (s Agresmenl

1!3% lnvestligalor vall prfovide reasonsble assstance o

E SPONSOR in Sling and proseculng sny palent appicalons
rmwhmtnn at THE SPONSOR's axpense

18, Publications,

18.1.Prapublication Review THE SPONSOR has no objection 1o
publication by investgator of amy information collacied o
generated by |nvestigetor, whether or not the results e favorable
te e Iwestignlionpl Derg. Mo to againsg
inadvarien discloswe of Confidantal 'rrd'ulmm1 or mtmd
Imventions,  Investigator will provide THE SPONSOR. an

DEportunty 1o review sy propossd publication o other type of
disciosine befom || s submited of othervese disclosed, The
taning of such publication shall ba mutually sgresd upon

& Jubmission to THE SPONSOR; lﬂmt!rliﬂ will  prowicde
manuscripts, abaltfacts, or the full text of any other intonded
disciosure (posier presentaton, inviled spesker or guesl
leclurer presentaton; afc) 1o THE SPONSOR Bt ieasl S0 days
before they are submetted for publiesbon of ofhorwse
disclased, if any patent action s required In protect mistiscrus
propery nohts, Inestigalor agrees to delay The disclosurs for
penud nat m exneid In mmum 3560 days.

] d At il | Etiof. Imeastigator will, on
rlmnrl-l TEmoye ms- prmmw 1.n'mdusad Confidential
Intormation (other than the Staty results (hemsehes) bolomm
digclosure.

20 | |ndemnilcation, THE SPONSOR will provige an indemnity 1o he
Instibiion in respect of the Sudy (Annesure 8)

21, Dehomieol and Exciusion insfution snd Principal investigator
each cerlily thal it'dihe s not debaived and ital ilis/he s not and
will ol Lsa in ey capsciy the senvices of any person delkamed
winder such law wilh respect 10 serdoes 10 be peronmed under
this Agrearmenl. Dursng the 1emn of his Agreement and lof hees
years after iz lemination, Institution and Principal Investigator wiil
nolify THE SPONSOR gromplly iIf either of Mmese certifications
neads 1o be amended in byl of nesw information

22 e of Nome, Neither party will ise the name of the athar party o
any of s employees for promotional or advertsing puposes
withoul written permession from the other pary. Mowever, THE
SPONSOR ronerves the tht to identity THE PRINCIPAL
IMVESTIGATOR and Institufion in association with a listing of the
Protocol in publicly avedable lietings of ongoing cnical trisls, or

- othar subjec! monetmant sensces or mechanizims,

23,1 |nstiftion may not assign il dghts o delogate or subcontiact any
duthes under this Agroament without wiitten parmission from THE

$
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N SUBHARTI MEDICAL COLLEGE
Y | SWAMI VIVEKANAND SUBHARTI UNIVERSITY

SUBHARTI PURAM, N.H. 58, DELHI-HARIDWAR, BY PASS ROAD, MEERUT. PIN-250005
i {7121 -2439056, 58034 Ext. 27¥ Tele Fax: OR20-24391 27 E-rmail: sirkharatingte grafestil [l dom, sew e gl

------

To -
The Principal |
Gubharti Medical C-:Ileg#
Meerut |

Sub: Payment of IEC fees for approval meeting

Study title: A multicentric prospective , rapdcmi.zed, double-blind study to evaluate the safety and efficac
of Saroglitazar 2/4mg as compared o Fenofibrate 160mg in patients with Dyslipidemia. ‘

Sir, '
Please find the enclosed cheque for payment of [EC meeting fees. Cheque No. 057053 dated 09-11-2016 o
amount Rs 27,000.
| [AMOUNT _ TAFIERTDS |
|IEC FEES | Rs 25,000 Rs 22,500 ]
| CRC GRANT | Rs 5,000 | Rs 4,500 L :
, TOTAL _ | Rs 30,000 = is Rs 27,000, ".uJ-:!'fH ]
Kindly issue study approval letter for the above mentioned study, . E\ Q ‘1%..1, &S\n
REEEIdB | et W
Dr. W istrar
Professor & Head ' swaml Vivakanano
Department of pharmacology E“bhh:réiEL:;:;f?rglw
I%.EME B SIGNATURE . 2\ A\ LT
P B R Sk = —
| \
| DESIGNATION_ | STAMP  Membar SEcretary
| Mo ba, See,Jal VEC Institutional Ethics Commiltes
.| MR el M ﬂ ﬁ = Subhartl Medical Ceilege & Hospital |
— Sweml Vivekanand Subharti Universit' |
B { N Tl =
1 P \.. O’l\ﬂ.-!;}“ﬁvt.l_ '_IHH\L i {"_’W h Q\Td‘lllq-‘_‘
WA S Thsl- g [ F-_-H‘-’m

Cﬂ}mﬂm; L a-rl g LS‘ ‘;Cf.-l
EHu s c@i]im “ ;SML E,H%ﬁ Fon
ms‘ C {ﬁf 1.'tf—-‘

r /*’:'f_f R e  Ad J_(?.':bhﬂum qL’*
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DEPARTMENT OF
SUBHARTT M|
SWAMI VIVEEKANANI)

LEAAITEIURAM, 11 s, g
Ph BT 4, wrapg et 900, T elw
L L T T T

PHARMAC¢ NLOGY

JCAL COLLEGE
SUBIIA

an “l'\.l"'IIJW.IM', 1 g
Viis LT ] H'F”TF I il g

ol akp, b
ibsar s s il ol Wyrchi

BRI, PN 2t

. No, Med/Pharmaf20l6/... .

RTI UNIVERSITY

Fun il o cuirs, s b bhan g

T

The Pringipal

Subharti Medic ¢ ulh-J.-
Muwspn)

Sub; Payment of I tmL. for appiraval meneling

Study tithe: A miticentfic |, POt v, randomizid, dauble-blind
ol Sarop| Waziar 2/ 4myp a

study te r
b eomipraroed ey pioglitagon.

valunte the o fe
Ity pe 2 Diabeten Mellitgs >

Sir,
Please find the enelosig) cheque feor Payment of [l rrieeding foy,, Chegue M tsns dated 09112116 of
amtunt Bs 27 000,
e ‘ | AMOUN . AFTER A =
IECPRRS J K 25,00y _ P 22,50
TOTANT T e ot | P 4500
CTOTAL 5 30,000

) e P27 00 v
Kindly issuc. study apprival letter for the abeye rren b

od sfud: ¥ -
Regards _ 7w
T e

Dir: hosla

ISirar
Professor & 14 ead

L arErns
Slbhac Univarsicy
Department of phnrmam!ngy

-

MEERUT
NAME 5 f i ey | SIGNATIIPE N .a A
o "= £ r!..r\ » 1 =
v |:-..:-'- s AN VA OLT = o -
DESICNATOS——— ——— e "Smcotacy - |
ESIGNATIO)N "} = STAMP Insthutians! Evhacs, ornmn e .
I! —{:'h-""?—"—f-"r*ﬁ""‘ﬂl 5 B i A . Subhart Medizal Zriage 2 Fioan = '
LS i e — ‘ Swami Viveranand Subharli Univy . _
i AT iy =]
MT' m L hend .

TWEERUT——— |
— . ,{—L-_;.,l_:"-;-,m B} ; - J

P Mﬂfj 2 ! {'ﬁi‘:’ e "‘:.__-j-r_ivu':‘._._aa
Mu\u.?lhu"i Uhaps 0 Fdl,, 4 - Sl y Covni'if o
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Sakyamuni Buddha National Institute For Rural Development, Management and Technology
|

Hrishna Vihar, Post Jakhan, Distt-Dehradun-248001 Uttrakhand India
Email- smbnational2004@gmail com Telephone +91-908466644

Ref.SMB/03-04/2018-17/05 Date.09-01-2017

Ta.

Dr. Abhishek Gupta
Department of Medicine,
Subharti Medical College

Dear Dr. Abhishek Gupta,

After thoroughly evaluating your project "To study the autonomic dysfunction in patients of
alcoholic liver cirrohsis,"” we are deliphted to advise you that we are willing to fund the project up
to INR 2000/- in consumables. Please submit the project's findings once it has been completed.

All the best.

Regards
(s
Mr. Tsenng Yanki
President
President/Secretary

SMR National lnstitute of RuDMaTech
Dehraden. Unrakhand

67




(o)

-

l--.-".r"-:-.-h.
- il

R TET TET NN waue v arior e T

Sakvamuni Buddha National Institute For Rural Development, Management and Technology

Krishna Vihar, Post Jakhan, Distt-Dehradun-2453001 Uttrakhand India
Email- smbnational200+@ gmail com Telephone +91-90546664+

Ref SNEB/03-04/2016-17/06 Date:10-01-2017

T,
Dr. BRIJ BHUSHAN THURKRAL

Department of Radio-diagnasis and Tmagmg.

Subharti Medical College

Dear Dr. THUKRAL,

Afrer thoroughly evaluaing your prejeet "Clinico-Radiological Evaluation Of Cervical
Spondylosis-A Degenrative disorder " we are delighted to advise you that we are willing to fund
the project up to INR 3200 in consumables, Please subnut the project's findings onee it has been
completed

All the best.

Regards

——

LY} by
W ol
L

Mr. Tsenng Yank:

Precudent
Tresident/Secretary
SWR Mational lnstuuie of RuDMaTech

brehimdon, Uiieakhiand
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Sakyamuni Buddha National Institute For Rural Development, Management and Technology
J

Rrishna Vihar, Post Jakhan, Distt-Dehradun-248001 Uttrakhand India
'Email- smbnational2004@gmail com Telephone +91-908466644

Ref.SMB/03-04/2016-17/07 Date:11-01-2017

To,

DR. SAMEER R. VERMA

Department of Radio-diagnosis and Imaging,
Subharti Medical College:

Dear Dr. VERMA,
After thoroughly evaluating your projest "Ultrasomographic evaluation of kmee i
Osteoarthritis with clinical and radiographic correlation” we are delighted to advise you that
we are willing to fund the project up to INR 3000/- in consumables. Please submit the project's
findings once it has been completed.
All the best.
Regards

(Gl
Mr. Tsering Yanki

Presiden/Secretary
SMR National lasdrue of RuDMaTech
Debradun, Uttrakhand
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Sakyamuni Buddha National Institute For Rural Development, Management and Technalum'

Hrishpa ‘i.fihnr Pbachkhan, msu-nehn&m-ﬂmi Uttralhand India
Email- smbriational2004@gmail com Telephorie +31-908466644

Ref SMB/03.04/2016-17/08 Date:12-01-9017

To,

Afier thoroughly evalusting your project "Uric acid level correlation in a patient of CKD with
metabolic syndrome” we arc delighted to advise you that we-are willing to fund the project up to
INR 3500/ in consumables. Please submit the project's findings ones it has boen completed.

Al the bt |
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Sakyvamuni Buddha National Institute For Rural Development, Management and Technology

Krishna Vihar, Post Jakhan, Distt-Dehradun-248001 Uttrakhand India
Email- smbnational2004@gmail com Telephone +91-908466644

Ref. SMB/03-04/2016-17/09 Date:13-01-2017

To,
Dr. Mamta Tvagi

Department of obstetrics & gynaecology,
Subharti medical college

Dear Dr. Mamita Tyagi,

After thoroughly evaluating your project "Predictive value of admission and intrapartum
cardiotocography in normal and high risk antenatal women" we are delighted to advise you
that we arc willing to fund the project up to INR 3500/- m consumables, Please submit the
project’s findings once it has been completed.

All the best.

Regards

Mr. Tsenng Yanki

Precident @ #?

President/Secretary

SMR Mational Instiue of RuDMaTech
edraden, Unirakhand
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Ref./VSS/50-10-11/16-17 /91 Date: 31-01-2017

To.

Dr. SANJIV KUMAR

Department Of Ophthalmology,

Subharti Medical College

Dear Dr. KUMAR,

We are pleased to notify you that, after carefully reviewing your project "Optical
Coherence Tomography Analysis of the Effect of Type 2 Diabetes Mellitus on
the Retinal Nerve Fiber Layer in Patients With Simple Myopia ." we are willing
to fund the project up to the tune of INR 1000/- in the form of consumables. Please
report the project’s findings once if has been completed.

All the best.

Regards

" Coyallpe

Mr. Tsering Gyalbo

CHAIRMAN / EXECUTIVE SECRETARY
VIKRAMSHILA SHODH SANSTHAN

Buddhist Colony. Dakpathar Road. Vikas Nagar, Dehradun (Uttarakhand) Pincode- 248198
Email- vikramshila4072@gmail.com Cell. No. 9568986411
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ABUSHIS GRAMIN SEWA SANSTHAN

- TBET Carvpas, MeeriE Road, apur 2 TOTPanchaealiagariUPy Tndia
: Tel.: +91- 9456137909, E-mail: anss1995@redifimail.«
rer MGSS1995 201617712 T T pate: 07012017

To,
MR. MURALI
Panna Dhai Maa Subharti Nursing College,

Subharti Medical College

Dear MR. MURALI,

We are delighted to inform you that we are willing to fund the project up to
INR 6500/- in consumables after thoroughly evaluating y{;u.r project "A study
to assess the effectiveness of skill competency program on of knowledge and
practice among start nurses working in emergency sence area at selected
hospital Meerut.” Once the project is finished, please submit the findings.

Thank you
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ABUSH]S ﬁmlﬂ SEWA SANSTHAN

TEL *91 945&1 E *ﬂ* 1I‘Lﬂﬂl‘ﬂ
et AGSS1995/2016-17/13 Caam o Date: 10-01-2017

To,

Mr. Arun Unnikrishnan

Panna Dhai Maa Subharti Nursing College,
Subharti Medical (iollege

Dear Mr. Arun Unnikrishnan,

We are delighted to inform you that we are willing to fund the project up to INR
6500/- in consumables after thoroughly evaluating your project "A study to
compare the efficacy and satisfaction of a new sliding mid arm circumference
scale with shakir's tape among staff nurses working in selected community
health centre at meerut." Once the project is finished, please submit the findings.

Thank you

Regards
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ABUSHIS GRAMIN SEWA SANSTHAN

IBEI Campus, Meerut Road, Hapur-245101PanchsheelNagar{UP) India
Tel.: +91- 9456137909, E-mail: agss1995@rediffmail.com

Ref.AGS1995,/2016:17/14.... Date: 17-01-2017

To;
Dr. Geeta Parwanda
Panna Dhai Maa Subharti Nursing College,

Subharti Medical College

Dear Dr. Geeta Parwanda,
We are delighted to inform you that we are willing to fund the project up to INR
3500/- in consumables after thoroughly evaluating your project "Clinico-

radiological evaluation of cervical spondylosis-a degenrativedisorder.” Once

the project is finished, please submit the findings.
Thank you

Regards

e
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To,
Ms. Hepsi Natha
Pania Dhai Maa Sublfarti Nursing Collége,

Subhatti Medical College

Deat Ms. Hepsi Natha

We are delighted to inform you that we are willing to fm}d the project up ‘to
INR 2500/- in consumables after thoroughly evaluating your project "A
study to evaluate the effectiveness of modified oral nursing care guideline with
subglottic suctioning in improving the quality of life among tracheostomy
patients in selected hospitals, Meerut.” Once the project is finished, please submit
the findings. K

Thank you

Regard
-

w2
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TeL: +91- 56137909, E-mait: '.lmm i
Ref AGSSIO9S 0161711 - Date; 05012017

To,

‘Dr.CHARU JAIN

Department h’ thalmology,
Subharti Medical College

Dear Dr.CHARU JAIN,

We are delighted to inform you that we are willing to fundithe project up to
INR 2600/~ in consumables after thoroughly evaluam;g your project "To
compare post-operative corneal endothelial cell count in mini-extra
capsular cataract extraction and manual small- incision cataract surgery.”
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Reg No. 1038/78-79 Reg.Date 30.06.1978

YOUNKER BUDDHIST SOCIETY AND RESEARCH FOUNDATION

A-16, Tons Colony, Dakhpathar, District Dehradun, 248125 (Uttrakhand), INDIA
e-mail - ybsrfoundation@gmail.com

Ref./YBSRF/1978/2016-17/09 Date: 06-02-2017

To,

Dr.Pradeep Bansal

Department of Radio-diagnosis and Imaging,
Subharti Medical College

Dear Dr. Pradeep Bansal,

After carefully going through the project "Role of MRI In the Evaluation of Spinal Trauma"
submitted by you, we are glad to inform you that we are willing to fund the project up to the
tune of INR 1000/~ in the form of consumables. Kindly submit the findings of the project after the
-completion,

All the best.

Regards
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cg.No. 1038 78-79 Reg.Date 30.06.1978

YOUNKER BUDDHIST SOCIETY AND RESEARCH FOUNDATION

A-16, Tons Colony, Dakhpathar, Bistrict Debradun, 248125 (Uitrakhand), INDIA
e-mail - ybsrfoundation@@gmail com

Ref./YBSRF/1978/2016-17/10 Date: 06-02-2017

To,
Dr. Anita Pandey
Department of Microbiclogy,

Subharti Medical College

Dear Dr, Pandey,

After carefully going through the project "To evaluate hepatitis b immune status in health care
workers in a tertiary care hospital” submitted by you, we are glad to inform you that we are
willing to fund the project up to the tune of INR 1000/- in the form of consumables. Kindly
submit the findings of the project after the completion.

All the best,

Regards

D Chandrakith
Secretary
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Reg No. 1038/78-79

Reg Date 30.06.1978

YOUNKER BUDDHIST SOCIETY AND RESEARCH FOUNDATION

A-16, Tons Colony, Dakhpathar, Districl Dehradun, 248125 (Utirakhand), INDIA

e-mail * ybsrfoundation@gmail com

Ref /YBSRF/1978/2016-17/11

To,

Dr, Sandeep Choudhary
Department of Psychiatry,
Subhiarti Medieal Callsge

Dear Dr. Choudhary,

Date: 08-02-2017

After carefully going through the project "Study to assess motivation to quit and abstain from

alcohol and factors affecting relapse in alcohol use disorders. a cross sectional study in

western u.p. " submitted by you, we are glad to inform you that we are willing to fund the

project up to the tune of INR 2000/~ in the form of consumables. Kindly submit the findings of

the project after the completion.
All the best.

Regards

80




Reg No. 1038/78-79 Reg Date 30.06.1978

YOUNKER BUDDHIST SOCIETY AND RESEARCH FOUNDATION

A-18, Tons Colony, Dakhpathar, Disirict Dehradun, 248125 (Uttrakhand), INDIA,
e-mail : ybsrfoundation@gmail.com

Ref./YBSRF/1978/2016-17/12 Date: 08:02:2017

To,

Dr. Dr Sanjay Pandey
Department Of Gen. Surgery;
‘Subharti Medical College

Dear Dr. Pandey,

After carefully going through the project "Randomised control trial to study role of fikation of
‘urinary catheter to reduce catheter sssociated urinary m:-irﬁ-ntim=;.-subwrr§ttﬂd by you, we
are glad to inform you that we are willing to funid the project up to the tune of INR 1500/- in the
form of consuimables. Kindly submit the findings of the project after the completion.

Al the best.

Regards:

Dr Chandrakitti
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4% g
Rep Date 30.06.1978
YOUNKER BUDDHIST SOCIETY AND RESEARCH FOUNDATION

A-18, Tons Colony, Dakhpathar, District Dehradun, 248125 (Uttmkhand), INDIA
e-mail : ybsrioundation@gmail com

Rep No. 1038/78-79

ﬂef.-ﬂﬂSRFf‘lﬂ?Bﬂﬂlﬁ-l?ﬂi Date:10-02-2017

Ta;
Department Of Gen. Surgery,

Subharti Medical College

‘Dear Dr. M.K Maheshwari,

‘After carefully gnir_mg through the project "A Comparison Between Large Tissue Bi Small Tissue
Bite In Midline Abdominal V Closure * submitted by you, we are glad to inform you that we are
willing to fund the project up to the tune of INR 3500/ in the form of consumables. Kindly
submit the findings of the project after the completion.

All the best:

‘Regards

82




038/78-79 Reg.Date 30.06.1978

mm BUDDHIST SOCIETY AND RESEARCH FOUNDATION

A-16, Tons Colony, Dakhpathar, DrstrmnehmMn 24B125 (Uttrakhand), INDIA
e-mail - ybsrioundation@gmail,com

ASRE/1978/2016-17/15 Date: 13-02-2017

T,

Subhart Medical College

After carefully going through the project "A study of serum gamma glutamyl tranefarsse (eg!
levels as.a risk factor in acute stroke” submitied by you, we are glad to inform you that we are
willing to fund the project up to the tune of INK 3200/ in the form of consumables. Kindiy
submit the findings of the groject after the completion;

All the best.

Regards.
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Reg No. 1038/78-79 Reg Date 30.06.1978

YOUNKER BUDDHIST SOCIETY AND RESEARCH FOUNDATION

A-16, Tons Colony, Dakhpathar, Disinct Dehradun, 248125 (Uttrakhand), INDHA
e-mail - ybsrfoundation@gmail.com

Ref./YBSRF/1978/2016-17/16 Date: 13-02-2017

Ta,
DR. Y. P. MONGA
Department of General Surgery,

Subharti Medical College

Dear Dr. Monga,

After carefully going through the project "Study of post cholecystectomy syndrome in patient
undergoing “open cholecystectomy versus laparoscopic cholecystectomy” submitted by you,
we are glad to inform you that we are willing to fund the project up to the tune of INR 2200/- in

the form of consumables. Kindly submit the findings of the project after the completion.
All the best.

Regards

Dr Chandrakitti
Secretary
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RBeg No, 1038/78-79 Reg.Date 30.06.1978

YOUNKER BUDDHIST SOCIETY AND RESEARCH FOUNDATION

A-16, Tons Colony, Dakhpathar, Distnct Dehracun, 248125 (Uttrakhand), INDIA
e-mail - ybsrfoundation@amail.com

Ref./YBSRF/1978/2016-17/14 Date: 10-02-2017

To,
Dr.Pritish Ku Mahanta
Department of Medicine,

Subharti Medical College

Dear Dr. Mahanta,

After carefully going through the project "A clinical and an echocardiographic evaluation of left
ventricular diastolic dysfunction in type 2 diabetes mellitus patients” submitted by you, we are
glad to inform you that we are willing to fund the project up to the tune of INR 1200/- in the
form of consumables, Kindly submit the findings of the project after the completion.

All the best,

Regards

D Chandrakitti
Secretary
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VIKRAMSHILA SHODH SANSTHAN

Ref /VSS/50-10.11/16-17 /92 Date: 02-02-2017

To,

DR. SANJAY PANDEY
Department of General Surgery,
‘Subharti Medical College

Dear Dr. PANDEY,

We are pleased to notify you that. after carefully reviewing your project
"Measurement of intra-abdominal pressure in pancreatitis and blunt trauma
abdomen," we are willing to fund the project up to the tune of INR 1700/- n the
form of consumables. Please report the project's findings once it has been completed.
All the best.

Regards

Mr. T:r’iLl?G}'ﬂbo'

CHAIRMAN / EXECUTIVE SECRETARY
VIKRAMSHILA SHODH SANSTHAN

Buddhist Colony. Dakpathar Road. Vikas Nagar. Dehradun (Uttarakhand) Pincode- 248198
Email- vikramshila4072@gmail com Cell. No. 9568986411
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VIKRAMSHILA SHODH SANSTHAN

Ref./VSS/50-10-11/16-17 /93 Date: 04-02-2017

To,

Dr. SAMEER R. VERMA

Department Of Radio Diagnosis& Imaging,
Subharti Medical College

Dear Dr. Verma,

We are pleased to notify you that, after carefully reviewing your project "Study of
colour doppler ultrasound in deep vein thrombosis in lower extremities,” we are
willing to fund the project up to the tune of INR 1400/- in the form of consumables.
Please report the project's findings once it has been completed.

All the best.

Regards

Mr. Tsering Gyalbo

CHAIRMAN / EXECUTIVE SECRETARY
VIKRAMSHILA SHODH SANSTHAN

Buddhist Colony, Dakpathar Road, Vikas Nagar. Deliradun (Uttarakhand) Pincode- 248198
Email- vikramshila4072@gmail.com Cell. No. 9568986411
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BUDDHIST EDUCATION MISSION

Vilage & Post Harsi District Uttakashi (Uttarakhand) India
Phane- ﬂiﬂﬂ]ﬁﬂﬂﬂEwﬂ_ buddhistmissi

Ref. BEM/2016-17/02 Date: 63-01-2017

To;

Dr. Manvi Gupta

Department Of Obstetrics And Gynaecology,
Subharti Medical College

Dear Dr. Gupta,
We are pleased to nofify you that, after carefully reviewing your project * Factors
af’f'acﬁng.h'mlly'plﬂnning,pﬂcikas.mung.allgllih couples,” we are willing to support

repﬁrt'tﬁa--remlts-.

All the best.

Mr Lokesh

Buddhist Education Mission

~  President

88




BUDDHIS‘T EDUCATION MISSION

T,
i
Subharti Medical College

Bear s Pooja

arefully reviewing your project “Evalustion of

‘microfiora diversity and antibioth: cesistance profile of urinary trast,” we are willlng to
upport thie research ug to INR 3400/~ in consumables: Ofice the study is finished,

Regards
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VIKRAMSHILA SHODH SANSTHAN

Ref./VSS/50-10-11/16-17 /94 Date: 06-02-2017

To;

Dr. KUMKUM GUPTA

Department of Anesthesiology & Critical care
‘Subharti Medical College

Dear Dr. GUPTA,
We are pleased to notify you that, after carefully reviewing your project
"Comparative study of clinical effect of dexmedetomidine versus fentanyl as
epidural adjuvant to 0.75% ropivacaine for elective lower limb surgeries.” we
are willing to fund the project up fo the tune of INR 4000/~ in the form of
consumables. Please report the project's findings once it has been completed.

~All the best.

-Buddhist Colony, Dakpathar Road, Vikas Nagar. Dehradun (Uttarakhand) Pincode- 248198
Email- vikramshila4072@gmail com Cell. No. 9568986411
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VIKRAMSHILA SHODH SANSTHAN

Ref. /V55/50-10-11/16-17 /95 Date: 13-02-2017

To.
Dr. Abhishake

Departinent of Anesthesiclogy & Critical care

Subharti Medical College

Dear Dr. Ablushake.

We are pleased to notifv vou that. affer carefully reviewing wvour project "A
prospective randomized study of comparison of melatonin vs pregabalin vs
control for attenuation of hemodynamic response to laryngoscopy and
endotracheal intubation in patients undergoing general anesthesia." we are
willing to fund the project up to the mne of INR 3300/- in the form of consumables.
Please report the project's findings once it has Dbeen completed.
All the best.

Regards

—Calbse

Mr. Tsering Gyalbo
CHAIRMAN / EXECUTIVE SECRETARY
VIKRAMSHILA SHODH SANSTHAN

Buddhist Colony. Dakpathar Road. Vikas Nagar. Deluadun (Uttarakhand) Pincode- 248198
Email- vikramshila4072@ gmail com Cell. No. 9568986411
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VIKRAMSHILA SHODH SANSTHAN

Ref./V55/50-10-11/16-17 /90 Date: 30-01-2017

To.

Dr. Anita Panday

Department of Microbiology

Subharti Medical College

Dear Dr. Panday.

We are pleased to notify yvou that. after carefully reviewing your project "Molecular
characterization of genes encoding Plasmid-Mediated AmpC beta-lactamases in
Escherichia coli isolated from urinary.” we are willing to fund the project up to the
tune of INR 1000/~ in the form of consumables. Please report the project's findings
once it has been completed.

All the best.

Regards

—Cryallys

Mr. Tsering Gyalbo

CHAIRMAN / EXECUTIVE SECRETARY
VIKRAMSHILA SHODH SANSTHAN

Buddhust Colony. Dakpathar Road. Vikas Nagar. Dehradun (Uttarakhand) Pincode- 248198
Email- vikramshila4072@ gmail.com Cell. No. 9568986411
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CIN Na.:U74900UP2003PTC038556
Reg.No: 038556

ENTICE WAY TRADELINK PVT. LTD.

A-5, Samrat Place, Garh Road, Meerut - U.P. 250004
Phone No.: 7902134534  E-mail: ewtcpl123@gmail.com

Eway/Res/2016-171 5

To, _
Dr. GeetaParwanda,

fty of Nursing ——
gﬁmf Vivekanand Subharti University
Meerat, Uttar Pradesh

Date: 03-04-2016

Dear Dr. Parwanda,
activel
Vivekanand Subharti Uniiversity is well known for b;::ﬂm oné nf‘l‘ﬂ:du ﬁm l.ti
T e et ot 2o S S e S A
1
ol ﬁfmﬂ:ﬂ wUiilization Of Comfort Deviee For Reducing Discomfort of
your research

mﬁ!w .
Your report will be shared with the manufacturer.

Thanking you
Sincerely

For Entice Way Tradelink Pvt, Ld.

93




CIN No.:U74300UP2009PTCO38556
Reg.No; 038556

ENTICE WAY TRADELINK PVT. LTD.

A-5, Samrat Place, Garh Road, Meerut - U.P. 2561}04
Phone No.: 7902134534 E-mall: ewtcpl123 @gmail.com

Eway/Res/2016-17/ O¢"( 1)
Date: 30-11-2016
To,
Prof, Geeta Parwanda,
Faculty of Nursing
Swami Vivekanand Subharti University
Meerut, Uttar Pradesh

Dear Prof. Parwanda,

As swami Vivekanand Subharti University is well known for being one of the most actively
involved in several research projects. Hence, on your request, we Entice Way Tradelink Py, Ltd,
are providing a few samples such as S Z1G ZAG COTTON 100GM (worth INR 500) received
from KS CARE for your research project entitled “A Study To Determine The Impact Of A
Comfort Device On Breast Feeding Practice And Parental Bonding Among Post-Natal
Mothers Admitted To A Selected Meerut Hospital's Obstetrical Ward,"

Your report will be shared with the manufacturer,

Thanking you
Sincerely
For Entice Way Tradelink Pyt

Authorised Signatory

eqlstrar
| Vive=<anang
%ﬁ;ﬂ rti Lnjvarsity
MEERWUT




CIN No.:U74900UP2005PTC038556
Reg.No: 038556

ENTICE WAY TRADELINK PVT. LTD.

A-5, Samrat Place, Garh Road, Meerut - U.P .250004
Phone No.: 7902134534 E-mail: ewtcpl123@gmail.com

Eway/Res/2016-17/1%

Date; 30-11-2016
To, ,
‘Fuculty of Nursing
Swami Vivekanan anand Subbarti University
Meerut, Uttar Pradesh

As swami Vivekanand Subharti University is well known for being one of the most actively

are providing 4 few samples such as ECG ELECTRODE [KENNY] (worth INR 500) received
from ROMSONS for your research project entitied “A study to assess the effectiveness of skill
competency skill program in terms of knowledge regarding interpretation of ECG among
nurses working in ICU st selected hospitals, Meerut”. '

Your report will be shared with the manufacturer,

Thanking you

!

.-'Hll
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CIN No.:U74900UP2009PTC038556 M}L

Reg.No: 038556

ENTICE WAY TRADELINK PVT. LTD.

A-5, Samrat Place, Garh Road, Meerut - U.P .250004
Phone No.; 7902134534 E-mail: ewuplmg;maﬂ.mm

Eway/Res/2016-17/08

Date; 30-11-2016
To.

Mr. Murali Mohanam,
Faculty of Nursing

Swami Vivekanand Subharti University %
Meerut, Uttar Pradesh

Dear Mr. Mohanam,

As swami Vivekanand Subharti University is well known for being one of the most actively
involved in several research projects. Hence, on your request, we Entice Way Tradelink Pvt. Lad.
are providing a few samples such as NEBULIZER KIT [ADULT] (worth INR 500) received
from ROMSONS for your research project entitled “A study to evaluate the effectiveness of
hypertonic saline nebulized suctioning on biophysiological pulmonary parameters among
patients with mechanical ventilator at selected hospital at Meerut”.

Your report will be shared with the manufacturer.

Thanking you

Sincerely

%
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._ 2 s o r.;
Reg.No: 038556

ENTICE WAY TRADELINK PVT. LTD.

Date: 30411-2016

siversity is well Kaiowa for Being one of the most sctivels
| ‘Herioe, on Yout Fequest we Entice Way Tradelint bot. 5.
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CIN No.:
Mﬂmm

ENTICE WAY TRADELINK PVT. LTD.

A-5, Samrat Place, Garh Road, Mearut - U.P .250004

©

Phone No.: 7902134534 E-mali: ewtcpl123@gmail.com
Eway/Res/2016-17/ 10

Date; 30-11-2016
To,

Mrs. Hepsi Natha,

Faculty of Nursing
Swami Vivekanand Subharti University
Meerut, Uttar Pradesh

As swami Vivekanand Subharti University is well known for being one of the most actively
involved in several research projects. Hence, on your request, we Entice Way Tradelink Pvt. Lad.
afe providing ¢ few samples such as R-9| L CATHETER] (worth INR 1500)
mdfmkﬁMﬁONSfmmm&mmﬂd“&Mmmm
effectiveness of skill competency program on central venous catheter in terms of knowledge
and practice among ICU nurses at selected hospital at Meerut”.

Your réport will be shared with the manufscturer.

Thenking you
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ENTICE WAY TRADELINK PVT. LTD.

Date: 30-11-2016
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ENTICE WAY TRADELINK PVT. LTD.

A-5, Samrat Pince, Garh Rosd, Meerut ~ U.P 250004
Mmm E-mall: ewicpli23@gmall.com

CIN No.:U
fleg.No; 038556

-ﬁmis-;wﬂg

As swami Vivekaoand Subharti Unive "__'i:mﬁhmﬁ:rbungmufﬁnm-mdy
invelved in ssveral research projecis. Hence, on your request, we Entice Way Tradefink Pvi. Lid.
are providing KNEE BRACE BDB (worth INR 1700) received from BDB for your research
mmwmummmmmw
trestment om range of mption in patients with post-traumatic stiffness of knee joint”.

Your report will be shaved with the manufacrurer,
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ENTICE WAY TRADELINK PVT. LTD.

A5, Samrat Place, Garh Road, Meerut — U.P 250004

Evway/Res/2016-17/ 87

Date: 30-11-2016

are providing SHOULDER IMMOBILISER [MEDIUM) (worth INR 1500) received from KS
dominant shoulder joint in healthy geriatric ». '
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CIN Ne.
Reg.No: 038556

ENTICE WAY TRADELINK PVT. LTD.

A5, Samrat Mace, Garh Road, Meerut - U.P .250004

&

Date: 30-11-2016

nmwwwammﬁrmmﬂ&mnnuﬁw
involved in several research projects. Hence, on your request, we Entice Way Tradelink Pvi. Ltd.
are providing SHOULDER IMMOBILIZER (S) (worth TNR 1500) received from TYNOR for
your research project entitiod “Effect of Interferentis! therapy along with Mekeonzie
-mmmummﬂwmmmhm
Your report will be shared with the manufacturer.
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CIN No.:U7. | ‘5
Reg.No: 038556 N

ENTICE WAY TRADELINK PVT. LTD.

A-5, Samrat Place, Garh Road, Meerut - U.P .250004
Phone No.: 7902134534 E-mail: ewtcpl123@gmail. com

Eway/Res/2016-17/) |

" Date: 30-11-2016
0,

Dr. Sumit Raghav and Ms. Rupa Singh,

Subharti College of Physiotherapy

Swami Vivekanand Subbarti Universi

Dear Dr, Raghav,

As swami Vivekanand Subharti University is well known for being one of the most actively

involved in several research projects. Hence, on your request, we Entice Way Tradelink Pvt. Lid,
are providing DRAW SHEET WITH ADHESIVE (worth INR 1500) received from PRAKHER

MEDICS for your research project entitled "A comparitive study on the effect of maitland

technique versus mulligan technique in patients with adhesive capsulitis”.

Your report will be shared with the manufacturer. L- 45

Thanking you
Sincerely
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&
j& Gyan Amrit Oral Health And

Cancer Research Foundatio

‘Ref No.: 052/112016 Date: 25 112016

10 1 ?mtl, following a thorough review of your concept " Effect of
nesss and surface roughness of contemporary bulk fill composite
financial assistance in the form of items up to INR 1000 -
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t§6,5 Gyan Amrit Oral Health And

Cancer Research Foundatio

Ref No.: 053/112016 Date: 25112016
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A-16, Tons Colony, Dakhpathar, District Dehradun, 248125 (Uttrakhand), INDIA

L
T —

Dear Sir,

After carefully golng through the project “Observational Study of presentation Treatment &
Outcomee In Paffesit of Infasitie west syndrome trested with orsd prednlsolone® submitted by
you, we are glad to nform you thet we are willing to fund the project up to the e of
IR 1000/ in the foom of consumables. Kindly submit the findings of the project after the
All the best.

i\
Dr Chandra
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Jai Hind!!

Swami Vivekanand Subharti University, Meerut

(Established under U.P. Govt. Actno. 29 of 2008 and approved under section 2(1) of UGC Act 1956)




