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Clinical Trial Agreement

Lambda Therapeutic Research Ltd.

Plot No. 38, Survey no. 388, Near Silver Oak Club,
S G Highrvay, Gota,

Ahmedabad 3 80061 ,

Gujarat, India.

(Hereinafter refened to as "LAMBDA" or "CRO")

Acting as agent for

Intas Pharmaceuticals Limited
2nd Floor, Chinubhai Centre,

A
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Protocol: 175-14 Investieator CTA (Tri-Partite) 30-Seo-2016

Ashram Road,
Ahmedabad- 380009,
Gujarat, India.
(Hereinafter referred to as the "Sponsor")

AND:

Dr Ashish Deshmukh
Professor and Head, Skin & VD Department
Mahatma Gandhi Mission's Medical College
431003. MS. India.

(Hereinafter referred to as the "Investigator")

AND:

and Hospital, N-6 CIDCO, Aurangabad-

Mahatma Gandhi Mission's Medical College and Hospital,
N-6 CIDCO, Aurangabad-431003. Maharashtra. India.

(Hereinafter referred to as the "Institute")

THIS AGREEMENT shall come into effect on the date of signature of all the parties.

BETWEEN:

Lambda Therapeutic Research Ltd.

Plot No. 38, Survey no. 388, Near Silver Oak Club,
S G Highway, Gota, Ahmedabad 380061, Gujarat, lndia.

(Hereinafter referred to as "LAMBDA" or "CRO")

Acting as agent for

Intas Pharmaceuticals Limited
2'd Floor, Chinubhai Centre,
Ashram Road,
Ahmedabad- 380009,
Gujarat. India.
(Hereinafter referred to as the "Sponsor")

A
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AND:

Dr Ashish Deshmukh
Professor and Head, Skin & VD Department
Mahatma Gandhi Mission's Medical College and Hospital' N-6 CIDCO, Aurangabad-

431003. MS. India.

(Hereinafter referred to as the "Investigator")

AND:

Mahatma Gandhi Mission's Medical College and Hospital,

N-6 CIDCO, Aurangabad-431003. Maharashtra. India.

(Hereinafter refered to as the "Institute")

WHEREAS:

LAMBDA is acting as a Contract/Clinical Research Organization (CRO) under a Service

Agreement on behalf of Intas Pharmaceuticals Limited.

Intas Pharmaceuticals Limited. has asked LAMBDA to handle and negotiate site Agreements on

its behalf;

LAMBDA on behalf of Sponsor wishes the Investigator and Institute to participate in a clinical
trial entitled "A Randomized, Double-Blind, Placebo-Controlled, Three arm, Parallel
Group, Multi-Centric, Clinical Study To Evaluate The Therapeutic Bio-Equivalence Of
Two Tacrolimus 0.17o Topical Ointment Formulations In Adult Patients With Moderate
To Severe Atopic Dermatitis" ("Clinical Trial") to be conducted under the direction and

supervision ofthe Investigator using the facilities ofthe lnstitution; and,

The Investigator and Institute is willing to participate in the Clinical Trial; and,

The Investigator is authorized to conduct the clinical trial at the Institution. The Investigator will
review the Clinical Trial for patient safety, scientific validity, and utilization of hospital

resources.

IN CONSIDERATION of the mutual promises and covenants herein, the parties agree as

follows:

Dr.
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1 Definitions

1.1 In this Agreement, the following terms shall have the following meanings:

Tenn Meaninq

"Compound" Tacrolimus 0.17" Ointment (Test)
Protopic@ (tacrolimus) [Reference]

Manufactured by: hrtas Phannaceuticals Limited
Manufactured for: Intas Pharmaceuticals Limited

"CRF"

"CRO"

Case Report Form

ContracVClinical Research Organization

"Declaration of The 1996 version of the Helsinki Declaration of the World Medical

Helsinki" Association and amendments.

..DCGT' Drug Controller General of India.

"Ethics Committee" The relevant properly constituted ethics committee as organized by
the Hospital Authority or independent, which has reviewed or will.
review the application for conducting the Clinical Trial.

'ICH GCP" ICH Harmonised Tripartite Guideline for Good Clinical Practice

(CPMP/ICH/I35/95) as may be amended from time to time.

"Site Investigator File" The file maintained by the Investigator containing the

documentalion specified in section 8 of ICH GCP.

"Payment Agreement" The paynent agreement set out in Schedule "B".

"Protocol" The protocol together with its amendments as agreed between the

parties from time to time (Schedule "A").

"SAE" Serious Adverse Event as defined by ICH GCP.

Dermatol 4 of 26
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Protocol: 175-14 Investisator CTA (Tri-Partite) i0-Sep-2016

"Site"

"Study"

The site at which the Clinical Trial is conducted.

The study to be underlaken by the Investigator and the Institution in
accordance with the Protocol, ICH-GCP and applicable regulatory

requirements.

Investigator/Institution responsibilities

The Investigator in his personal capacity and as an authorized representative of the

Institution and the Institution undertakes to adhere to the Protocol and general

acceptable clinical practices for the conduct of the Clinical Trial.

The Investigator and the Institution will adhere to ICH GCP, Declaration of Helsinki,
current Schedule Y of DCGI, and all applicable laws and regulations for the conduct of
the Clinical Trial.

The Investigator and Institute is also responsible for supporting Sponsor and Lambda in
resolving any technical issues encountered during the performance of the Clinical Trial
and queries from national / intemational authorities in close coordination with Lambda

in a timely manner. The provisions ofthis article shall remain in force for a period of l0
years even after expiry or temination of this agreement.

The Investigator is responsible for submitting to the Ethics Committee; the conduct of
the Clinical Trial in accordance with the terms of the Protocol and for obtaining written
approval from the Ethics Committee prior to the commencement of the Clinical Trial.
The Investigator will deliver a copy of such approval to LAMBDA. Trial supplies to

the lnvestigator or the Institution will not be delivered until LAMBDA has received a

copy of such approval. The said approval must indicate the date of approval and contain

the name and signature of the Chairperson/member secretary of the Ethics Committee.

The lnvestigator is responsible for training and supervision of sub-investigators and

otler site study team members on the procedures specified in the Protocol to ensure

scientific, technical and ethical conduct of the Clinical Trial. In case of any personnel

changes, the Investigator is responsible for notifying LAMBDA of such change in a

timely manner.

The Investigator shall communicate all relevant aspects of the Clinical Trial to the

patients intending to participate in the trial and their legally acceptable representatives

and shall obtain voluntary signed written informed consent from all prospective patients

2.1

2.2

2.3

2.4

2.5

2.6

Dr.



Protocol: 175-14 Irrvestieator CTA (Tri-Partite) 30-Seo-2016

and their legally acceptable representatives prior to start of any study related
procedures.

2.7 During the performance of the Clinical Trial and for a period of 15 years after
expiry/termination ofthe agreement, the Investigator and/or Institute is responsible for,
but are not limited to, the following aspects:

Provision of required study documents (e.g. cuniculum vitae(s), medical
registration certificates and/or other relevant documents evidencing qualifications
of investigator(s) and sub-investigator(s), confirmation of adequate site facilities,
etc.);

Progress reporting (including recruitment figures) to ethics committee and

LAMBDA on a regular basis;

Ensuring direct access by Lambda monitors, Lambda auditors, Sponsor

representative and regulatory authority to original study documents, medical
records, study materials, etc and providing appropriate working conditions for
monitors, auditors and regulatory authority to perform study-related monitoring,
audit and inspectionrespectively;

To allow any regulatory audit by DCGI or any applicable regulatory authority
within 15 years of submission of repofi and ensure compliance of any regulatory
deficiency raised by such authorities in reasonable period of time; If Investigator
is to submit any information to such regulatory authorities agencies, such

submissions shall not be made without Lambda's prior review and written
approval, and any changes (other than entry ofrequired infomation) also shall be

subject to such prior written approval.

Safe handling, storage, transportation and disposal of infectious materials and

wastes involved in the Clinical Trial;

Inform the Ethics Committee of study closure.

Maintenance of drug accountability records, study documents including study
drug acknowledgement receipts, study supply receipts, payrnent receipts, EC

approvals etc.;

Handling and storage of compound according to protocol.

a)

b)

c)

d)

e)

s)

h)

Dermatol
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Archival of study documents including source data/patient medical records in
accordance with ICH-GCP for at least i5 years after completion ofstudy.

Retention of Investigational Medicinal Products at site after completion of study

as per regulatory requirements.

All SAEs has to be promptly reported by the Investigator to LAMBDA and/or Sponsor,

Ethics Corunittee, Head of institution, DCGI and Expert Committee (In case of Death).

The Investigator is responsible for reporting, and shall reporl, all such findings in the

manner and within the time limits as set out in the applicable provisions of ICH GCP

and the applicable legislation. LAMBDA and/or Sponsor confirms an effective system

for centralized tracking and notification to investigators and to applicable regulatory

authorities of all hndings that could adversely affect the safety of Clinical Trial subject,

including, without limitation, all unexpected serious adverse drug reactions experienced

by any subject taking part in the Clinical Trial at any site has been established.

Notwithstanding anlhing in this Agreement to the contrary, the Investigator and the

Institution shall have the right to disclose findings that could adversely affect the safety

of Clinical Trial subjects to the Ethics Committees ofparticipating sites, and appropriate

regulatory authorities if they deemed necessary to protect the health of study
participants, provided that Sponsor is copied on such repofis.

The Investigator and the lnstitution shall indemnify, defend and hold harmless Lambda

and the Sponsor against any and all claims arising out of or in connection with the

performance of this agreement, allegedly arising frorn Investigator's and / or his team's

negligence or reckless or intentional misconduct, breach or failure to perform its

obligations and responsibilities under this agreement. Lambda undertakes to provide

timely written notice after such claim is served upon Lambda / Sponsor. The

Investigator shall have the right to defend the same at his own expenses including
selection of counsel, control of the proceedings and settlement of the claim. Lambda

shall fu1ly cooperate and aid in such defense. In the event that a claim or suit is or may

be asserted, Lambda shall have the right to select and to obtain representation by
separate counsel, at its own expense. Investigator may not settle or compromise a claim
or suit without the express prior written approval of Lambda.

The Investigator is responsible for supporting LAMBDA in development of the Clinical
Trial Report.

CRO responsibilities

7 of 26
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LAMBDA will adhere to and confirms the Sponsor will adhere to ICH GCP, the

Declaration of Helsinki, requirements of DCGI and all applicable guidelines, laws and

regulations for the conduct ofthe Clinical Trial.

LAMBDA confirms that the Sponsor has committed to provide Lambda with the
Compound and with guidelines and descriptions for the safe and proper handling
regarding the use, storage and disposal of the Compound. Lambda will be responsible
for shipment of drug supplies and investigational products to the PI or Site. The
Compound is the properly of Sponsor and is being provided only for the purposes ofthe
performance of the Clinical Trial by the PI or by individuals working under his direct
supervision at the Institution. The Compound shall not be used for any other research or
study activities other than outlined in this Ageement.

LAMBDA and/or Sponsor is responsible for obtaining and maintaining all applicable
government or regulatory approvals for the Clinical Trial in India, and warants that

these will be obtained before the Clinical Trial begins at the Institution. Development

and improvement of the Protocol is the responsibility of LAMBDA and Sponsor.

LAMBDA on behalf of the Sponsor will provide the study-specific documents, e.g.

Investigator Site File, Electronic Case Report Form, etc. to the Investigator before

commencement of the Clinical Trial.

LAMBDA on behalf of the Sponsor will provide the Investigator with documentation,

which describes the Compound being tested in the Clinical Trial and its known effects

and safety information (e.g. Prescribing Information / Summary of Product

Characteristics, an Investigator Brochure equivalent document). LAMBDA on behalfof
Sponsor will, to the best of its knowledge; answer any questions the Investigator or the

Institution may have regarding the Protocol or the Compound being tested, whether

such questions are asked before the commencement of the Clinical Trial or during its
conduct. Sponsor is responsible for reporting of relevant new information regarding the

investigational Compound.

LAMBDA will transfer on behalf of Sponsor the financial support to the Institution or
Investigator according to the budget agreed by Sponsor, lnvestigator and the Institution
as set out in Schedule B subject to the terms of this Agreement.

Performance standards of the work to be conducted by the Investigator

The Investigator and/or the Institution shall use all reasonable endeavors to eruoll at

least 7 to 9 patient within I months; minimum expected recruitment rate from the site

is 07 patients per month on an average. The parties may agree in writing to extend the

time for recruitment of eligible patients if so desired. Recruitment period will be of 6

3.2

-r-)

3.4

J.5

3.6

4.1

A
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months; however recruitment will be competitive among pafiicipating sites hence the

site may have recruitment period even less or more than specified.

"Eligible Patients" is defined as those who fulfill inclusion and exclusion criteria

specified in the Protocol which is verifiable from source documents.

4.2 In the event that the study is part of a multi-center trial, Sponsor may amend the number

of Eligible Patients to be recruited as follows:

a) if in the reasonable opinion of LAMBDA or Sponsor recruitment of Eligible

Patients is proceeding at a rate below that required for the relevant timelines to be

met, LAMBDA may by notice to the Investigator or the Institution require

recruitment at the Site to cease and the tems of this Agreement shall relate to the

number of patients that have been accepted for entry into the Study at the date of
such notice; or

b) If recruitment of Eligible Patients is proceeding at a rate above that required

meeting the relevant timelines, LAMBDA may, with the agreement of the

Investigator or the Institution increase the number ofcases to be recruited.

4.3 The Investigator or the Institution shall use all reasonable endeavors to comply with the

time frames as agreed with LAMBDA.

4.4 The Investigator shall enter the data into the eCRF within 3 working days after

completion of each visit.

4.5 The Investigator shall parlicipate in teleconference and meeting as required by
LAMBDA or Sponsor to update the Compound information and to resolve issues, if
any.

4.6 The Investigator shall strictly adhere to the SAE reporting timelines in accordance with
requirement of ICH GCP, current Schedule Y and standard operating procedure

('SOP) of LAMBDA, whichever is tightest.

5 Payment terms

LAMBDA confirms the Sponsor agrees to suppofi the Clinical Trial as outlined in the Protocoi

and as described in and in accordance with the provisions of this Agreement and the Payment

Agreement as set out in Schedule B. Lambda will have oversight on patient reimbursement

records maintain at the site.

Dematolosist BEs€arch r<c€r..!r€d
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Period of validity of the Agreement

This Agreement shall be effective as of the date executed by all the parties and shall

continue in full force and effect until the site is closed, Clinical Trial and Clinical Trial
Report are completed unless otherwise extended, renewed, or amended by mutual

written consent or unless terminated earlier in accordance with Section 14 of this

Agreement. In any event, the terms of this Agreement shall not be longer than fifteen
( 15) years from the date of commencement.

However following matters shall survive even after expiry/termination of the

agreement:

o Archival of study documents including source data as referred to in paru 2.7

and l4-3
o Reasonable access by monitors, auditors and regulatory authority to original

study documents and source data and providing appropriate working

conditions for monitors, auditors and regulatory authority to perform study-

related monitoring, audit and inspection;

o Confidentiality as per para 1l

Data ownership / Intellectual property rights

LAMBDA, the Institution and the Investigator undertake to be bound by applicable

laws and regulations on the protection ofpersonal data.

The Investigator undefiakes to transfer data to Sponsor, LAMBDA, Ethics Committee,

and the regulatory authority. ln the event of an audit/inspection, LAMBDA, the

Sponsor, Ethics Committee, and regulatory authority may obtain information that

includes patient identification.

All data and results derived from the Study and any inventions or discoveries made as a

result of the Clinical Trial will be the property of Sponsor. Disclosure to LAMBDA,
Ethics Committee, or regulatory authority does not transfer the ownership thereof.

All intellectual property rights owned by, or licensed to, the Investigator / Institute prior

to and after the date of this Agreement, other than intellectual property rights arising

from the Clinical Trial is and shall remain the property ofthe Investigator / Institution.

Dr. Dermatol 10 of 26
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All intellectual property rights owned by, or licensed to, Sponsor prior to and after the

date of this Agreement, other than intellectual property rights arising from the Clinical
Trial is and shall remain the property of Sponsor.

All intellectual property rights in the data and results derived from the Clinical Trial
shall be the property ofSponsor and shalt be assigned to Sponsor.

The Investigator/Institute is obliged to report any inventions or discoveries promptly to

Sponsor and/or LAMBDA.

Investigator and Institute agree that Sponsor may utilize the data at its own discretion in
compliance with the applicable data protection rules, including but not be limited to,

submission to govemment regulatory authorities.

The Investigator and the lnstitution shall assist Sponsor in making any patent

applications and shall execute, complete, deliver and perlorm any and all instruments

necessary to make all such applications.

It would be the primary responsibility of the institution to maintain custody of study

records and all other applicable study items in purview of the study protocol and this

agreement, irrespective of the PI presence in the institution. Institution will allow
regulatory authorities, sponsor and CRO to perform inspections of study data. In case

the PI has to leave the institution, the PI should handover charge of the study to any

other designee in form of document and forward all future communications received to

institute pertaining to trial. PI is responsible to update CRO and / or sponsor for this
change and all applicable communications, henceforth. Designee will execute all PI
responsibilities, henceforth. In case of change in institution management, the institute

will inform CRO and / or sponsor.

Publication

Study results are Sponsor's property and as a result of this, no publication can be
performed without the written approval by the sponsor.

Indemnity / Liability

In no event, shall LAMBDA, Sponsor, Investigator or Institution/Site be liable for any

indirect, incidental, special, or consequential damages or lost profits arising under or as

a result of this agreement (or the termination hereof).

7.6

7.'1

7.8

7.9
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In the event of a material eror by Investigator/lnstitute in the performance of the

Services, which renders the Services invalid, Investigator/Institute shall repeat the

Services at no additional expense to LAMBDA, if Lambda requests or lnvestigator/

Institute should reimburse the payrnent already made by Lambda. Lambda has the dght

to teminate the services of Investigator due to any breach of this agreement.

Sponsor will indemnify the Investigator and/or Institution from any claims due to acts

of omission or wrong by Sponsor.

Sponsor will indemnify liability arising from design or manufacture of the Compound,

sale and use of the Compound following the Clinical Trial and injury to study subject

directly attributable to Compound, which is jointly identified by a medical monitor/

Sponsor's medical expert and the Investigator.

The Investigator and/or the lnstitution will indemnify LAMBDA and Sponsor from any

claims due to acts ofnegligence, omission or wrong by the Investigator or Institution.

The Investigator and/or the Institution are responsible and liable for conduct of the

Clinical Trial at the lnstitution according to the Protocol and the Agreement.

Each party will notify other parties ofany claim related to the Clinical Trial.

Sponsor will cover medical expenses for the treatment ofany SAE as identifred by the

Investigator, which arise from using the Compound and study procedures in accordance

with the Protocol, to the extent not covered by any other insurance by patient and

provided the patient did nothing to cause or contribute to the injury.

Compensation / Insurance

Sponsor/LAMBDA shall maintain appropriate insurance coverage for the Study

subjects against financial losses caused by personal injury, which are study and/or

Compound related.

Confidentiality

For a period of 10 (ten) years from the effective date of this Agreement, Recipient shall

not disclose the Discloser's Confidential Information to any third party. Recipient shall

use the Confidential Information solely for purpose of the terms of the agreement,

unless otherwise mutually agreed in writing. Upon request, Recipient shall return or

destroy, at the Discloser's option, all Confidential Information, including any copies and

9.3

9.4

9.5

9.6

9.7

9.8
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extracts thereof, will immediately cease using such Confidential Information and shall
deliver to the disclosing party all such Confidential Information including all copies,

reproduction, facsimiles and any other tangible records of such information.

Notwithstanding the performance, or the discharge for whatever reason including
breach of this Agreement, the provisions of this article shall remain in force for a period

of 10 years from the date of execution of this Agreement but shall, thereafter, cease to

apply provided that the expiry of such period shall not entitle Investigator or Institution
to sell or otherwise dispose of, or otherwise turn to use for its own or another's

advantage, any confidential information received during the conduct ofprojects covered

by this Agreement.

The Investigator may only to the extent is, as far as necessary for the performance of its
obligations under this Agreement, but not fuilher or otherwise, disclose confidential
information to study staff or to any relevant committee, that need to know the same to

undertake and/or parlicipate in this study. Investigator shall ensure that all persons shall

be made aware of the relevant tems and conditions of this Agreement and shall agree to

be bound by them.

The Investigator/institution shall not disclose or use any confidential information, which
is provided by Sponsor or LAMBDA or generated by lnvestigator as a result of the

Study, for any purpose other than the conduct of the Clinical Trial as outlined in the

Protocol and this Agreement.

Confidential information shall remain the confidential and proprietary property of
Sponsor, and shall only be disclosed to those who have a need to know the same. Where
it is necessary to disclose any confidential information to any third party for the
performance of this Agreement, a confidentiality agreement with the same terms and

conditions as this Agreement shall be entered into with such third parly.

Each party will keep an updated list of a1l individuals who have received the other
parties' confidential information, together with their contact information and job title,
and will provide the list if it is legally requested. All confidential information must be

identified as confidential at the time ofdisclosure, preferably provided in writing. If the

disclosure is verbally, visually, or otherwise (e.g. an X-ray, a visit to a site or lab), then

the information must be summarized in writing within thirty (30) days after the

disclosure and provided to the receiving party.

Confidential information shall not include any information which:
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a) Is already in the public domain at the time ofdisclosure

Becomes part of the public domain after receipt of the information through no

fault ofthe Institution or the Investigator

Was previously known to the Institution or the lnvestigator as evidenced by
written documents

Is disclosed to the Institution/Investigator by a third party who has the right to
disclose and who is not under a direct or indirect obligation of confidentiality to
Sponsor.

Has been permitted to be disclosed by Sponsor.

b)

c)

d)

e)

1 1.8 All Confidential Information disclosed to a party under this Agreement will remain the

property of the disclosing party (or the Sponsor, if such information was disclosed

through LAMBDA) and may be re-called and withdrawn by the disclosing party at any

time. Upon receipt of a written request from the disclosing party for return or destroy of
such Confidential Information, the receiving party will immediately cease using such

Confidential Information and shall deliver to the disclosing party all such Confidential
Information including all copies, reproduction, facsimiles and any other tangible records

of such information.

Any previous Confidentiality Agreement between Sponsor and/or LAMBDA and the

Investigator or the Institution shall be superseded by the confidentiality obligations in
this Agreement.

Privacy

Sponsor, LAMBDA, the Investigator and the Institution will adhere to applicable
privacy laws, regulations, and other standards.

The Investigator and Institute/Institution consents to LAMBDA and Sponsor and its

affiliates collecting and/or otherwise processing personal data provided by or relating to
the lnvestigator for purposes of any necessary sharing with regulatory authorities and

for any use by Sponsor and its affiliates and their agents.

The Investigator and Institute consents to Sponsor or LAMBDA transferring such

personal data to Sponsor's facilities, Sponsor's affiliated companies, regulatory

authorities, and third party vendors that may be utilized in other countries. For such

1 1.9

t2

12.1

12.2

12.3
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purposes, the Investigator and Institute acknowledge that such other countries may not

provide the same level ofdata protection as the laws in lndia.

The Investigator and lnstitution will inform each study subject of the potential for
disclosure of their personal or health information to Sponsor, Sponsor's affiliated

companies, LAMBDA, the Ethics Committee, and the regulatory authorities and the

measures being taken to ensure their privacy.

Independent Contractor

Investigator is an independent contractor engaged by LAMBDA to perform the Services

in accordance with the provisions of this Agreement, and the relationship hereby created

is specifically govemed by, limited to, and subject to all of the tems and conditions

contained in this Agreement. The parties further agree that LAMBDA does not have the

authority to hire or fire employees of the Investigator / Institution, nor does LAMBDA
determine the rate or method of pay of such employees. Additionally, nothing contained

in this Agreement shall entitle Investigator/Institute to the right or authority to make any

representation on behalf of LAMBDA or the Sponsor, bind LAMBDA or Sponsor to

others in any manner, or use LAMBDA's / Sponsor's name or trademarks in any public

disclosure, without LAMBDA's / Sponsor's prior written permission.

14 Termination

LAMBDA on behalf of Sponsor retains the right to terminate this Agreement on

Institution or Investigator's involvement in the Study for any reason with or without
cause including but not limited to the following;

1. Investigator or lnstitution fails to recruit patients within 60 days of site initiation
visit.

2. The incidence and/or severity of adverse drug reactions in this or other studies

with the Compound indicate a potential health hazard.

3. Adherence to the Protocol is poor or data recording is inaccurate or seriously

incomplete.

4. LAMBDA, the Principal Investigator and/or the Institution agree to terminate

this Agreement.

l5Dr.
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5. The total number ofpatients required to be randomised is reached before the end

of the recruitment period.

6. The Sponsor of the Study mandates the termination of the Study for any reason,

with or without cause.

7. The appropriate Regulatory Agency mandates the termination ofthe Study.

In case of termination of the agreement without any default on the part oflnvestigator or
Institution, except in the event of non-recruitment of patients by the Institution or

Principal Investigator, LAMBDA shall reimburse the Institution or Principal
Investigator on a pro rata basis of the number of visits completed by patients. Should

the Institution or the Principal Investigator have already received payments in excess of
the actual pro rated amounts due then that overpayment will be promptly remitted to
LAMBDA by the Institution or Principal Investigator. Pa),rnents should be payable to

LAMBDA.

Record retention

The Investigator and/or the Institution shall provide Sponsor through LAMBDA any

and all records and data in relation to the Clinical Trial in time and in full according to
requirements of ICH GCP, Schedule Y and the Declaration of Helsinki, and all
applicable guideline, laws and regulations.

The Investigator and/or the Institution, LAMBDA/CRO and Sponsor shall comply with
all regulatory requirements relating to the retention of records and shall maintain all
such records, and make them available for inspection, and shall allow Sponsor and all
applicable authorities in charge of the Clinical Trial to inspect such records. The

Investigator and /or the Institution shall inform Sponsor in the event of relocation or
transfer of archiving responsibilities.

The Site lnvestigator File containing the essential documents, case report forms,

informed consent forms and any other source data/document (like patient medical

records) must be archived for at least 15 (Fifteen) years following completion of the

study at the Site or such other facilities as agreed between Sponsor and the Investigator.

Sponsor shall also keep all clinical trial data and documents according to the relevant

regulatory requirements.

In the event that the Institution and/or the Investigator is or are unable to maintain the

Clinical Trial records due to any unforeseen event/s during the study or retention period,

15.2

15.3

15.4

Dr.
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15.6
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the Institution and/or the Investigator shall, no later than 30 days prior to the day when

the Clinical Trial records were planned to be removed, notify Sponsor in writing ofsuch
occurrence to permit Sponsor to fulfill its record retention obligation in connection with
the Clinical Trial.

ln the event that Sponsor removes the Clinical Trial records, Institution and/or

Investigator may nevertheless retain a copy of Clinical Trial records (1) as required by
law, regulation, regulatory guidelines or ICH GCP and (2) in order to ascertain and

fulfill their obligations of confidentiality under this Agreement.

In the event that the Investigator/Institute is to destroy the Site Investigator File or
source data, the Investigator/Institute should inform LAMBDA prior to destruction to

confirm it is acceptable for them to be destroyed.

Representation and Warranty

The Investigator and Institution represent and warrant that they have and will keep

throughout the Clinical Trial study all such qualifications, approvals, permits, licenses

and conditions as necessary for performance of the Clinical Trial hereunder as required

by laws and regulations of India.

Laws and Jurisdiction

This Agreement shall be govemed by and interpreted in accordance with the laws of
India in Ahmedabad.

Notice

All notices shall be delivered to the following addresses:

CRO
Address: Lambda Therapeutic Research Ltd

Plot No. 38, Survey no: 388, Near Silver Oak Club,

S G Highway, Gota

Ahmedabad 380061, Gujarat, India.
+91 79 4020 2020
+91 79 4020 2021

Dr. Kiran Marthak

: Dr. Ashish Deshmukh

I6

16.1

t7

17.1

18

l8.l

Telephone:

Fax:

Contact person:

Investigator

Dr. l7 of 26
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Telephone:
Fax:

Institution

Address:

Telephone:

Fax:

Contact person:

0240-660lr00
0240-2487727

Mahatma Gandhi Mission's Medical College & Hospital
N-6 CIDCO, Aurangabad-431003. Maharashtra. India
0240-6601r00

0240-2487727

Dr Rajesh Kadam

18.2

18.3

18.4

Either party should inform the other party of any change ofthe said addresses in writing
within forty-eight (48) hours ofthe change.

Any notice shall be deemed to be given: a) If sent by courier - on the day when the

recipient signs for the notice; b) If sent by registered letter - at 9:00 am on the five (5)

working day ofdispatcfu or c) If sent by telefacsimile - at 9:00 am on the second day of
delivery.

Any notice one party delivered to other parties, which concems important issues such as

claims or amendments under this Agreement should be signed by the legal
representative or the authorized representative ofthe delivering par1y.

Miscellaneous

Any unsettled issues ofthis Agreement shall be negotiated and agreed upon in separate

supplementary agreement signed by all parties. The supplementary agreement and

Schedules of this Agreement which form an integral part of this Agreement and have

the same legal effect as this Agreement.

No party shall assign to any third party its rights and obligations hereunder without the

prior written consent of t}te other parties except when Sponsor takes over some of the

activities from Lambda. The Investigator and the Institution acknowledge that Lambda

is acting as the agent of the Sponsor and hence in such case Sponsor will get into the

shoes of Lambda for all rights and obligations contemplated under this agreement as

between Lambda on one side and Investigator and the Institution on the other side.

18 of26
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This Agreernent shall constitute the entire agreement among the parlies and shall

supersede all previous negotiations, discussions, understandings or agreements among

the parties.

No amendment or modification to this Agreement shall be effective unless made in
writing and signed by all the parties or their duly authorized representatives.

All infrastructures provided by Lambda on behalf of sponsor for the conduct of this

clinical trial to the Institute/Investigator will be retrieved from the Institute/Investigator

upon completion of the trial.

19.4

19.5

IN WITNESS hereof, the parties hereto have caused this Agreement to be executed by their
respective duly authorized representatives and the Agreement shall come into effect on the date

of signature of all the parties.

LAMBDA:

Sign:

Date:

Date: 30 &4 rtnc'

Witness Name

Witness Address

Institute:

Sign:
Name:
Designation:

Dr.

: Mr. Dharmesh Domadia

: Lambda Therapeutic Research Ltd.,
Plot No. 38, Near Silver Oak Club,
S. G. Highway, Gota,
Ahmedabad 38006 1, Gujarat

DrA
Dean

Shroff
Date: l5; I tof :ot6

19 of 26

s,*,, {\.\l*'/.
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AGM, Finance,
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Address:

Witness:

Witness Name:

Designation:

Department:

Institute Name:

Designation:
Address:

Witness:

Investigator: Dr. Ashish Deshmukh

ACKNOWLEDGMENT: In signing below, I, the Investigator, acknowledge that there is no

real or perceived conflict-of-interest in the execution of this clinical trial project (e.g. stock or
equity in companies which manufacture products being tested in the clinical trial, or obligations
or restrictions which will conflict with the performance of this Agreement). I hereby agree to act

in accordance with all the tems and conditions of this Agreement and further agree to ensure

that all participants in the clinical trial are informed of their obligations under such terms and

conditions.

Principal Investigator:

Sign: Date: 5(lo1z"1s
Namfr

Mahatma Gandhi Mission's Medical College & Hospital
N-6 CIDCO, Aurangabad-431003. Maharashtra. India

D"t", lSllo, 16.

Dr Pravin Suryawanshi

Deputy Dean

Surgery Department

Mahatma Gandhi Mission's Medical College & Hospital
N-6 CIDCO, Aurangabad-43 1003. Maharashtra. India

Dr. Ashish Deshmukh
Principal Investigator
Professor and Head, Skin & YD department
Mahatma Gandhi Mission's Medical College and Hospital,
N-6 CIDCO, Aurangabad-431003. MS. India.

sis* eW' Date: Is-l lo) 2.z:16

Sign:
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Witness Name : Dr Rajesh Kadam

Witness Address: Mahatma Gandhi Mission's Medical College and Hospital,
N-6 CIDCO, Aurangabad-431003. MS. India

Schedule A

Study Protocol

Protocol No: 175-14

"A Randomizedn Double-Blind, Placebo-Controlled, Three arm, Parallel Group, Multi-
Centric, Clinical Study To Evaluate The Therapeutic Bio-Equivalence Of Two Tacrolimus
0.1%o Topical Ointment Formulations In Adult Patients With Moderate To Severe Atopic
Dermatitis"

Dr. Ashish Deshmukh. Dermatolosisl Rls.aEh A<..rrr.{ed 21 of 26
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Schedule B
Budget and Payment Agreement:

(I) Budget

II'IVE5TIGATOR GRANT BREAI(UP

* Screen failure palar.rent will be paid for 20% patient oftotal screened patients

The above budget also includes the

a. lnvestigator (s), other team members fees

b. The cost which would be incurred for stationary, cupboard, courier, telephone,

fax, intemet and electdcity bills etc.

c. Patient recruitment

d. e-Case Reporl Form completion

e. Data Clarification Form Resolution

f. Consultationcharges

g. Archival Charges

(ID Payment Schedule

The parties hereto agree as follow on the basis of the Clinical Trial Agreement:

a) LAMBDA will pay a sum for every complete and evaluable patient as defined in the

payrnent schedule.

ItEms visit 01 Visit 02 Visit 03 Visit 04 visit 05 Vlstt 06 Tdtrl

lnYestigato r Granl sm0 2500 3000 2s00 25CO ls00 17000

Co-ordinator Grant 1500 500 1000 1m0 1mo 500 5500

ECG {12 Lead} 500 500 1000

Admlfi lstrative Charses 200 200 200 200 200 200 1200

lnstitute 0verhead (30 %l 1950 900 1200 1050 r050 600 6750

Palient Compensation 500 500 1000 500 500 3000

Total Grant 9650 4600 6900 5250 5750 2800 34950

Unscheduled Visit r 1SOOIUV

PK Sample Charges I 500 500



b)

c)

Protocol: 175-14 Investiqator CTA (Tri-Partite) 30-Sep-2016

A complete and evaluable patient is defined as follows:
o all procedures must be performed according to the protocol

. a patient will only be included according to the inclusion/exclusion criteria
o all data are documented completely and accurately

All payments will be on a pro rata basis as mentioned in budget above. For patients who do

not complete (early termination, drop-out, etc), the budget will be evaluated according to the

number ofdays completed as per protocol. If any investigation is not performed during a visit
then an equivalent amount mentioned in the above budget will be deducted.

d) Invoice will be generated/requested for payrnent on monthly basis according to the actual

work performed (after source data verification and e-CRF review for completed visits).

Invoice will be generated / requested according to days completed by patient as specified
above.

e) Central Laboratory costs will be paid by Lambda on behalf of Sponsor.

f) If patient was randomized in the study deviating from protocol inclusion and exclusion
criteria (without waiver, if applicable) then payment will not be made for such wrong
randomization and subsequent visits, however screening visit can be paid, if performed

according to protocol.

g) Patient conveyance/compensation will be paid by LAMBDA on behalf of the Sponsor, and

is included in budget as mentioned. "TDS would not be deducted on Reimbursement only if
original supporling are provided for full amount." Service tax applicable as per union
budget rules.

h) The investigator grant includes payment of meals provided to patient and patient's relative (if
applicable) during the study.

i) Payment mentioned under "Final Paynent" will be released at the time of site close out.

LAMBDA will release payrnent within 30 days from the receipt of invoice.

Should the trial teminate prematurely, any pa).rnents made by LAMBDA exceeding the amount

actually eamed will be promptly refunded to LAMBDA (minus Ethics Committee fees, and

patient convoyance/compensation).

Method of payment

LAMBDA
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LAMBDA, on behalf of the Sponsor, shall pay the relevant cost and fee as set out in this

Payment Agreement to following payee through A/c Payee Cheque as agreed by the Institution
& Details of Payee are:

Payee : MGM Medical College, Aurangabad

Payee Address : N-6 CIDCO, Aurangabad

PAN / TAN Number : AAATM4256E

Note: All ths payments made to the payee are subject to Tax Deducted at Source (TDS) as per

the applicable existing tax laws in the country. LAMBDA will deduct the tax at the time of
making payments unless a valid Certificate from tax authority is made available.

(ID Per Patient Fee, Payment Schedule and Terms

1 . As consideration for performance under the terms of this Agreement, the Sponsor will
provide financial support for the Trial that will be transferred by the LAMBDA on behalf
of the Sponsor to the Investigator / Institute at the rate specified above per patient grant, for
each Subject completing all Protocol specified treatments.

The "Per patient grant" is a fixed fee per patient which includes all costs and honoraria,

including, but not limited to:

- all study related activities such as conduct ofvisits and eCRF completion
- time and effort ofinvestigators and other site staff
- study coordinator salary

- electricity expenses for use of equipment for study conduct

- procurement ofany study related material

- all diagnostic tests and other investigations (like Hb level measurement etc)

- housing/hospital stay (if applicable) and meals during housing for patient and patient's

relative
- Phlebotomy expenses for safety samples

- usage of intemet while filling of eCRF

- Patient conveyance/compensation which will be on a pro rata basis

- miscellaneous (telephone, fax, courier, etc)

- All overhead costs.

Not included are (which are separate and in addition to per patient payment):

- EC submission fee

2. In the event that the LAMBDA requests that additional Subjects be enrolled in the Trial,
the Trial Cost will be equal to the Per patient grant multiplied by the number of complete

and evaluable Subjects.
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't. All payments to be made by the LAMBDA under this Agreement will be done within 30

days following receipt of the corresponding invoice from the Investigator to LAMBDA, it
being understood that such payment will only take place after the CRO (LAMBDA) has

received the necessary frmds for that purpose from the Sponsor. All such payments will be

Any made by A"/C Payee Cheques to the Institutior/Investigator.

Pa).ment mentioned under "safety follow up" will be released at the time of site close out.

The Final Payment will be made by LAMBDA in accordance with the following
paragraphs.

As regards tasks that are not specifically itemized in this Agreement, pa)rynents will not be

made without prior written approval of the LAMBDA. These additional tasks will be

submitted to LAMBDA in writing, with estimated completion dates and costs, if any. Any
expenses not specified in this Agreement or any changes to the amounts mentioned in this
agreement, will be communicated to LAMBDA and are subject to prior written approval

by LAMBDA, which, in its tum, must obtain prior written approval from Sponsor.

In the event that a randomized Subject is detemined to be ineligible for the Trial,
LAMBDA will decide, together with the Sponsor, if required, whether or not to pay to the

Institution/Investigator the Per Subject Fee for such Trial Subjects. In the event that a Trial
Subject withdraws voluntarily or is withdrawn from the Trial (a) by LAMBDA or (b) by
the Investigator for any reason other than the Trial Subject failing to meet eligibility
requirements for the Trial, then LAMBDA will pay the Institution/Invsstigator a prorated

amount of the per patient grant through the date of such withdrawal. Further, if, at the

completion of the Trial, LAMBDA has advanced sums under the terms of this Agreement
that exceed the adjusted Trial Cost, the Investigator/Institute will reimburse to LAMBDA
any amount by which amounts advanced by the CRO exceed the adjusted Trial Cost.

The CRO may withhold all or part of any amounts in the event of:
(1) failure ofthe Investigator/Institute to complete the services according to the Protocol;
(2) failure to provide LAMBDA with requested documentation:

(3) Failure of the lnvestigator/lnstitute to comply with the terms of this Agreement.

Sponsor reserve right to verify study related payment records ( e.g. invoices , patient

reimbursement receipts) at SITE or at LAMBDA as applicable ; as a compliance measure .

All screen failure patients payments will be made post LPLV.

For any disputed payments from the invoices, site will communicate through proper

channel of LAMBDA.

4.

5.

6.

7.

8.

9.
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PROToCOL No. KLS-PH-041604

Ths Clrnical Tra Agreerrent (the "Agreement ) rs effeclve on ': 
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"Effective Date") and eniered into by and belleen

CLINICAL TRIAL AGREEMENT

KARMIC LIFESCIENCES LLP, a limited liability partnership' incorporaied- under 'fie Limited Liabrlitv

ij",t""i"r,ip ,q"t, 20oB having rts regrstered office it tJnit No G'12. Relrable Piaza Plot No. K-10. Thane'
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,"f"i" i"irg"!"t to d" coniext or meaning ihereof shali mea* and !''clucie rts Afftrates' partners' employees'

assig iees, agenis and successors_in-inielesi) and

i
DR. DEEPAK SADASHIV BHoSLE, presenily employed ai rs Department ol Pharmacology' Mahatma Gandhi

l,flsson sstirteOicat Cotleqe. N6, CIDCO. Aurangabad'- 431003 Iv!aharashtra' lndla (herernsfter rererred to as
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Mahatma Gandhi Mission s MEDICAL coLLEGE & HOSPITAL ' srtuated at N-6 CIDCO Aurangabad -
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y'Jhereas, TC L,rir iec. iav ig is :E! s:eiea aiae :i /:a - a ra-se :- _ - \a--_ a,a.^ <- 11.-
Sponsol') throirgh ilsAgent'CRo a-estres he nsrnuton-ro.";-"t;,., j,.r-r; ;;r-::i;.. t,-... -.
Paralle Group study to Evailate the Effect and safety of rest Brscuits as comparec to pa.eco Esc-:s -
Reguatng Blood Glucose Level in sublects with rype2 Diabetes Melitus andtheinsttuton s!r' .sic:e-:--
a cl nica study of the lest biscLr ts (study product) and

WHEREAS the study (defined be ow) is of mutual interest and benefit to the sponsor cRo nst tut on a.c pr r. .:
lnvestigator and will firrther the invest gational and research objectives of the lnstrtution and princ oa lnvest gata-

WHEREAS, the Pr ncipal lnvestigator and the lnstitution have the qualified personnel and the facilities equrp..:
accord ng to Good Clnica Practces (GCp) to undertake the Study (defined herein below)

Forthe purpose ofthrs Agreement Affiiate" means when associated with a party to thsAgreement any e-::.
which contros. scontrored by, oris under common conko wth that pa(y ln this;ontexl the terr.r controi s:
mean any one of the folowing: (1) ownersh p by one entity direct y or rndirect y ofat eastfifty(5!%) oflhevor-:
stock of another entrty: or (2) Power of one entity lo direct the management or po ic es of another eirt i,i by coni-a.-:
or othen r se

Now,TBEREFoREinconsideaatonoftheprorasesandmutuacovenantshereincoatair,edthepaiesagrea::
fol ows

1. TNE SruDy aNp ltE PRoTocoL

The study of evaluating the Effect and safety of rest Biscuits as compared to pracebo Brscurts -
Regulating Blood Glucose Lever in subjects with rype 2 oiabetes Mellitus sharbe conductecr unce- r-:
direction of the Pr ncipal lnvest gator. in treatment of pat ents ("subjects") ln accordance wrth this Agreeme-: : - :
the protocol identifred as Protocot tD No. KLS-PH-041604 and entfled,,A Randomized, Double-blind, para .
Group Study to Evaluate the Effect and Safety of Test Biscuits as Compared to placebo Biscu ts -
Regulating Blood clucose Level in Subjects With Type 2 Diabetes Mellitus,. a copy oi,,!:.- s atie:-::
hereto as ExhibtA (the "Protocol,,). including any subsequent duly althorized amendmenis a-: ,,,- a^ s:..::
rncorporated by reference (the ,,Study"). The Study wil be monitored on behaf of lhe Sporsc- .- :-e CR: .:
representatves (alone or together with representatves frorr Sponso, wil be alowed a.cess-: : -fcr-:.
resu t ng from thrs Study and Sponsor wi I have an unrestr cted right to use such inlormat .-
CRO (alone or together wilh representatrves from Sponsor) wi I peaform regu ar cn s i. -:--: -
theStudyThetasksofthemontortncludebutarenotimtedtothefoowirg1itc:-:-::
to verify the data in the CRFS aganst source documents (Source Docunerl ,,,.,,::.: :
progress of the Study and lo motivate if necessary (v) to review the CRFS .:- :.-: . - . . _-
data, includng laboratory test reports and other patent recoros lr' t::-a.i: :;.: .: _::
Adverse Events ( AE (s)) (vi) to revlew signed informed consert ra.-s ,:- ::-:: .:: . : :. _
enslre accurate record of drug accoLrntab ity (vi) to ers-.e z:::_2..= :.:-2 . -.
(o-o'etedCRFs aro.' rods.Jsso,o"ef .e:o.: i.
lnstitutons oblgaton tc conclc: i"e S:_:. . =,:-:.. ::-: : ::

enrolling lhe Subjects lpon recetpt of not ce
the sole determ nation of the Spcrsor:

:arfsor anc
:::dy at the

isa- s :as;nee ihat tn

:tse Comp ?:a Study enro lment has been aa. eved or

""*rrh },+l*&L-



E,

C,

D.

Studv Oocumentatlon, Case Report Forms i"CRFS'j riustoesaisiactoryaoarpetecviir:5
(Five) days ofeach Sublectvist. lfany tests are to be perforrned after the Subiectvis[ CRF sha
be completed wth n Five (5) days of recerpt of test resuits fo. each Sublect prov ded, however
that with respect to the last Subject enroled at the Slte CRF forsuch Subject rnusl be cornpleted
wthnthree(3) days of such Subject's last vis t to the Site The prlncipa lnvest gator sha I ensure
the accuracy completeness, egib ty and tmeiness oi the data reported to the Sporsor n the
CRFS and rn ail required reports. Safety data (Seflous Adverse Event Report Forms) wil be
commLrnicaled to the Sponsor and CRO in wril ng w th n 24 hours of (i) the Subjects v sit and (i )
rece pt of the test resu ts at or from whrch, such event was repoiled noted or recogi zeci Data
Clar ficat on Forms Quer es ("DCFs") must be comptetecl and retuined to Sponsor ancl CRO w(h n
three days of ts receipl

Subiect Samples. Al boogcal sampes colected from the Sublects shat be prepa.ed and
shipped n accordance with appropnate reference of the Protoco / Stlrdy requiremefis / Study
manuals.

Studv Comoletion. The lnstitution shal cornplete the enrolment of a the Sublects within the
specfied timeline given or informed by the Sponsor/ CRO The lnstitution shall nputall fna CRF
data and complete the final CRFs not iater than three days after the last Subject visit

PaYi,lENT

A. BUDGET ANO PAYMENT SCHEDULE CRO sha on behatf of the Sponsor remburse the
lnstilution a I d rect and indirect costs incurred by the lnstrtution in accordance wth the Budget ard
Payment Schedule attached hereio as Exhbit B and incorporated heren by referenae t-:
"Budget and Payment Schedule"). Payment sha be made by cheque payable to MGM lvledica
College. Payment shall be riade wth n th rty (30) days after CRO has received invoce lror :-.
Principai nvestigator. n additon CRO shal remburse direcUy the EC / RB for al .::..
assocated wiih the Study.

B. Pavment of Costs Outside Budqet and Pavment Schedule. payment,a. a-, .osts -:
specrfically descrbed n the Budget and payment ScheOute nrust be ac..a.: ...a-:=
writ ng by the CRO s Project [,4anager

3.

Pavment Terms. CRO shall have no obtigaion to make paymen:s ,:.
qr.ra if ed to partlclpate n the Protoco based on the nc usion and ex. -s :-
Protoco. Queries pertaln ng to a Sublects elgblity sha I be a::-.::::
Sponsors Cinical and/or lvledica Monilor dentfied n the p-.:.:: :-:
SLrbject nto the Study.

The forego ng fotwithstanding

Uponsubmissonolsuchcccrre.i::a_:: : -:: :::: : ::: .,=_,.a)a

E]

: . : .:: = :, ::: .-: - -: -- .:---:-: ::; r.;; l

The fLrrther detais for the payments shoutd be prov ded as:
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E. ReimbuFemqnt. []pon competon of the Study or earier ternrnai.. or :-s :::._._. .sprovrded herein. the nstituton sha Teimblrse the CRO for any ariouris ,"", ,,a.u'aa" a, ,-aCROtotnersltLto.nr--erceeol^eanoJ-rsto4-rcrlreD.-cpa.-,.,.-:;.:..."._,1,,a,
'o- conp eteo S-D.ecl L sis L^de- Il-e B-dgel ano Day'Te-l ScLFo_ e c, .. , ,; ,.".. 

-= 
-.

e3lEr_e-n-t-s- tqt Stqreen Failure: Soo-sorwlpalor'\,Rs.000- R_oees .- -. .- .. s.-: o. , :..5Lojeclr0, sc'ee-'a'l-re -1g -3a,a-ra dlto.o. Sc,eel .d l-.e SJo ea.. i, a J6- r -a,_ _
one screen faiure per two randomized S!bjects

OBLIGATIONS OF THE INSTITUTION AND THE PRINCIPAL INVEST]GATOR

A. ]E9tJFElpl+y4. fhe Prncipal tnvesiigator shalt be responsrbte with lhe cc.ce.a: on o. :-:
lnslttution and Sponsor for obtain ng approval from the IEC / iRB of the protoco ano ihe Suble.: :llbrned Co,lse-t Eo-.r. Tl-F pn--pa. 

"vesrgato. sFa., D-o/de tne Soo-so o. ,1o,:.,.:
des gnee with wr tten confirmation of-the tEC / IRB s approval pr or to the treatmert ot sLblects ,
the IEC / tRB withdraw approva of the Study. at any tme tfe enncpa lnvestgator sha ::
mmedjate y not fied by the Sponsor or CRO. piovrdrng a wntten e^p anaiion ot the circur.sta-..:
leadng to such wthdrawal ofapproval. and the p.inci-pal nvestigatorshaice;sethetreat_5_::,
a i Sublects under the Study

+Io!Te!9gi!!-e-S&!|I. --e Dll,lc oa t1lesr gdro- 5ra colct-ct ,-€ S-. o, :. c; i.. :rnslrtulon ne Pfincpa nvestgator shall exerc Se due care in the conduat o, i-: Siuc. :-:
represent and warrant that it w ll be conducted in accordance with (r) genera ,, ac::::e: st:: _. ,of,good cinrcal and reseaTch practce (ncilding. without irn tation t;e gufe:.s 3:: ,:-tn :. .-:l_ternatrola'Corfere^ce o- Farnolzariol Jaopt.do'e,..r t-isag,ee:"., .. _.:.o:

4.

wrtten tnstrucuons provided by the Sponsor ;i'ap;;'iJ ;;;l;;;'; -;:: , ,:. .rr":- ..,state, and federa 
. aws regulatlons and polces governiig t^e a:-:--:,:_ :. a -investigations. ncl!ding but n;t lmited to roca t' reg uialo r'y-il u ir;,..,. ^,. 

-: 
,1, =._l ;. , r.-.between any requ rements in (i) through (v) aboveliheprncca ^.:s.::.: .i. -- ,.-

Sponso- Prrncpa rvestgalortr a:a ::.::a:--:: =.:-. = a.aa
,! 11. any acplcable nsitJtCi :a :a: --: -.-::: - :: t:.: : :

: ::-s express
. =_ :r CRO and

: :3ree to a

:::._ : ..: :,:::-::'- .:- --: :: :-: _:-: =::- : -: : -: , ,-. 1:::'"::";:
ri:a;a -!esi!aio: n::a.a,,,s,-:- :-a S:-lj :=::-a. _-a_a. =aa :. : ,:_: je unabe to
::Ip:':::-::::":'."llt-1y.o."'n'ae'eene'.t,neDr''cpa,r'es,saro's': irecarer/
'uLr v I e :oo"tqo- or \00^sor s des g-ee and t1e Soo.so. o. Soor.o-s oestqnee s-a e-oea,oT

\-"^^'sl-



:: a::__:-:: a-: aa.a a-.-::--::::-:a-:: _,, . -:a:_r,.- ::1,::: .j...:.-i.: :.:.,. -,:-...-.::.,=-t..a-, 
-:' -=,: 

t.a- a- : I ::._-a. : :::e ;_a,,,a.( a_aa_a: .e r: -3,a,-: a,_a. 
- 
i

1:^l:-*: ill !g ano eco.oT. c ouicories i nc u. n-r .roun." ,""i.i, 
."..*..,,-r. -.- 

.^. ----.sucn rntormatrof is clearly descrbed n rhe tnform;d con.unt i.rri.i 
""i:;;;. :::....-b/ l'e S.rored ald r.e 'EC ,RB r-.or,-cod ..".,.gr,oi 

"lo._".:.1-.----..1_ 
-._- 

-...$ith-the Soorsor ald ,se.easo.ao,e esols lo o,o-ror, olo, oe a. o.i;" :,0:;, c-- :_. ,...tfe Sporso

'lre -sltLton ald r1e p.rctoa, ,nvesrro1161 5-", aso.oooe,ate \\,t: r-e Sa J.(.. t_:...:- :.'egJrdro'/ agelc es .- tne eve.t of an"Ju_ceo or Jran-o-.rceo .";r., "; ,;.,.ijll"lg:lliiy.lgl....-:s --e,ns,turor arg-rn;;,;;;";- -'i.rq;ro.-, ;. :;:. ,.. i",",1'...- ,rc,co,,oreo'r-er-rededo.oossorF,-<nFcl.o.r,r,tr,.twentyfouili4ti;urs'o.:........:..i.=
ol rl n add tron nol ce ot the Intended oi nosstote nspection itrrI u" 

"l"ii"'dp""",'_ *ilrr" f",tyeight(48) hourso.rLereeonon,cnoL,r,carior-t.u".i,"-,".poiru,.l;0.;o-.:o:, _q- -es; :
,:.f:1.,1:9 ly the regu atory agency concernrng ary aspect of the lnstituron a"ocr pTrnc.:l^vesllgatols actv'les oJ.s-a1. to rh,s Ag,ee,r e-t r;e rlsul-for a.o "l-fo, -,,-,.,,,o...,pern t 'eoreselut.ves ot tne Spo-sor and:o. CRO lo r.,i.. ,;;;;;--, ;^-.' ^- . lto 'rs be,rg se-r ro rFe regu ator/ agenc,es. ri,*"""*.i',*ri.l[, ulo oi "): l,o;" - "li;w'r, pe..r r .ep-eserrdrives .ron cRo a-i or sDonso. ," ;" ;;;;:; ur ;, ...,':;r",,;-,,.,provide cRo and/or Sponsor with copres or iranscrrpr. ot;rJ 

";;,;; ;.";"j.:. 
"""". 

-correspoldence oeh,leel i-slr-l.or ano o, p, *,",, i;;;,;::, :::']:: :: I:, "aJrlo.ryaro,,,i'r -or,/cRo ,,,r"du,", 
" 

.,:-::':?1. lnvesligaior alo Ire aopi-aoe 'e9-e-'
a_ruorrtl , w'n_g o' a-y violalol or oe.icrenc) -oLed o. ar . _

E, qllplies. ,-1e Soonso. o- Sponso-: des g-ee si a,.cLopr to ae D. 1( pa, ,-.os.a,lor ..c'a-ge s-".c,erl qLantt. ot tre n,face-t.ca oo.,r cr r^..nrr ",,"-'-_,"^,'^:1?te,,ars eoJ,or.relL ,.0 .,,";i;; ;;";:,"" :;;;.; ;"":J;.'. '?"""",;". ..,, ." .....
::,;:--:"9:: lha-r-tle-.Jr.ace_rca orod-cl s e,oer *erta ,:-.r-.." ,o _, :.',p uucrLe ilo reasolaote ca-e . re use. fa,o,,rg ,,o-"0" ,-r_r.o-,ri.. ,...r-._ ,c!'La-r1e.to.Lrer-raceJlca p.ooLcla-da-/ o,.tsoe,.aL,es !t,rr r tt .. .. ..I_e coFoletror o- le.r na- o- o. tne S-r.ov ,, '-a-r"o ._,:a -"1, a" . ,. ,. . . . a. 

,. 
, 
.,, 

.materials that were furnished to the lnstitution Oy o, on-i"f,"fi'oiS..j= .l= 
-=, 

s.a_., .1:: .:" b" ret,rneo ro Spo-sor or roonso- so o -e-ls j:i. ..-:l_strrctrols p.o/ded o, ae soo-so- .-" sporso. .." ai.,*, ':.. .': , 
.: 

, : 
__.::=i
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.
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Case Repaft Farms The Princ pa lnvest gator shal complete full c n cal evaluat ons ar.
original CRFs on each Sublect n accordance with the Protocol The Principal lnvestlgato'
shil ensure the acclracy. comp eteness egblily and tmeiness ofthe data reported:.
the Sponsor in the CRFS and nal required reports Theywll then be forwarded toCRC
for data management and to Sponsor as app icab e. Ln add tion, the Princ pal nvestgatc:
sha I deliver to the Sponsor oT Sponsor s desLgnee each completed CRF from monltor r q

vsts as provided for n Cause 2(C) of ths Agreement. The data r the CRF sha ce

recorded evaluated and stored n anonymous form n accordance wth data protect o^

regLrlat ons. The Pr ncipal lnvest gator sha I ensure thai patient narnes are not meit onec

on any documeni, nether CRFS nor other documents that wll be foMarded to CRO ana

Sponsor lf CRFs are not comp ete, the Princ pa lnveslgatorshaibeoblgedtocomper_'
them on request of CRO or Sponsor

Principal lnvestioatar Studr Fiie and Archtvtnq

The lnvestigator sha prepare and raania:n acil'p ete and acc!rate StLrdy documental or
ln comp iance w th CH GCP sia.dards ard a d.. .ab e La!r's Therefore an lnvest gatcr

Study fe shalbe pfepa'ea ir'af ca'ia:s a 'ee.z^i:oa!-ents iecessary for lhe

conduct of lhe StJo)r ia Jr ir! a-: _al - :aa :a :'e ;: ar, ^g r s g:ecl Proioco aad

amendmenls ir lnvestga:cfs 3:ca^-_a a:l -a:a:es I EC coaaposltor
approva (s)/op n,on aorrespoaaence''epc: "g ! a\"s ?^: s J'a:!ie sfeet for key Stud]
personne (e g invest gaiors. siudl, n-isesr / s!^a: si-a-, e!:eearenis incudli!
financa agreerr1ent, (vi) Tra ntlatonrepoli ! rapars!ea a:: s:_e: nforraed conser:
forms (vi) Study subiect insurance certfcate llxl CR:s _,.s:!3iors ccpy) (x) daia

correction forms (cop es) (xl) SAE documentalon anc'ea:::.c"esio'aence/reponnJ
(xil) shpplng/accountabilty/destruction Tecords for n!3s:,ai.'a ,fcduci and matera
(xii) Certficaie of analyss, (xiv) nstructons for hand ng .i 'rresigatona producl ar.
material, (xv) centraL aboratoly accred ilat o n/ce dlf calio i a.. ".'tc Cate reielence ranEes

of norma vaues, (xvi) sc.een ng enrolment and monta'_! cgs and Study sublea:

identifcation code list. aad (xvi) Study related corresponce:ae !! tr Sponsor or CRO

iv ADDaaLBgpgl9

The Princpa lnvestqator shall submit written slmmares o':i'e staius cf the Stldy to:_.
IEC / IRB annlaly. or more frequeruy if requested by the EC ' RB

!

T

FinalRepplls
Upon competon of the Study the Princlpa lnvestigator \t c:a!:e a s-nl.ary of i_:
Study's outcome ('Final Report") to the IEC / RB In addtc. a_, Se_aJs Adrr:':=
Events wil be reported to the IEC / lRB.

Reporting of Serious Adverse Event. The nsttuton and Princpa nves:,:a:ai shal a::'
Sponsorofany Serols Adverse Everts (SAES) encountered ntheStLCy,';:_^i.1e'tyfour::
hours of any SAES in accordance with Applicable Laws Regu aiors a_: :-.e .es and

cooperate with CRO and/or sponsoT in connecticn w th aiy repcrts .' : _!s -e a:3. :a slch SA::

Regulatory Compliance.

nst tut on anc Pr nc pai Lnvestgalcr!il{ccr:!iTlna a::rcate ei,s:'cieg!atons _

ts performance oiactttes uniertns Agreen'eil irsili:ciarc'oiPf_cpa Inveslga::_
w provde reasonabe assstance to Sponscr sc that Spcnsor mar" ccmpiy with a_

appl cab e law or regu ation n the perforrnance oi the actlvit es under ih s Agreement

i. The Palties agree that lnsttutlon and Prncipal lnvestgatois useand dsclosure ofStuc,
subiect heath and medica nlormaton is subject io cornpllance wth applrcable laws anc

reguatons. The Parties, therefore agree to lake alreasonable steps to protect the

confidentalty of any Study sublect heath and medcal lnformation that t has access to

and comp y with appi cable laws The ob igat ons set forth in th s Sect on sha I suTV ve the

term nation or expiTation of th s Aqreement.

i f applicable nstituton and Prlncipal lnvesligator wll obtain a wTtten informed consef:
forr. from each Stlldy sublect and wil mainta n a s gned orlg na of the wrltien nro--.:
consent n the StLldy sublects records lnstltuton or Prnclpa nvesila:a' a'- -
CRO andlor Sponsor an opporluaty to Terex a.d aaa':..:_a ::_:._ :'' =

H.



5.

iv. nstituton and Princpal lnvestgator wll provide francia d sclosures that may be
reasonably requested by Sponsor so that Sponsor rnay fulfl ts fnanca disc os.rre
obligat ons under appl cable laws TU es and regu at ons

Resignation of Principal lnvestigator. The lnstitui on sha iniorm CRO rn case the Prnc3e
lnvestgator ceases to be assoc ated with the lnsttution for any reason dLrr ng the course of i.e
Study They shalaso repace the PrncipaL nvestgator n case CRO so desrres and .efce: i
ass stance to safeguard pat ent safety and Study data.

CoNFToENTtALtTY

A. Confidential lnformation: The term Confdenta lniormaton sha n ean any and al niormatrc^
data or know-how tTade sesrets whether wirtten cr ora techa ca or non technica as we as
tangbler.ateras nc uding without I mltat on I ) f nanc a acco!ntlng and business nformation i
informaton reatng to sampes compounds procedures Protocol the nutraceutcal prod!ct ana
alreports docun'rents dataandothei rfoiiratrcr geaeraied nconnectonwtththeStudyorothe.
informaton whch the nsttutcn cr tNe Prrcp: nlestgaior ieceves drecty or ind rectly, fro-
Sponsor and/or CRO and ( I ) ary othe. iata oT nioTraton tl'at s!eneratedbythe nstitution as
requred bythe Protoco and/or ih s Agreement nc !C ig Case Reecl Fcrms aboratory data an.
Study resuits. but not inc ldtng the med ca iecordsofthelrstiu:o. Sublect io ihe rTov s ons c:
Cause 5(A)(, through 5(A)(iy) thePaitesshal noidiscoseCcnioenta iJc'n atiof wthout prc-
wrtten authorization from the Dtscosng Party for ary p!rpose other than ihose specfled ntr.
Ag.eemeni The ob rgations of non d sc osure shal not app y to the io ow ng

/. Confdentia lnformatton that is already n the public domain at time of dsclosure.-
becorr1es pub icly avallable through no fau t of the Receiving Pa,1y

/i Confldentia lnforrnaton that is aready known to or independenty deveoped by t-:
Recevng Pady as shown by its pror wrtten records, provided that Recevtng Pa.
informs the Discosng Pady prompty upon the Recevng Partys discovery that:--
Confidential lnformation is already ndependent y known iothe Receving Party,

,, Confidential lnforrnalion that awfully and n good fath received from a th rd pa.ty whc : :
not der ve it d rect y or ind recUy, from the Disc oslng Party and

lv. Confdenta lnformaton required to be disclosed to a governmenta or reguatory age-:
to the extent necessary for the required dlsc osure

Disclosing Perly: The term Dsclosng Party shal mea. the Pa|ty Cscosi: aaafd€-:.
nfor.nat on to other Party.

Receiving Party: The term Receivng Party shal mean the Part,r' re... -: Jonfda- :
nformat on jrom the other Party.

Notwiihstanding anything to the cortrary n ih s Agree.nent i.:- -. -.'. - s_: ..e!,eri : :
lnsttution from dsclosng to the DCGi or anlr' otrei aopiociaie .e2,a.a', aaa-a aallaa- .
information lncudng Study resutsl iha: :aaaies t.ai :^e a:-_s:.r:a- a. -se of ::
nutraceut cal productorCevce is assccalea.r:^ a sE. a-s . s{ aj-a-- i: t-a S-.a:::s p.o,.:a_
that nstltutol] i.r:nshes at,east iolriee_ 'r a= | z: a a ..'"=- -:' : I -: :;onsor a-,
Sponsor fals dLrrag sLrgh tme to eiief r;.q'-: t5__)J.: ::-:!Et ar -i iuton or l:
adequately deaaonstrate to :he "sttL:on lra: : -as ao-c ea ,,, i- 2 a:! aabe disc osLr::
requirerneits, or (rl prevent nsit!ton afdicr Pincpa inveslgaia:l3rt Fic.- -g tre Subiects cr
potential Sublects oJ any acverse experences or rsks assocatei,,vth ihe siudy product cr
dev ce.

Non-Disclosure and Non-Use, Except as otheM se expressy prov ded heren fcr the term of
th s Agreement, and for a period of fve (5) years thereafter the Partesshal notdscosetoany
third party Confdental lnformation and sha I not use for any purpose other than as expressty
provded for heren any such Confidentjal lnformation without the express wrtten consent of the
Disclosing Party. Wthoutlmiting the forego ng the Partesshall d sclose Confidentia lnformaton
only to those employees of the respective Party who requ re such Confidential lnformat on for the
purposes of th s Agreement and who are boLrnd by an obligaUon of conf denl a ty and non,use no
ess skingent than set forth herein Upon dlsclosng Confidentia lnformaion to any empoyee :he
employ ng Party shall advise them ofthe confidentia nature oflhe nicrrnaton erC s-a ..:,':
them to take a aecessaT_v 3nd reascnabre creca.rtons ta a'e.._':_. --: :_: r.: r: : -

B,
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D. ilIedical Confidentia{itv. \.:r.,,:-:::-: -: :-. :. i-: .:.::: -: : --:
co_':e_Ia :r l.a. -.:., .:.:..1: :.-:: ._, -. . .., _
may have acaess n aaaoTaaace i, :- a aaa a::a.:t:-: 3:::a a-a aaa aa-.reguatons and rls correspondng ieg!aioas ss_3c --:a, la3 a- a:-:_:::
Sponsor shaI not use dsclose rarian sla.e o.,.a-a-, a:. ^a-. -a- 

-
.ro-.raLo- e?ceolds oe.,l ,lleo or s (- a,\s

E. Protection. Without lm ting the forego ng, the parl es sha -af:2i.s:s._::::-...:!-.!::pTevent acc dentai orotherossofanyConfdertalnformatona:ife:a:_a-;-a_,:^aa,:
use_gl ea.si the same procedures and degree of care v,,n ch au.:_i= ,. :,::ea: :s a..-confdential information, buitn nocase less |ian reasonabe car" i",i. a.'.:, a..ss .s..s_-.or use of any Confdenta inforrnatonjn vtolaton of this Agreeme^i t-e ie:e. -: ,afi s-;mmediatey notlfy the Discosing party Thepartiesshatprev-enttnecsc:s;la:-_e:ca rec:_:sand prvate o. persona nformatton whether confdential o, no:-; ::; .r..-: _e:! rec ..;po caole tdns o' .eq- dlo-s

7. OwNERsHtp oF lMarERtals. OATA, INvENTtoNs. ANo DlscovERtEs

B. Pat6nts and Inventions,

i AII right, ti e and interest in and to. \
discoveries {collectjvely, .,lnventions,,l =
the Effective Date of this Aore---e-::.

PuBLlcATtoN

Sublect.to governng aw the Sponsor shall havethesoerghtlorevew Lrse pubtsf a...sacse a-oara nrorrnatton 0r results deve oped or ar sing out of the Sludy as the Sponsor initsdsc:etaa Cee_:appropriate, incudnq, without limitaton in submssionsto tn" iOn ana Jii,ui gouurnr".,r rgun".,
!:::!^"] -lll:19r.'""1 lants ro 

.publish his. parr the pior wrirt;n ,pp,*"i ii"r-!rc"."r s reqL.:_
rpofsoT Teseaves the rqhl fo delav anv oubication jor a period not to exceed srxty (60) dai,s ai:eae a:drafl rn o der to oblain patent protect o;

A Mqteriarq and Data. The sponsor sharsoey owa ar rght, tte and .terest n and i: -.
.'-'a'..':ca ooo.(l a.O a-r o o a ,,.o,. a;o- d.-a "o- ol.. ,r"-t,-- , 

"--"
IrsIr-UI0.o. l\eur' cpa i-\estqaro.o/ o.o, o6na.o.tp Spo-co.as t.. -- -_ ..-.a. :progeny or mprovements developed therefrorn anaJ all rnielectual p,0"._.. ,,. ii.lt.1]::. 

". o1, aro_r\o\ p'oo-.t d.srg o-r o.o1eat,.g to r:e..''" I .' - ..,,.rtato- tle stJo, Reco.o. coEs ,eoo,ls a-o spF. _o-: aro _ .. .., a , , .tue-er- slaroetl-esoeo,ooel/o.l.eSpo^sor e oo,-g, :."i.. - _ _ ."..:
orscreton the right to pub tsh. drsc ose disseminate ardus; n ?,-a a:_ ,::_ :::_ai: 

=a_d a, D,.ooses ,-c -o rg /r'rno-l , - . . , - _

'eg ,taro-j aqelc es

::: : -::red ar:'a I :: :::ar oT a:_._=: - :: -.astgato.
_ _ ::i ::-a_ iants o;

:: ::::. oi any-- a:_--sor that.
: : :3 2Ee forms' - a _iea rch or
- : :_e cla ans

\, ^nn'(!-



n€goibie an exdusive. woald\Yicie roFiy-be?tiig lrcense to ary Insariu-Lon lnva):ijo. l'_,
such exduswe lrcense shall include a reasonable royatty based on Sponsoas a.c
Instituiion's respeciive cont:butrons to lnstjfutjon Invenlion and othe. ierms trlai are typ,aa
in licenses of similar techaology. Sponsor shall advise lnstifution in writing of its interesi :1
obtaining an exclusive license to any Insiitution lnvenlion within sixty (60) days c:
Sponso/s receipt of notice of Institulion lnveniion. lf Sponsor fails to notify the lnstiinio:l
within sixty (60) days or provides notice that it elecls not to obtain an exciusive license.
then Sponsois option shall exphe with respect to that particular lnstituiion lnvention ano
lnstlt!tion shall be free to drspose of its interest in accordance with its technology transier
policies. lf Sponsor and lnstitulion fai io reach agreement on the terms ior an exclusive
license of a pafticular lnstitution lnvention within four (4) months after Sponsor provides
notice that it wlshes to exercise its opUon, then for a period of one (1) year thereafter, the
lnstiiutlon shall not offer to licenSe the Instiution lnvenlion to any third pa(y on materially
better terms than those last offered to the Sponsor without first offering such terms io
Sponsor, in which case Sponsor shall have a period of thidy (30) days to accept the otfer.

C. No Other Riqhts. Except as expressly set fodh hereln, none of the Sponsor, the Principal
lnvestigator, or the lnstiluUon transfers io any other Party hereto, by operation of this Agreement or
olherwise, rights to any patent, copyright, trademark or other intellectual propety righi of any kind.

8. REpRESENTAT|oNS, WaRRANT Es aND CovENANTS

A. Ofthe Principal lnvestiqator. ThePrncpal lnvestgator represents and waTranis thai i)he'::
the legal althorty and rght to enter into th s Agreement, (i)he has no ob gation to any third pe-
that is n conflct w th or has the potenua to coaf ict w th. ts obligal ons under th s Agreemeni
he has and wi ma nlain throughout the conduct of the Stldy. al train ng nformatton. cer_s.:
approvals and ceatrfications necessary for safe y, adequate y. and lawfully perforrning the Sl-:
(iv) hewilnotenter nto any agreement with anythird partytodirecty orindrecuyfund or sup.:-
the Studywithoutthe express wrtten consent ofthe Sponsor (excl!ding aboratory nvestgata-:
radiologica lnvestgations or any other requrement to fufil Protoco crttel al and (v :- !

Agreement has been duly execlted and delvered by lt and constitutes a va d b F. n-! cb -ca::
enforceab e against t Ln accordance wth its telms

The Princpa nvestgator aepresents and warrants that no cinlca stJai a'i': _

involved was term nated for any Teason pror to comp eton that \T as ale ^ .'.- a a a -

Princlpa nvestigator s non-comp iance with the app cabe c_aic:a :'::- :r'::
the study or any applcab e oca state or feCera avr' T:-. P": aa ' .aa' aa-a '-'''
and warrants that he has noi received anv wfltten notrce irom I'e -:: --:: '
v o ai on of any app cab e federal a.Ji:e ai aE t: : a a: s:-r:: i-:i
S.'-',i rIa:rcert. ,-: "' _ _ : .

: . :: ! .- -: -:: .::.:: -

:a'ooTat on
:::ac ty the
ta:aTTed n

:-:'ieatened
::_,:es to the

; : : ::t, ieS uncer
: :_: :_e Sponsor

OI the Sponsoi 'ine Spats rcprese.,iser,aretrciis:aa:,,:-as;-i a:^a a,:-a.:yandight
ta enler into this Agreenent, (ii) n has no abligatian ta any ather paiy that is in can:,.t wtth the
Sponsors obl/galrors i/nder this Agreenent, and (iii) this Agreement has been dujv exe.ulec1 ancl

B.



I c \o Orner Reoresenrat,ors r' ,1aa'a'I es :'::.''.
; !a^ ':_: ::-sa: _:_: a':_a Sa:_s:_ :_: _3i:-I:_
'eaeres a_, -aa'33:_:::a_s a' t2'a^'.aa at:-::3 4' -a
e'p63( ' '_'' :-r '' :' i,,:::: i 

":
non- nf':ngereri

s.

'10.

GovERNTNG LAw

ThsAgreementsha begoverned by and constluecl n accordance io:l'e LaJ,'s aa ':2 lsa-ies 'a_'
sha l be arbiirated upon under the Arbitration and Conciration Acl l996.E.g sr an!"2:e a'. tte re'-'
shal be M!mbai ndia lt s express y agreed that the arb tral award shai be { ta a.. b i3 r! i-rpcn 

'ci^
the Pad es hereto However, the fina lurisdicton sha I re with the courts of lll;nca l.C a 

=ach 
o: t'e

Part es hereby express y subm ts to the lunsd ct on of the courts oi l\4umba id a

lNDEtMNtFtcarloN

A. Soonsor lndemniflcaton The Sponsor shall defend, indemnify, and hold harmless the

lnstitution and its trustees, officers, the Principal lnvestigator, employees and agents (the

"lnsttution lndemntees') from and against any amount paid or payable by lnstitutlo'
lndemnitee for any loss, damage and/or expense which would not have been suffered b!i
for participation in the Study, but excluding treatment for any pre-existing condition due to
any claim, demand, cost or judgment ("Claims") which may lre made or instituted agains:
them by a third pady by reason of personal injury (including death) to any Study subjeci
which ;rises oui of or is otherwise sustained as a direct result of (a) administration 3'
nutraceutical product pursuant to the Protocol designated in the Study, (b) ti'
performance of Study in accordance with the Protocol, (c) the failure of any covenant c'
;epresentation made by the sponsor in or in connection with the Agreement, the Proto':
ortheStudy,(d) the negligence, error, omission or malfeasance ofthe Sponsor or(e) e'-
other material breach oI this Agreement by the Sponsor; provided however. that Spons'' s

indemnificatlon obligations hereunder shall not apply to the extent that any Clain '
attributable to:

{i) the failure of any lnstitution lndemnitee to pedorm the Siud j _ a:::':a_'e wtr_ :'
otherwise tO adhere tO the terms Of the ProtoCO oi a-. n_:1a_ _sir!Ctia-!
(including, without limitation packageinsens !v h e : E 2 . . _ . . ' : : : ::: ::' the -!:
of any drugsordevices used ln the perfoirnance a'i-. S:-:: :'

(i) a fa ure of any lnst i,t ar _:a__
aaa ars 'i es :e3i- al a-s '::-

. -: ;'r'e sira_
::-::-c promFi_:::cntoany

nde.nnify Sponsor

Dld harmless the

tne exienl inat sLch CLarm is atlr ouiao e io

(i) the failure of any lnstitution lndemnitee to perform in accordance with or otherwise
to adhere to the terms of the Protocol or any written instructions (including. without

=:- 43\ I -r. nV
)-!" ' '\

:'\.l



(i)

(iii)

(v)

a.,5'-eS 'e;-a o-s _er-_E_: ::o-ra: :ii:'el-a - ;-:_: :. '-'

any negligence, error, omission or malfeasance of any lnstitution lndemnitee, or

the fa ure of any covenant or representation made by any lnsttltion noerr.tee na
conrection with the nvestigalor Agreement the Protoco or the Study or

c.

D.

E.

(v) any material breachofthslnvestigatorAgreementbyanylnsttuton nder:tee.

(vi) n the event that Sponsor ndemnitee fa ls to cooperate with and g ve such ass stance ia
lnstitution as may reasonab y be req!red for the eifcent and prompi iardlng cf any
C aira or makes any admiss on or offer to sett e a ie at oi to aay C a m

provided however, thatthe nsttuton'sindemnfcatonob galonsiereunCersha;notapplytothe
extent that a C a m re ates to any matter ior whlch SpoNsor s ieq! rec ic adeaan'fy an nstltuticn
lndemnitee as prov ded for in Sect on 10 A above

Notification. The Padles sha prompty notfy each other of any such cams suts actio.s
demands. or judgments and the Partres sha reasonably cooperate with each oiher n tlre hand :;
thereof.

g]gi![g. The ndernnify ng Party. at ts own expense, shal have the exclus ve rght to r.anaa:
Clams,contro investgation and lt gation, and select colinse , ncudngtherighttocompTomse.-
setteanycams aciions suits. deaiands oIi!dgments. provided thatitshal not coanp:omrs'
sett e any such acuon wth an adm ssion of Labiity or wrongdo ng by the ndernnifed Partywll'.-:
s!ch Party's wrltten consent

Representation, ln the event a c aim or act on is or rnay be asserted, the non nderrnfyng i^:-
shal have the right to select and obtaln representation by separate legaL counse f the -:--
lndemnifynq Pady exercses such right, a costs and expenses ncurredbythet."-rdemn'---
Partyforsuch separate counsel sha i be fu y borne by the non-indemn fy ng Pa'i'. :'.,.,'de.i :_.
wthoutthe lndemnfyinq Partys prior wntten consent the non-indemifyng P:':. 3_. Ta{. _,

admisson to, or any settlement or agreement wth. any person or par:li ,',_a 3 _ :_y ma__a
related to the ab ties for whch indemn frcatlon ma! be solchi bJ, e_ _,_ _::- ; g ::

Subiect lniurv, The Sponsor sha 'emDUTSe t'e ,-_a:a _,a3::_:, . : :rlc '
reasonabe atd neaesssry mecaa axae_a3s:'2::-a a'=a'. a': -=a::-aa _: a: :, s!b 3: :

- . -g '=

: :-:_ :.::'SeS a:

:' : :a_:43 a:e _:

::: -:: :atcetr _J

tu11 d20- ;A,



/ 11. lNsuRANcE

A, Sponsor lnsurance. Sponsor shal ma nta n during the term of ih s Agreement and for a per od of
One (1) year thereafter genera abilty insurance (wth product iabiity endorsements) and
profess ona c nlcal trla lablty nsuTance coveTage sufficent to r.eet ts ndemniflcaton
obligalrons Sponsor will prov de evidence oi its rnsurance upon request and wll provlde to the
lnsutution, th rty (30) days prlor written notce of cancelation of its coverage. Sponsor further
agrees to include lnst tution and Principa lnvest gator as additronal rnsured on such pol cy

B. Institution Insurance.
lnstitution and Princpa nvestgator shai manlain durlng the term of this Agreement, genera
llabillty rnsurance and professronal habillt) insurance coverage sufflclent to rneei lis
indemn ficaiion obLigations on appropriate cond tions Upon execut on of thls Agreement and ever!
anniversary thereafier during the term of th s AgTeement nst tlrt on shal plovide the Sponsor w l:
a ceftifrcate of lnsurance stat ng the mts of coveTage nsttuton sha provde to Sponsor aNa

CRO thirty (30) days pror,\rriten notice of cance aion cr rnaiera change of any nsuranc:
referred to here n

Th s C ause 11 sha I surv ve terrnlnat on of th s Agreement

TERTM ANo TERNItNATtoN

A. f!-t!l. ThsAgreementshalbegnontheEffectveDateandshal reman n fui lolce and effe:i
unul the compelon of the Study and the subrnssion of the Flnal Report pursuant io CiaLs:
4(F)(v) above, un ess eaTler terTr nated n accordance wth thsAgreement. ThsAgreeaaent s1:
be deemed ierm nated when lnstiiuton and Prncipal nvestigator have fulfled ther respect.:
respons bilit es as spec fied n this Agreement

B, Termination.

12.

Eiiher Party rnay terminate this Agreement lmmediately upon written not ce to the other f:

the authorzation and approva to perform the Study ln Inda is wthdrawn b! :-:
app icable regulatory authority n Lnd a

the clrcurnstances require termnaton ol Study in order to protect the sa:::-
rghts or welfare of Subjects enro ied in the Study. lntheaternalve etherPa-
may rmn, ediate y d s-enroll any Subject to protect that Sublect s safely righl. :-
weifare w thout term nat ng th s Agreernent, but shal proaipt y g ve tie .ther F:-
wrtien notice oflhe dis-enro lment

Th s Agreernent r.ay be term nated by either party upon th rty l30l aais aToT wr:::_
not ce if e ther of the fo Low ng condit ons occurs:

a if either Party fais to comply with the terms of tr s Agreer_eri !'r:l'n thirty i3:
days of recelpt of wrltten notce wthopporiurityic.--.':.-:^eci^erParty c_

if the Prncpal nvestgator s u:!tr:rg cr Jraca :a ic'irle ic serye and :
s-ccessoi ac(eptable _c _:_', s{,-::'a :s::_3c j-.:E.e c(e

Th s Agreement rnay be ierm naied by e ther Pariy for any reason other than those listeo
in Clause 12(B) upon th rty (30) days pr or wr tlen not ce

iv. Upon the effectve date of terminaton there shal be an accolrnt ng conducted
nstituton sublect to verlfcation by Sponsor Wthin thrty (30) days afler rece pt

adequate documenlal on therefrom, Sporsor w I make payment to lnsutut on lor

a. alservices properiy Tendered and mones propelly expended by the nstitlition
unti the date of term nat on not yet pa d for and

reasonable non-canceLab e ob igal ons properly ncurred for the Study by
nsttuton pr or to the effectve date of terrn nat on

by

lmrnediate y upon receipt of a not ce of ierminallon the Principa lnvestigator sha

J



lm.n'!ediate Termination bv tho Soonsor. The Sponsor may termlnate ihis Agreement, n
whole or jn part, effectjye jmmediately, upon wrjtten notjce to the principal tnvisligator; a)
if the Sponsor, in its sole dlscretion, deems that the safety of the Subjecttwilt be
cornpromised 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 nutraceuticat product to the tnstitution.

vll Effect of Termination. ln the event this Agreement s term nated pror to completion of
the Study forany reason theprincpa lnvestigator sha I a) notijy the iRB thai the Study
has been terminated b) cease errollng Sublects ntheStudy c) cease treating S!blecta
under the Protoco as d rected by the Sponsor to the extent medcaly permissible and
appropriate, and d) terrn nate assoon as practcable but n no event more thaf th riy (3C)
days after the effective date ofterminaton al other Stucly actvties provded however
upon the Sponsor's request the nsttuton and the principa nvestgator shaicontnLre tc
colect data and prepare ard compele CRFS for Sublects treaied n the Study pnor to
term nat on Wlthin r nety 190) days ircm tire effect !e Cete of aiy such termrnatron lie
lnstitutron and the Prncpai r!esigator she pr.!ce to tfie Sroisor ar oata co iected r
conneclion wth the StLdy. fcludng ,,,,rlhout mtatcn StuCy reports aNd:he Finai Report
descrbedinCause4iFl aDove ano exaeFtas oi:eri/ se Dro!ded he.en sha return tc
the Sponsor any anc a I Stud, sJpc es ri?le' a s ara Ca-. cerl a rrc.matlon provided ur
the Sponsor for ihe conduct cf the Siucy at tae Sponsa.s exoe!se provlded howevei
that the nstituton may relan one \ll copy of lhe Confjenta nforrnaton lor reccrd
keeping purposes The Sponsor sha reman rabte lor paymeri,c: any CRFs submtted
p or to the effective date of term nation or wthI n.ety i_o0t days thereafter r
compl ance with the terms of th s Agreement

vtii. Survival. Termination of this Agreement by either party sha not affect the rights ar.
ob gations of the Partes accrled pror to terminaton A provisions in ths Agreerner:
which by thelr nature. exiend beyond termnation of the Agreement. together with t-_.
provisio.s of Clauses 4(F) 5 6 T.9 lA, ll.ard 12 shalsurvtve any terminatjon of th:
Agreeraent for any reason

MrscELLANEous

Use of Names: Publicitv. Except as otheMise required by applicable taw regulaton or cc_-
order, no Party to this Agreement wi I use the name or other dent fy ng marks of any other pad, :-
its affiiates or its employees n any advertisement pressreease,orotherpubicstatementw|-:,.
pr or wT tten approva of the other Party; prov ded however that Sponsor may dentify lhe lnstilL: :
as a partcpating clnca site and the Prlnclpal nvestigator as an investgatoT n a Study --:
lnstitution and the Prncipal nvestigator shal havetherighttoacknowledgeiheSpoasor,ssur.:-
of ihe Tesearch perforrned under ths Agreement n scientfic publcations and oter scle.i.:
comraunicatons (any such publcations or commlncations shall be made ln acccrdance .-
Artce 6). Each of the Partes hereto shal not discose to any th rd party the ter.as of :-:
Agreement witholt the prjor written consent of the other party except to advscis "vestors r-:
others on a needlo-know basis undeT ciTcumstances lhat reasonaby ers!re :tse :aafden:: :
thereof or to the exient required by aw regu ation or court orcler

lI!ependent Contractors. The Part es acknow edge ihat the Te at o.s- : 3a:,iaa- :ae Spors:.
CRO instilutiof and Prncpa nvestgator c:eateC bi trs Agiee-a^: s:-a: a, !eperl..
conkactors and that netherthe Prrncpa nveslaa:ai:.to. rsi:!ic- a-::: -: :-e::-Jr ijssi.-:
or. oo galO o oo's'rO t'eSpo-co-

Limilation of Liabilitv, I nc event sha iae ,:ies 3e eae:a e:a: ai::',c. aiy speca
incdental or cofsequential damages arsng oli af af reairg tc i"s;!ieere-i orihe sublea:
raatter hereof. lrc,,",'ever caused aad ,r,,ieiie. sLci aair s aasea . aa-:fac: tcrt tacludr:
negigence) or otherv! se elen fa:alircrzedrepieseitaireafiieSp!:scf s ac,sed oiti;
poss b lty of srich damages

!-Sl&!S. Any notces reqir rec or perrtted to be gve| hereunder shal be . wltng sha be
addressed to ihe Party to whom such notice s ntended as fo ows or such cther acc.ess ano/cf
number as such Party may substrtute by wr tten notice hereunder and shallbe effectve on receipt

Any notice to the Sponsor shall be addressed as fo owsl

c.

B.

Address: ITC Life Science and Technology Center, No.3. phase t, Stage l,peenya tndustrial
Area, Peenya, Bangalore -560 058.

D,



E.

H.

G,

Address: IUGM s MedicalCo ege, N 6. CLDCO Aurangabad 431003
Attn: Dr Rajendra Bohra
Ph: +91-0240-6601100
e-mail: mgmmca@themgmgroup com

Any not ce to Pr ncrpal lnvestigator sha I be addressed as folows:

Address: IVIG[/] s [,4edica Co ege. N 6 C DCO Aurangabad - 431003
Attn: Dr. Deepak Bhos e
Ph: +91 7770087870
e-mail: drdeepakbhos e@gmai.com

I\4aharashtra ndia

lvlaharashtra noia

Any notice to CRO sha i be addressed as fo ows

Address: Kamic Lfescences LLP Unt No 02 GrcJnc Focr Re abe P:aza Pct No. K-10.
Thane-Belapur Road. M DC A rc i Nav N4irmba'.100 7Cg
Attention: Dr Prashant Klrk re
Ph: +91-9930886030
E-mail: prashant kirk re@karmicl fesc ences com

Assionment. This Agreement sha lbe b nd ng upon and inure to the beneit of the Pa.1es hereta
the r Tespective successors, asslgns lega representat ves and he rs. The Sponsor may ass gn th s

Agreement to any successoT to al or substantialy al of the busness of the Sponsor or _

connection wth lts merger consoldation, change n contTo or simiar transaction Except:!
otheMise set forth above ths Agreement may not otheMise be assgned by a Pady (whetr:
vo untarlly, by operaton of aw or otheMse) wthout the prior wrtten consent of lhe other Parle:
Any purported assignment of th s Agreement rn vio at on of this section sha be vo d

Modificationi Waiver. This Agreement may not be altered amended or modfied ln an\ ,:
exceptnwritlrgsgnedbytheSponsor.thelnsttutionandtlrePrncipalnvestgatorTl'refaiL'::'
a Faiiy lo enfcrce any prov s cr of the Agreeme5tsha rct De cansirLred to be a r/a rer af tha -:
of such Party to thereafter enforce the provisron or any other prov s on or i ght

Entire Aqreement. Thls Agreement and ts Exhibts constitute the entire ag:eemeni betweer :_=

Partieswth respect to the sublect rnatter hereof and supersede al prordsc!ssons iegotrala_:
communicatons understandlngs agreernents representatons ard wrtngs wth iespect i: :
matters covered by the Agreement ln any conilct behveen the terms of lhis Agfeeaent ana _=

dacurnents ncorporated heren. the ternrs of this Agreement sha'la(e !'eaeare_ae excea: ::
olherw se specrfrcaly set iorth n th s Agreement.

Severabilitv, ItheeventthatanyprovsionofthisAgreemertisdeie-T"ea.aae eJa:a,.a
or unenforceable by a court of corapetent iursdcton the refiaaae' a' :_s i3-ee-ent s-:
rema n n fu force and effect w thout said prov s on The Part es sia ^e!a: ::e : 3ocd fa i_ a

substtute cialse for any provson dec:a,ed ega irva C a'-'e.ra'ae2ae .,_a'sia -:::
fear y appaoxrmate the org nal ntentoitre Par:es r e:ie" ^a:_ s:a-a:-a_:

E&!!!9!. The lnstitution s IRB sha be ihe a!thorzec reD:eseriatr'e ol the nstituton ia
approve the Protoco and aiy amendmerts theretc Ths AgreeFeit:iay be executed n one c'
more co!nterpads a of wh:ch togeil'er sha ccistiLrte one anc tte sarne agieement Ths
Agreement may be executed by facs mie s gnature

Chanqes to the Protocol, f at a future date changes n the Protoco appear desrable sucl'
changes may be made throlgh p.or wrrtten agreernent between Sponsor and )nsttutlon. lf such
changes affect the cost oi the Study lnsttuton wil submit to Sponsor a wrtten est mate for
approva f in the course of performing this Agreement however generaiy accepted standardsof
c ln cal research and medica pract ce re al ng to the safety of Sublects require a dev at on from the
ProtocoL suchstandardswl befolowed lnsLrchcase the Party aware of the need for a dev at on
wi mmedatey lnform the other of the facts causng such deviation as soon as the facts a.e
known to the Party

J,

K. Covenant Not to Hire Sponsor sha I not and sha I not perm t any of ts Aff I ates to erop oy or
offer to ernp oy any Key Personne (as defined ln th s Sect orl u.1 .Te 'rear 

ro .-.'..';'." -. ':'

/



I L. Druo Safetv and Reportinq. The record ng of adverse events (AEs) is an mpodant aspect oi the
Study doc!mentation lt ls the Pincipa lnvest gator's respons bi ity to document a I AEs accord ng
tothedetarled guidelinesofthe Protocol and cuffent applicable ocal regu atory requ.ements The
Principal lnvestigator agrees to answer any questions of SPONSOR and/or CRO'S Medical
Monitor concernng any AEs According to the Protocol. the Prncpal lnvestigator vr'll assess at
each vrsit whether any adverse event (AE) ncluding abnormal aboratory values has occurred. The
details of all AEs whether reported by the Sublect or observed by the Pr ncrpai Investigator / Study
personne durng the entre Study, wilbe recorded onto the appropriate source docLrment Each
adverse event must be recorded in the AE sect on of the case repo.t form (CRF). regard ess of the
causa re al onship

The Prncipa lnvestgator must mmedately repo alserous adverse events (as defined n

Protoco ) which occur during the course of the Study and ,rp io lhe date oi the Subiect s ast v s t
to the addressee glven be ow The SAE Report form w !e Jsed for cocumentat o. and report ng

nlta and fo low up SAE reports are to be e-a ea ia :"e i,,le: aa lffa:s Deaa-:nentofCRO for
onward transmiss on to sPoNSoR

E-mail: safety@karmiclifesciences.com

lf ihe event is unexpected and falai or life threatening and is considered by ihe Principal
lnvestigator possibly related to the Study medicalion, the Drug Safety Deparlment of CRO shall be
informed immedialely by telephone and followed immediately by fax.

CRO undertakes to notify the Principal lflvestigator and SPONSOR of all serious uneipected
adverse events, which occur during the course of the Study in any othea location and are reported
in an expedited manner to health autho.ities. The Principal lnvestigator will inform the local ethics
committee of SAES reportable according to iis national requirements and timelines and of findings
that could adversely affect the Subject's safety, could have an impact on the conduct of the Study.
or could alter the ECs / IRB's approval to coniinue the Study-

lnstitution and CRO will be responsible to noiify on time the healih auihorities in lndja.

lN WITNESS WHEREOF, the !ndersigned have entered into lhis Agreement as of the date firsi set fo(h above.

lnstit!te

,r, \#-
(Slgnature)

Dr. Raiendra Bohra
Dean
Mahatma Gandhi M ssion s I\,4edica co lege and Hosp tal.
N-6 C DCO Aura.gabad-431003 lvlH. nd a
crr N CV 2'f 14

(Date)

By ExEcurNG THrs DocurvrENT rN THE spAcE pnovtoto BELow, THE pRrNcrpAL rNVEsrrcAToR
HEREBY ACKNOWLEDGES AND AGREES TO COIV]PLY WITH THE TERI!]S OF THIS AGREEIMENT AND
THE APPLICABLE PROTOCOL, AS A[IENDED FROIV] TIIVIE TO TIIV]E

Principdl lnvestigqtor

h*\^v,U,/By:
(Signature)

Dr Deeoak Bhos e
Pflnc pa lnvest gator
Ivlahatma Gandhl Miss on s [,4ed cal co ege and
N-6 C DCO Aurangabad-4310C3 1,4 H lnd a

Hosp ta



Namefr/ Prashant Kirkire
Des gnaUon : Pres dent

t- DeL J6
(Date)

Ir_ _-_:--: __l

I



Exr-rBrT A: PRorocol

As annexute T

Protocol No - Attached herewith

I



EXHIBIT B: BUDGET AND PAYIIENT SCHEDULE

BUDGEI:

Principal Investigator

Site Address

Dr. Deepak Bhosle

\4aharna Card' IV ss or s Vedrca Co lege
431003 Maharashtra lnd a

N-6 C DCO Aurangabad -

PAYMENT ScHEDULE

Payment Scheduie for the tota stldy Grant s as fo lows

Overall Per Patient Budget

rcation

Vst l (screeangvst) be pad per subject @1000' patient

EC Charges/fees wlll b6 paid separatety
Central lab.would be utillzed for protocol spocific blood anatysis and payment woutd be done by
CRO on behalf of sponsor

Amount in lndian rupees pet
patient

Reimbursement

14504

lncludes the following

. Pl and site team payment inc uding Co- lnvestigator (s)

Ph ebotomist(s) Nurse(s), Dietician as appticabte

. lnst tuiiona overhead

. Subject Travel Compensation (max to be paid INR 2S0A"i isiusubject

Total Amount

nvest galor fee
- Staff fees

-in case of screen fa lure

VGlt ,Gnro[nent ,,Lst)

every 2 enro ed sublect 1 screef fa )
'nc!srve of stud, stali iee for screa-
faiures

2544 lo oe oa o oe e "o'eo s. o.ec:

Vlsit 5 1000

VstT 3540 to be paid per comp eted sirblect

B

Stldy Staff Fee
( nclus ve of
Coordinator &
Ph ebotomist Fee)

Vlsit 2 (enrolment v st) -
Visit 7 (End of study v s t)

1500 To be paid for per comp eting sublect

Subiect lrave
rermbuTsement

Vst 1 (screen ng vsit) -
Vislt 7 (end of treatment)

1750 max to be pa d per sublect @ NR 250/v s t

o ECG fees Screening Visit 300 to be paid per screened sublect
D % lnstitutionaloverhead (30 %) 2874 W I be pa d as per the (A+B jjer

completed sublect
Tota 14504 per cornplet ng subject

I

x(ty;Bgt ltxttritxttx&i,.,iittxxtt J!!R ir &o.lM*!!*X!:,.til***Xl1',r:l*&
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-r;
The Payee des gnated above w ll receive al compensation paid tothe Instrtution n connection wrth the lnvesttgator
Agreement, f app cab e. Payee wil prov de a appl cab e tax dentificat on numbers a.d upon reasonab e reqLrest
wi prov de or ass st CRO with forms re ated to appiicab e taxes.

Payment Schedule for the advance payment is as followsj

1 Study start up cost (Advance/ pre payment) tNR 10000/

The advafce payrnent (pre paynrent) provided to the pt wilbe adjusted agajnstfrstthree nvo:ces ratsect byp as
per the PI grant.

The remanrng payrnents wll be provided on monthy basis as per the patents vsi charges/ patent study
coaipletion

Sponsor wl pay only INR.1000/- amount for screen faiure patents as per Exir bit A oi:hs Acreerneat wiih the
maximum rato of 2:1 e max rnuTn one screea faiure per bro ranconzeC Dateals Anl Stud,r sublect who has
been enroled n the Study but does not nreet elg b ity reqLriremefis 1as set iai. " :re p:oto;o ) nray be
withdrawn from study without any payments CRO reserves ihe .ght to ,/,, ihhc d pel..efi ,.. anf Siudy auble;t (l)
foT whom a signed informed consent forrt has not been obtaned pror ic e ra -:-: ,c. ll,iom reas-onabiy
complete Case Report Forms have not been obtaned or(ti) forwhom tre pr.:aaa -es -:: t.e- io owed abse;l
reasonab e explanatton from lnstilut on and'lar Pr nc pa lnvest gator for -e p'otcaa a9, ;: a- .

Payment Adjustments

lf lnstitution s/Prncipa nvestigators part;cpaton s termnated because nc S:-a, s_aaa:s -e,e ceen enTo ea
l]ct.i,!O1'D'tcioa'-.estga_o-^ -OLoec..-.:.- -e.--.:e-o-.o.1.- -.-.1 .i, i -,.,. - cosft..c:
wereincurredprortcsuchtermnator exaea::a iae erie-i s!a: aost: a:a se: 

j::^ a.ra-ass -::s nvesiaator
Ag-eere,r

lf, upon termnaton of this lnvestgatcr A!.e:-a^: ala a- :3-:. a: S:a-st- -:s a.aaac funds lhat
lnsttutron/Prnclpal lnvestgatorhas rciear::: - =:---.az--. , -:r::: a.._::-:--:aa ^yss:gator(orrts
deslgnated payee) wil return to CRO at sLcn !.epac ,--:s ,.,:- - :-:. 3: ::_s ai.- :-e e-ective date ci
term nation Prepad lunds owed to CRO f ar,,' r, !a -e:-.-e: a--s-a-::: -s:-_a:a-s :-a, aea by the CRC
acco!rntant ass gned to adm n ster payrnents to il-e pe,ree

ln theevenlthis ExhibitA sets forth a maxim!m iuTnber of surieats taai r:al .a a-.. er cr -si:-io. ntheSti.t.-
oramaxmumpaymentarnolntloPayeepLtrsuantiothesiucysponsc:aiisasa.e:a-:ar:_i-arzencTease:
r slJo, sLo.ec's a-o or paj-elts
ln the event the Protocol is arnended. compensation pad to the payee nra! be aci_sie: i. c,re eflect tc i-.
Protocol amendment.

Durng the courseofthe Study lnsttuton wilhave forty ftve (45) daysafterthereceoio.i.a.er,ierttodsp_:.
any reasonabie payment d screpancies

Send nvo ces lo
Contact Person: Mr. Amit Pawar/Mr.Sagar Dhawale
Address: Karmic lifesciences LLP, Linit No. G-02, Reliabla plaza, plot No. K-10, Thane-Belapur Road,
NllDC, Airoli, Navi Mumbai- 400 708

Also send copy of Ivoces through nra to contact person at amit.Dawar@karmiclifesclences.com &
saqar.dhawalefOkarmiclifesciences.com

Fal ure to nc ude Protoco number and pr fcipal rvestrgator's name on a nvoices Tnay resu t n de ayed paynreft

Final Payment

The fina payment wil be macie after the c ose-out v s t by the cRo cRA after a cRFs for all sublects have been
Ieceived and accepted by a cRo prolect leader, afd al dala queries for lnsttutron have been reso,/ed
sat siactoriy

=

I

Budget notes, payment schedule, conditions of payment ancl payment directions

Lenovo
Highlight



3 serious Adverse event related costs costs reatrg to sAE that arlse due to study pafticipaton wo!,id be
borne by the Sponsor of actlai.

4. Each rardomized subject after completion of the study v s t can be given the reimbursentents.5 P ease nole that the tota amountforthreerandomizedpatents.;. lNR 43,5121 (fourty three thousand
fvehundredtweve only) will be considered as retention amountand wil be pard at the end of siudy/ study c ose
out once a I the study re ated procedure and docuraentation would be over6 Al paymentsaresubiecttowithhodngtaxunderalappicabjetawsincludinglncomeTaxAct 1962

A tax of 10% wil be deducted tn case a tax exempton certficate is not provided Th s tax amouni has bee"
caculatedandaddedtototalgrantar|ouni.caseataxexeTnptonce.tfcateisprovded,thenthetaxarnouniig
10%) w I not be appl cable to be re eased to the s te n ihe birdget.

n case recru tment is not nitatedwthfareasonabeimeDefod,unutlzedamount(lnkeepingwithihe
paymerrt head above) wou d have to be reiurned io Sponsor
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CLINICAL TRXAL AGREEMENT

ftlengeuem is made and entered into effective as of 13 
'-loy-2o16 

- ---
in"'I.r+.. ef".tir" Date") bv and between BRISTOL-MYERS SQUIBB INDIA PRIVATE

Htiffi;. il;il in.orrioiltea ,no"t tt'e companies Act, 1956 having.its registered office

iflnoi"uifi rin""."'centre 6th Floor, Tower 1, Senapati Bapat Marg Elphinstone (W)' Mumbai-

400 013 (hereinafter "SPONSOR")

And

MGM Medical college & Hospital, N-6, qdco, Aurangabad, lvlaharashtra 431003' India (hereinafter
.INSITTUTION")

And

pPD Pharmaceutical Development tndia Private Limited, 101-AWing Fulcrum, Hiranandani Business

p"rf, iir,"i *""a, n"deri East, Mumbai - 400 099 (hereinafter'cRo")

RECITALS

WHEREAS, SPONSORconduc6 business inthe research' development' manufacture and sale i,
of pnarmiceuticai nutritional and healthcare products, and . ga

WHEREAS, SPONSOR desires ]NSTITUTION to conduct a clinical trial and INSTITIInON TA
desires to conduct same, said trial beinq entitled: : ?3

ifi ll:':'il;n,*"tr;:f f#-.?Tk,1i5"Ti:*:?f ['1",'i:::'J:"T;f#Y'iN?
Repalcement Surgery" t 'a

Protocol No. cV185158 B afg*

as it mav be amended or supplemented from time to time in accordance with tlft
,i',"i;#:,;;""d;J .' ir,," L5i,.iir, ."a !

WHEREAS, SPONSOR has contracted with CRO to coordinate and/or perform::it1ij-:y[in
required for the conduct of the Study and to administer and disburse payments under Amcle z frr

thii agreement. 
E

NOW, THEREFORE, subject to the terms, conditions and covenants hereinafter set fot€'

INSTITtiTIoN and SPoNSoR agree as follows:

article 1- The studv 
=l] 

ft5
1.1 The INSTITUTIoN shall, where required by applicable law' sub'it th" &$ffiH

review and approval (i) in the case ot all u.S studies and any IND Study' ro an aopropriate HSn l

il,'J,'s,m*[* il;w.1t";:l:'::';,*[#T"1!lJp il lxfl ii[,]-3[i+i,!T[ilffi p
t[Jiui" of u noi-frlo study, to an appropriate independent review committee of scienti$s orgneJ

-l aE
B-inol_lqyers Squioo lrdia Pnvate .rmited/I4clq l\4eorcalColege & Fosotal/DDD Pl:Dr'G Gadeka ; '

il*3,li2ii,li,E""o"aueLr\'z4$ /') n ^ ^rrl,il '-'"n",aluS s

(said study,
agreement,



I' qualifled individuals as set forth under Applicable Law and in the Declaration of Helsinki (any such
board, body or committee referred to hereinafter as the TRB). INSETUION shall condud the
study in accordance with the Protocol approved by the INSTITUTION'S IRB, as the same may be

changed from time to time thereafter (hereinafter the "Prctocol") and in accordance with prudent
research practices and Applicable Law. Changes to the Protocol may be made (i) in accordance
with procedures outlined in the Protocol, or (ii) by agreement ofthe INVESTIGATOR" INSTIIUTIoN
and SPONSOR. Changes to the Protocol shall be accompanied by such notification, review and/or
approval of the IRB as may be required by Applicable Law and/or the Protocol,

For the purposes of this Agreement, Applicable Law includes all applicable statutes,
enactments, acE of legislature or Parliament, laws, ordinances, rules, bylaws, regulations/
notiflcations, guidelines, policies, directions, directives and orders of any government authority,
tribunal, board, court or recognised stock exchanges including but not limited to the US FDA rules
and regulations, the International Conference of Harmonization Guidelines for Good Clinical
Practices, India's Drugs and Cosmetics Act, 1940 and Good clinical Practjces C'Applicable Law').

L.2 Dr. Girish Namdeorao Gadekar (the "INVESTIGAToR') willserve as lnvestigator,
will supervise the conduct ofthe Study, and may appoint such other individuals as INVESTIGATOR,
in accordancewith Applicable Law and/orthe Protocol, may deem appropriate as subinvestigators to
assist in the conduct of the Study (such other individuals are collectively referred to hereinafter as

"SUBINVESTIGATORS"). The INVESTIGATOR shall be responsible for leading and supervising any
such team of SUBINVESTIGATORS. If Dr,Girish Namdeorao Gadekar should become unable to
conductthe Study, INSIITUTION shall consult with SPONSOR regarding the appointment ofa new
investigator and lf both parties cannot agree on a substitute, allfurther enrollment of subjects into
the Study shall immediately cease. ln the event that the Study ceases, the Investjgator shall (a)
forthwith inform the subjects ofsuch, the IRB and all other regulatory authorities under Applicable
Law, in writing regarding such termination of the Study; and (b) ensure all necessary therapy and
follow up with the subjects as required byApplicable Law in the event INSTITUTiON and sPoNSoR
are able to agree upon a substitute, both pa(ies agree to work in good faith to amend this
Agreement and any other documents to reflect such substitute to ensure compliance with all
applicable laws, regulations and guidelines.

1.3 The INSTITUTION, SPONSOR, the INVESTIGATOR and each SUBINVESTIGATOR
shall comply with the Protocol and with all Applicable Law and other governmental requirements in
the performance and documenlation ofthe Study. without in any way limiting theforegoing, these
obligations shall include the following:

INSTITUTION, the INVESTIGATOR and each SUBINVEfiGATOR shall, as the same
may be required of each of them by Applicable Law and the Protocol, prepare,
document and maintain records and case histories on case reportforms supplied by
SPoNSoR or cRo (as instructed or authorized by SPONSOR), retain such data and
records after completion of the Study, and obtain advance informed consent from
each of the subjects (or their duly authorized representatives) participating in the
Study.

INSTITUTION, INVESTIGATOR and each SUBINVEfiGATOR shall implement and
maintain all quality assurance quality assurafl€e systems to ensure that the clinical
trial is conducted and data generated, documented and repofted in compliance with

Br sto l4yers Sq ! ibb ] ndia Pnvaie Lrm ted/lvlclvl Medrca Col ege & Hosplla I/PPD
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(c)

(d)

the protocol and under Applicable Law.

The INVESTIGATOR and each SUBINVESTIGATOR shallnotiry d1e SPONSO& the IRB

, the cRo and the relevant government bodies ofall serious and unexpected adverse
gyC[E in the course ofthe Study ofwhich they become aware in accordance with
Applicable Law and the Protocol,

Upon reasonable notice and at reasonable times during the term ofthis Agreement,
INSTITUTION, the INVESTIGATOR and each SUBINVEfiGATOR shall permit
representatives of SPONSOR and CRO to examine their respective facilities, to
validate case reporb against original data in their files, to make copies of relevant
records and monitorthe work performed hereunder, and to determine the adequacy
of the facilities and whether the Study is being conducted in compliance with this
Agreement, the Protocol and Applicable Law; provided, that SPONSOR and CRO
representatives may not review patient identitr/ing information without proper written
authorization from a Subject or except as required by law.

The INVESTIGATOR will keep appropriate records of Study drug received, dispensed,
used, and returned by subjects, as well as records of any Study drug returned to
SPONSOR, in accordance with Applicable Law and the Protocol.

INSTITUTION and INVESTIGATOR and SPONSOR acknowledge that it is possible

thata regulatory or other governmental agenry, acting wiihin its scope of authority,
may atsome time take regulatory action against INSTITUTION because ofactual or
alleged deficlencies in studies not placed by SPONSOR or because of other alleged
INSTITUTIoN defects. INVESTIGATOR and INSTITUTION agree to notify SPONSOR
immediately by telephone or telefax of any such regulatory action taken or
anticipated to be taken against INSTITUTION for any reason that may affect a Study
governed by this Agreement and to p.rovide a copy of any written correspondence
received from a regulatory agency pertaining thereto.

INSTIIUTION shall promptly notify SPONSOR of any request received by
INSTITTmON from any applicable regulatory or other governmental agency to
inspect or otherwise gain access to the information, data or materials pertaining to
the Study performed by INSTITLmON under this Agreement. INSTm.mON shall
promptly notifySPONSOR ofsuch requests priorto permitting anythird paty access
unless prior notice is not possible, INSTITUTION agreesto permit inspection ofsuch
information, data and materials by authorized representatives of such agencies as
required by law. INSTITUTION will make reasonable efforE to segregate materials
related to the Protocol, the Study and the Study Drug from any other materials that
are the subject of such inquiry or inspection and will disclose only those documents
and materials that are required to be disclosed during such inquiry or inspection,
INSTITUTION will provide SPONSOR with copies of such notice(s) and related
correspondence and permit SPONSOR representatives to attend such visits where
such visits directly affect a Study governed by this Agreement, At SPONSOR'S

request and at a mutually agreeable time, INSTITUTION will accompany SPONSOR
to such agencies to discuss relevant aspectsbf INS TUTIONT services performed
hereunder.

(e)

Br sto lvlyers Sq ! ibb i n dla Privaie Lrm iied/ MG [4 fledica Col eqe & Hospiial/PpD
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L.4sPoNSoRShallprovide,withoutcost,sufficientamountsofheStudydrugtoconduct
*restuO'v. lrusffi-moru ana invesnclroR may not use or dispose of the study drug in any way

other than as specifled in the Protocol'

l.5cRoshalthavesuchobligationsandrightsWithrespecttotheStudyperformedunder
ti,i, eor"er"ntlriuthorized by spot,:sb& which rights and obligations are set fofth in a separate

aore;ent between SPoNSoR and CRo'

Article 2 - Comoensation

2.7 In consideration of INSTfTTIoN'S and INVESTIGAToR'S participation in this Study

"no 
ot tiej, agi"e;,-;nG nereunder, anaio cover their respective costs connested with the condud

;iH ffi;il; aRo snirip"v ti "taeii irinicar Rlsearch services'-such amount to be

determined and paid in the manner set fotttr in fxniOt I neTeto INSTITUTION will complete the

iiiir,,ii,i"r,rl,', ir',i'"ili'mum tuoget set tortn on said Exhibit A' and will not commit to nor incur anv

exDenses in excess of such maximum amount without SPONSOR'S prior written mnsent Each party

".L"ii" oi*rtitroqetary matters with the other pafty as either parry may request from time t0

;il:. ih;;ti;;;&-""";i"lise cno snait, on uenalf of sioNSoR' be responsjble ror administerinq

llif;'iiiiffii"r.rrtis .-"'it",ip[t"a rjvihii n'titl" z t ln utto'dance with the schedule set rorth

in Exhibit A hareto.

2.2 The INSTfiUTION and the INVESTIGATOR have elected to assign their right to

receive payment under this Agreement d "Ardent Clinical Research Services" C'SNlol in

"*-"J.,i* *itn i*f,tit n. lff p"ym"ne 
'ao" 

in respect of the INSTrTTIoN'S and the

iltvisrrL-nrciii j"*or*un." ,ni"i init ngt""'"nt sh;[ be made,to sMo' 5l4o will be

resDonsible for compensating the lN5liiun6N and all individuals aM entities involved in the

::',"l'i,ffiitn-" ii.ili, iiJ,lii"d il Itrvemerron Neither sPoNSoR nor cRo sharl have anv

p"";ri,it,io]ig"tii"iir".trv to rrtrsrrn-mor'r, itlvEsnclton or all such individuals and entities "

tuticle 3 - Institution Siafi and Facilities

3.1 The Study shall be carried out at INSTITUTION under the review of its lnstitutional

neviewiJard unJ rna"i tn" tup",ition oi tn" rrtrvemcAToR INSTrfllrIoN will perform the

iiro, i" * 
"fri.i"ri, 

etr,rical and professional manner and will use its best efforts to complete the

studv within the time period estimated therefor'

3.2 INSTiTUTION shallarrange and pay for all necessary laboratory and other facilities'

eouiDment, supplies (otrer ttran tne siuiv-Jiugi, ;no physicians and clinical suppot staff required

to di;charqe its obligations under the study'

3.3 All matters, terms and payment of compensation' beneits-and other conditions of

unqug";;Jnt oi iny n"ture ror ttre tlvEfic'qron, any suetruvrmcltoR and anv support staff

"tiii" 
it 

-" 
strav .t'at oe sotetv a mattJiuen'""n iusmurrou und such individuals' regardless of

whether such individuals are consi;;;; employees, agents or independent contractors of

INSTITUTION.

Br no -vyers Sq-lbo ' 106 Dr.!dte rr teo'vcv veol a Corege 8 losoiral'DoD
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3.4 The INVESTIGATOR, each SUBINVEfiGATOR and any support staff shall comply
with the terms of this Agreement to the same extent as INSTITUTION hereunder. INSTITUTION
willtake appropriate steps to inform each such person of his/her obligations hereunder and to
obtain his/her agreemeni to abide by the terms and conditions of this Agreement.

3.5 The INVEfiGATOR hereby acknowledge and agree that payments due under this
Agreement are pass-through payments from the SPONSOR, CRO will make said payments once
funds are received by CRO from the SPONSOR. CRO shall exercise reasonable efforts to -onsure
timely receipt of pass-through payments from the SPONSOR.

Article 4 - Reports

4.1 INVESTIGATOR shall keep SPONSOR advised of the status ofthe Study via periodic
reports provided to SPONSOR or CRO (as instructed by SPONSOR). The frequency of reports shall
be mutually agreed to by SPONSOR and INVESTIGATO& in accordance with requirements specified
under any Applicable Law, and set forth in Exhibit A. If required by SPONSOR, there shall atso be a
final report ofthe Study presented to SPONSOR. INSTITUTION and INVEfiGATOR shallassist the
SPONSOR in submitting any status reports as may be required under any Applicable Law to any
regulatory authority specified under the Applicable Law.

4,2 All case report forms and other reports submitted to SPONSOR or CRO and all data
generated hereunder shall become the propety ofSPONSOR and may be used by SPONSOR for any
purpose withoutfurther obligation or iiabilityto INSTITUTION. INSTITLrION sha havethe rightto
obtain and use the data in order to publish the Study results as provided in Article 5 below, for
continuing academic research purposes and for the treatment and medical care of any Study
subject. A subject's individual medical records shall remain the property of the INSTITUTION.
INSTITUTiON will, where duly authorized or within the bounds of legal requirements, provide or
make such medical records and individual subject data available to SPONSOR or CRO and such
governmental agencies designated by SPONSOR. Study data shall be transmitted to SPONSOR or
CRO by magnetic media or other mutually agreed upon method. Study medical records and data
shall be retained by INSTITUTION for such period of time required by law and/or by the protocol.
INSTITUTION shall be entitled to retain, for archival purposes, a copy of the case report forms.

4.3 INSTITUTION agrees not to provide the Study data to any third party or to use the
Study data in commercially-sponsored research without SPONSOR'S prior written consent.
INSTITUTION also agrees notto identify, either on a blinded or unblinded basis, subjects from this
Study in order to benefit research conduded or sponsored by any third party, without SPONSOR,S
prior written consent. The foregoing shall not affed INSTITUTION'S right to publish the Study
results or to use the Study data for internal academic research as set forth in this Agreement, to
disclose information required by law, or to disclose or use data for the medical care of any specific
Study subject.

Article 5 - publi€ation

5.1 INSTITUTION and INVESTIGATOR may freely publish and disseminatethe results of
their investigative flndings hereunder and shall solely determine the authorship and contents
(including scientific conclusions and professional judgments) of any such paper, INSTITUTION or

Bristol-lvlyers Squibb lndia Private Limited/l4cl4 l\4edical College & HospitayPPD
CTAg version 1.1 dated 22 August 201
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INVEfiGATOR, as the case may be, shall provide SPONSOR with a copy ofthe papers prepared for
publication by it, him/her or any SUBINVESTIGATORS at the earliest practicable time, but in any

event not less than thirty (30) days prior to their submission to a scientificjournal or presentation at

scientific meetings and a reasonably detailed summary or abstract of any other oral or written

publication not less than thirty (30) days prior to their submission or presentation. SPONSOR may

comment upon, but may not make any editorial changes to, the results and conclusions set forth in

the pa persi however, ifidentified by SPoNSOR, any SPONSoR confidential lnformation (as defined

belowj that may be contained therein shall be deleted. sPoNsOR personnel shall be acknowledged

in accordance with customary scientific practjce. SPoNSOR may freely use, copy and disseminate

any such manuscript following its publication without further obligation to INSTITUTION or

INVESTIGATOR.
Article 6 - Confidential Information

6.1 in furtherance of the conduct of the Study, it may be necessary or desirable for the

paties hereto to disclose proprietary, trade secret and/or other confrdential information (hereinafter
i'Confldential Information") to one another or to the INVEfiGATOR. For purposes of this

Agreement, confidential lnformation of sPoNSoR shall include information received from either

SFONSOR or CRO. All such Confldential lnformation shall remain the property of the party

disclosing same. Such Confldential lnformation disclosed by CRO shall be deemed as and remain

the property of SPoNSoR. The INVESTIGAToR and each party hereto agrees that any such

Conddential lnformation disclosed to him or her, or to it or its employees, agents and contradors,

shall be used only in connection with the legitimate purposes ofthis Agreement, shall be disclosed

only to those who have a need to know it and are obligated to keep same in confldence, and shall

be safeguarded with reasonable care; Drovided, however, that the disclosing pariy marks the

confide;tial lnformation as such atthe time ofdisclosure (or, ifdisclosed verbally, such Confldential

lnformation is reduced to writing and so marked within a reasonable period of tjme thereafter)'

The foregoing confldentiality obligation shall not apply when, after and to the extent the

Confl dential Information disclosed

(i) is now, or hereafter becomes, generally available to the public through no fault of
the receiving party or its employees, agents or contractors,

(iD was already in the possession of the receiving party without restriction as to

aonfldentiality at the time of disclosure as evidenced by competent written records, or

(iiD is subsequently received bythe receiving party from a third partywithout restriction

ind without breaching any confidential obligation between thethird party and dle disclosing

party hereunder.

Confldential Information may also be disclosed to the extent required by Applicable Law (including

without limitation the filing and prosecution of patent applications), provided thatthe party making

such disclosure ofthe other party's Confidential Information shall give maximum practical advance

notice ofsame and requestsuch confidential treatment ofsuch disclosurefrom the recipient thereof

as may be afforded by the Applicable Law. The terms of this Agreement shall not be disclosed to

any third parry, except as required by Applicable Law or with the permission of the other party;

provided, 
'however, 

that, without the consent of the other'Tarty, INSTITLmON may disclose the
pOruSOi's ana ITVeSTIGATOR'S name, total grant amount, and a general, nonconfldential title of
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the Study without SPoNsoR,S consent.in ]NsTITunoN.S customary. publications therefor, and

sPoNSoR may disclose the terms or *'t Lgi";*fin connection with any governmental fjling

iil'ii'.it" tLiioi;g ;pp,,oval ptocets o' anv business opportunitv'

6.2lnadditiontotheabove,]NSTfiUTIoNandlNVEfiGAToRSpecificallyagreethat
thev will not discuss the study orthe Study iirg;rith uny nnunciut, securiues, orindustry anal\6t' or

with the media, except as authorized i'i *titj"g ;y s'PoltlioR This obligation extends to (a)

Confidentiat Information supplied by tne iPdr'rioi oi cno, fol outa produced inthe Studv' and (c)

anv oDinion of INSTTTUTION or ruvrsribiron inat is inriimea' in whole or in part' directly or

il:i;:iil;y;;.;t; tolhl confidential Inrormation or studv data

Article 7 - Indeoendent Contractor

7.7 The relationship of SPoNSOR to INSITruTION ' SPONSOR' to 
'INVESTIGATOR 

and

SPoNSoRto cRo undertnis lg'eementilihai"J'lni"p"na"nt iont"ctors Nothing contained in this

Aoreement shall be construed to p"t" ii" p"'ti"tl" tt'e relationship of emplover and employee'

nirtners, orincipal and agent, o, :o,n, ,""niri"". fl"itnat p"ttv ttitt have the power to bind or

ffii[:",""i#H# r;ri, n"oi tiurr 
"itn"' 

pi'rv hold itselr out as havins such authoritv'

Atticle 8 - Term and Termination

8,1 This Agreement shall commence on the Effective Date.of this Agreement and shall'

untess sooner terminated as r,erein expr'esiif it*iJ"a, tontin'" until completion of the Study as

provided in the Protocol.

8,2 This Agreement (or any Study conducted, hereunder) may be terminated and/or

further enrollment of subjects in a Srudy may be suspenoeo:

(a) by SPONSOR, with or without cause' effective as of-such, date as SPONSOR may

lpi.,tv i,i *J "Jt" 
(*hith ;;ii;; ""t 

l"ss than tnirtv (l!) d3ys orlor notice for anv

termination of this Agr"u*"n. iri[hoii .uu."iL rrlsmuirou, *ithout penalty or Iiabiliw

therefor and payment or 
"nv 

rutii"it"'p""*iion hereunder except as may be provided in

ExhibitA, provided, ho*u""', inuiia5N5onlali trave no obligation to pav for the study if

SPoNsoR terminates thit ng'";'u;ti"' *i"tiairaiture of rnsfmJ-noll or INVESTIGAToR

to follow the protocol or oreaci oiany material obligation under this Agreement;

(b) by INSTITUTION, either (i) if it believes such termination is necessary to protect the

best interests of the st'ov t'-oiiat'' oiiiil ioii breach of a material provision hereof by

spoNSoR, which breacn is not-'.urEl rvlioNSOR within thirty (30) davs following receipt

of written notice thereof from INSTITUflON;

fc) CRO may remove itself as a party to this Agreement upon thitty (30) days prior

l,i t* iii"" ti ,n" 
"ii,"r;urd;,it 

H;;sr;"nipursuant to which PPD Development

LLc is providing servic* t" sp"tit"i i"ii""EJion *itn tn" st'av it terminated or cancelled;

or
(d) bY written mutual agreement'

Bflsro, Ivtve-. Squ oD Ind. D- /are L n.aolMcv veo'cd Coliege 8 ro_oral'bDD
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uDon such terminauon or suspension, the pafties \\/ill meet and confer promptly to

iit"irin" un 
"pproptlate 

phas;out for subjects a ready enrolled rn the Study 
-Further' 

in

ife event of termination due to any reason, INVESTIGATOR shal assrst SPONSoR in

,rLritting uny r"ports or meeting any requirements as may be required under Applicable

LaW,

8.3 Articles 1'3, t.4,2,3,4,5.l,6and9shall survive any termination or expiration of

tnis ,qgr-eJment, as *"ll ai uny oiner i"rms which by their intent or meaning are intended to so

;ffi;:.'ii;Gil;"tion hereunder shalt constitute a waiver of any rights or causes of action that

"itn"i 
purtv ,iv n*" based upon events occurring prior to the termination date'

Article 9 - General

9.1 Distinct from any medical expenses covered by Aticle 9 2 below' SPoNSoR will

indemnifv-and hold harmless INVESTIGATO{, any SUBINVESTIGATO& INSTITUT1ON, its IRB, its

"ii,r,lii 
l'*ri"iitr*, and its and their directors, trustees, ofFicers' employees and agents

,."ii".tr"rr, ir," ,,r"a"mnitees,') 
, from and against any amoun15 paid or payable by an Indemnitee

i""l"iilali 'rilo;"d i"turting ridm daims, l6gal proceedings or causes of actions (collectivelv'

;;;;;;i;;;;Jor'il1iiiad by such subject 6asea upo-n personal injury.(including death) to such

s,iirJv 
-r,iol"J, 

*ni.rl injury is sustained as a resutt of the administration of the study drug in

"iiolainJ"*itn 
tn" protocol, except to the extent such claims, are attributable to:

ri)thefailureofINSTITUfiON,iheINVESTIGATOR,anySUBINVESTIGATORorany
iin", ffr]smunor! personnet invoived.in the performance of the Study to adhere to the

ierms ofthe study prbtocol or any written instructlons (including' without limitation' package

,t",tt, *n*" u'ppropriat") relative to the use of any drugs or devices used in the

performance of the Study, or comply with Applicable Law, or

(iD any negligent or wrongful act or omission, or willful malfeasance' of INSTITUTION'

itr" IruvemClton, any SaBINVESTIGAToR or any other INSTITUIIoN personnel

iinituaing emptoyeei, agents or independent contractors) involved inthe performance of the

StudY.

]t is a condition precedentto SPoNSoR's indemnification obligations underthis article 9 1thateach

iu.nlnl"rnit"i 
"u"ftng 

indemnity hereunder must (i) promptly notify SPoNSOR ofthe assertion of

;;;Sil;;il ag;;Jltlnimfn"r, tiD urtnorize and permit sPoNSoRto condurt and exercise sole

coLtroi of tne dJfense and disposition (including all decisions relative to..litigation, appeal or

r#L-"i i"U 
"f 

t*h cfuirt ana (ilD frttv cooperite with SPONSOR regarding anv such Claims

it*irJino i.aa.t to pertinent records and documents and provision of relevant testimony) and in

U;;;;i"'dil;;"'p; or-sporusont obligations hereunder' subject to the foregoing' each

Indemnited may participate in any such Claims at its/his/her own cost and expense'

g.2 In the event of an injury occurring to the study subject, such Study subjed shall be

nrovided free medical manaqement in accordan;e with applicable laws as may be amended from

Iii" iriir!. i" in.;;;i;i" studv-related iniury or death, the sPoNSoR shall reimburse the

;;;-;i;r; to prwide nnanclal compensation in accordance with applicable laws as mav be

umena"O fro, tiir" to time (except to the extent such costs are covered by the Study subject's

Pl:Dr.G Gadekar
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insurance or other third eartv coyerase-:;:cf,Jfi[i,N,:T:t[:1i""'i-:i:#J]::ff1""r'"x"+
time to time). ln the event ot no permanerrL xu"' Ii,,l^].1-;i".. ir *roes in accordance with

commensurate with the nature oT rne.no;-permanent injury and loss of wages lr

#iffii. &-t;;t;v be amended from time to time'

9.3 No right or license is granted under this Agreement by onel:-nI:: the others either

rur"*n','**'i#lvur:,+ur++llf",:*lii!,i$;t*,:".""xf ffi lrfu ilffi
th-e rioht to enter into and partlclparc

iffilil,;",'.,,"i #it"ilo' ittinit"i tti"tt und sponsored research prolects'

g.4 All matters affecting the interpretation' validiry an9 perf::lalc: of this Agreement

sharr re'govern;j by,". ,3y::r^li1:;il'd;'J:*'.',,f:lli:"1,ifiJiiffflTll.:l'[:i
DrinciDles. Parties agree and irrevocaDl)

[:;#;;*;i"";rr,:''rt"::'?i't""HJi],i:L:":ti{tl,g"m*Hi[L1li1'i""':1il
or in connection witn thit nS*"l1nl-' 

l"'rtEi h*Ji"l l"O theie are no other understandings or

the entire understanding betw'"en-me. P'' "i"*r, ii"ti"S to the subjeci matter hereof This

promises, written or verbal, not ser i\^rr, 
*[i.,ort tn" pii"r *ritten consent of the other pafties

Agreement mav not b9 uttigl"gly T",.T;rl"r""iriv n"t u".hanged or supplemented'.except

|i": *,ff#':;:::r,T,lt$.+;":i;i",*::* l*":*,[i jl *;,:,'.*t*ffi'fi ii:fi
right hereunder will b" toTido?l-i Y."Jil i.iurion *iif O" .inriaered a continuing or subsequent

tJbe charsed therewiih N".*?]'::T;"J'"i 
oii'iorpor"ton or other entity represen6that he or

waiver. The person sis"inp b?lYfl;"Jiil.]nio .i! ,qs*"**t on behalf of such entitv'
she has the full power and authonry !

9.5 Atl legal notices to be given bv one partv to th" 
"lh::: :Tl,lb: 

tade in writing bv

hand delivery or bv resistere - 
t ti[i"il'1"'il i&uln 

'"teipt ':3u"1*^:t 
bv other method

"-..^hrhrv raDable of o,oo' o' |."t"'lt''ltiJ'"#';";;;te;d' to the parties at their respedrve

::,i1"#.lr':J;;,;",,th above to the attention or:

If to the INSTITUTION'
tfcu 

uedical cottege & Hospital '
t:-i cIoco, Aurangalad-431oo3'
N4H lndia.
T;iephone nor- o24o 660 1100

Attn:Dr.A 'G Shorff

ff to the SPONSOR,

llo,uout,, a,n"n." a"ntre 6th Floor'

Tower 1, Senapati Bapat Marg -
Elphinstone (W), Mumbai-400 olJ

PLDT.G Gadekar
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ff to the cRo,

lo;o on"rru.""'cal Development India Pte Ltd

101-A Wng Fulcrum,

ii'li""lrii ilii"*'t Park'sahar Road

Anderi East,Mumbai - 400 099

Attn.:Rashmi Chitgupi

or to such other address as either may designate from time to time to the other. Any notice shall be

effective as of its date of recelpr'

*w;w;g'*e*i*:r#:'tt*tu*-lx.'*:r:'"lt

ttg,l*mr'el**u;*sm-msn+iffi ffi
m*u;mN***mmp*m

Nt-sguNrofimr*-ffi

B,,qorf4,,e-- Squ:bD rno'd P'rvare r'nn'd vliv lv1"d'"a'Co'reqe 8

CTAq versron 1.1 dated 22 Augun rulo-
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9.10 Data Protection

(a) For Studies conducted in India, INSTITUTIoN and each INVESTIGATOR agree, and shall

cause its agents to agree, at al times:

(i) to collect and process all data collecced and relating to a Study subject ("Study Data') in

iccordance with the provisions of thjs Agreement, each Study Letter or as otherwise instructed by

SPoNSOR frorn time to timej

(ii) to comply with al Applicable Law with respect to the processing of Study Data;

(iii)toensurethattheydonotcollectanydatarelatingtoind]Vidualsotherthanthecategoriesof
data specified in the relevant Protocols and Study Letters;

(lv) to collect and process Study Data solely for the purposes of a Study and in the manner

specified in the relevant Protocol and Study Letter and not to further process such data in any other

rnanner;

(v) notto transfer Study Data collected in the European Economic Area to any person or persons

located outside the European Economic Areai provided, however, that INSTITUTION or an

INVESTiGATOR may transfer such study Data in the event that it has received written notice from

SPONSOR that such transfer is required or permitted by any Applicable Laur or any regulatory or

governmental authority;

(vi) to ensure thai all Study Data are accurate and, where necessary, kepi up to date and to use

o"it 
"fortt 

to ensure that study Data which are inaccurate or incomplete are corrected or

completed;

(vii) to comply with all written instructions issued by SPoNSOR to anonymize the Study Data from

time to time:

(viii) to ensure that it notifies SPONSoR promptly (and, in any event, within five days of receipt)

of any communication received from a Study subject relating to such subjed's rights to access,

modiiy or correct Study Data and to compLy with all instructions of SPONSOR in respondlng to such

communications; and

(ix) to ensure thatthe technicaland organizational measures specifled jn a Protocol and/or Study

iette, are taken to protect Study Data against accidental or unlaw.ful destruction or accidental loss

or damage, alteration, unauthorized dlsclosure or access and againsi all other unauthorized

disclosure or access and against all other unauthorized or unlaMul forms of processlng

FortheavoidanceofdoubLalStUdyDataisconfidentiallnformationhereunderandalofthenon.
disclosure and non-use obligations set forth in Article 6 shall apply to alL Study Data'

INSTITUTION and each INVESTIGATOR agree to comply with iis obligations (if any) under

Applicable Law to notify any regulatory or governmental authority of its collection and processing

actlvities under this Agreement and further agrees to tdke alL such steps as SPONSOR may

reasonably require from time to time in order to enable SPONSOR to comply with any such

PI:Dr.G Gadekar

Pag€ 11 of 26

Bristol'lvlyers squibb lndia Private Limited/IYGI\4 l\4edical college & Hospital/PPD

CTAg version 1.1 dated 22 August 2016

ProtocolCV185158

(\

!)

/

w



9 u coMPuANCE wfiH THE LAW5 
t^.h,rlino the federalfalse claims statute

t

notification obligation applicable to SPONSOR

Bn+ol'l'1vers Squibb--mdqPrrvate 
Lrnrited/N1Gl'4 

l{edlcal Colieqe & Hospi"al/PPD
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ELELr K'r*'," - - ', 
'.^-. thai assist in its analysis of data
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over such software and operating systems nor permit any third party access to the same, unless

permitted in writing by the SPONSOR.

(d) SPONSOR shall provide INSTITUTION with lnternet Access for the duration of the

Study if deemed necessary for the conduct of the Study. If internet Access is provided, SPONSOR

shall; during the term of the Study, either (i) pay the selected intemet service provider diredly for

such acces; or (ii) reimburse INSITUTION for costs actually incurred by INSTrUTION provided

such reimbursem;nt is limited to the amount SPONSOR would have paid to the internet service

provider had SPONSOR paid internet service provider directly. Upon completion of the Study or

expiration or termination of the Agreement, SPONSOR'5/CRO! obligation to pay for or reimburse

IN}ETUTION for such services shalt cease and INSTITUTION shall have full and sole liability for

such costs. Notvvithstanding the foregoing, any costs incurred by INSITUnON in excess of the

basic Internet access fee shall be the sole responsibility of the INSTITUTION,

(e) INSTITUTION may not use theTechnology for any purpose otherthan peformance

of the ;bligations required by the Protocol, as set foth in this Agreement and the Protocol'

INsmLrnoN shall allow only those people directly involved in the conducl of the Study access to

theTechnology. sPoNsoR agrees to provide INSTITUTION with maintenance and repair service for

the Technology during the study. At no time shall INSTITUTION attempt to repair, fix or correct any

errors or technical problems related to the Technology.

Brinol-lvlyers squibb Indla Privat€ Llm ted/lvlc!l t'4edlcal co lege & Hospila /PPD

CTAg version 1.1 dated 22 August 2016
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IN WfiNESS WHEREOF, INS TUIION , SPONSoR and CRO have caused this Agreement to be

executed in multiple counterparE by their duly authorized representatives

Bristol-Myers Squibb India Private Limited MGM Medical college & Hospital

By:

Name: !nruP I SlNPlA

ri et 3r-, -<t 're H AN A l-" (K
t,

oare 23 ltr I Ldll

Name: Dd A G shr'DKL<

Title: D€O!l
Date: 03- ll 2-tn4

PPD Pharmaceutica lopment India Private Limited

By: fl0Yz0l 0

Name: Assoriate Ohector . Ctinicat Ma;agenent

ln ,t*i - Xua" rio"o, mai.rr-fiJ
llrumbat . 400 0S9, Indir.

DArE 2-2- lAq j >01L
I tt

OR. GIRISH t Glf,!EK lR
o-oRTHO. U.S. lOiTHOl
 SSO. PROf.l Hoo
XGX HOS'tTAL.AIJRANGAgAO
i,t. lo,2m1S?C330

Bristoi llyers SqLribb India Private Limited/f4cl'4 lledica Co]ege & Hospital/PPD

cTAg verson 1.1 dated 22 Augusi 2016
Protoco CV185158

Pi:Dr.G Gadekar
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TITLE OF STUDY;

SPONSOR:

INVESTIGATOR:

PAYEE &
ADDRESS

EXHIBIT A

PAYMENT SCHEDULE

cv18s-158

fjr.::"#fl :l.[il':{'t#:[[:jfr:ld#'+:E''ffi 
;"'"'

BRISTOL-MYERS SQUIBB COMPANY

Dr.Girish Namdeorao Gadekar' Consultant Orthopedician

*'""*:::U:f :m'.11,"i?i;c:;'BundGardenRoad
Pu;e, lndia,4u001

,g*tq:-ft :hx#i,**sff ni*ii*lH}Jrg+ffi ;
Payment Summary

Payment For All Completed study Subiects

Other Payments

Screen Failure (SF) Payment

Final Payment

Items Paid BY Invoice

svmDtomatic wE (PE/DVD Assessments

lrrdlo-Video Consenting Equipmenr

Hli*""f$i JJ:il?,ilS?Tnd Re*ntion Activiti es

Additional Travel Reimbursemenr

lRB Fees

same as Screening visit fee

1oo/o of Total Cost Per Subjec

Per lnvoice
Per Invoice
Per Invoice
Per lnvoice
Per Invoice
Per Invoice

Brisiol_llyers squibb india Private Limited/I1cl\l l\4edical college & Hospf"al/PPD

Ei'o'i,"io"* ,li o.'"0 " 
o'n"o 

'o'u
ProiocolCV185158

PliDr.G Gadekar
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I

I

Payment Details

Subject Care Payment (excludes other payments and invoice-driven payments):

1. Subiect Care (based on visit driven payments as described below)

a. 30 Subiects x INR 64,000 per completed subject = INR 1'920'000

Bristol l4yers Squibb lndia Prlvate Unlted/l'4G[4 l'4ed cai Co]Lege & Hospiiai/PPD

CTAa verson 1 1 dated 22 Auquil2016

c. Pavments for Subject care will be made SUaEgdy (i e every 90 days) for€ach
" silie;il 

"-ft;;'.ort." 
ooc"ent u"tification for the visit bv Sponsor or rls

designee for the visits, as noted below

i. The first quafterly paymentwill be made 90 days after the First Patient First

vlsit (FPFV-based on vists occurred and ecRFs completed Quarterly

;"#;;*iii.;il;'"lo u" q.n"iut"a *"ry e0 davs thereafter' provided

i;ii'::ffi';"";;;;J;-Lv ip-onsor o' its aesisnee and there is an amount

owed.

Ir,

lL

iV,

Each completed eCRF is noted in TAO as "save Complete" under the

;:;;;;H. iN"t;, ;arkins the ecRF as beins complete implies that vou

r,]"r" ,"i tn" requirements of the form and consider your responses

complete).

Data entry into TAO eCRFs should be completed withjn 5 business days of a

Subject corrPleting each visit

ouer'es must De -esolved wirn'l 5 Dusiness days oi receiol (Doth during lhe 
-

sv,";"-;il;i"'-.;;retion o{tne stuov) que-ies mus: oe resorveo wilni.^ 48

t ours during database lock and interim data cuts

Tan nFr.enr I I 0olo, Of tne amoJr: per v Sit Stared in tne vlsiL Scneoule beloh

*i,, 0".''.ii 
"""a" 

ir"- "lin 
ouir"n, fhe torar withnerd amoLlt wilr oe pa:d

;'"ffi; il;i;i';;;f itr-outstanoing ltems as described in the section of the

budget titled "Final Payment"

Pl:Dr.G Gadekar
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,diusted for anv decrease or agreed-up(
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u..ording to ihe per subject cost herein'
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t-re F'andomization

niiioitu ation/Pre surgerY

Sutg"tV OuV r

orp,tntolttt'tuts"

DaYTr/ 2DaYs

orl iz t"t o"v:st"'rHn

-ott", 
u:-'-ouY '12 

(* os fo,.

THR subj )

I

All visits tro'/e are inclusive af study personnel work effott'

d. Lo a.r.oueo>1,'.:f':.ru:i:jJ::[;:
"rordinq 

to trlc r vr" -' '_

lomPteteo ecPr

Other Payments (Pard by i:::l'l :" Report' etc')

paYments will be made

Sponsor's or:::il;fl 'll''€ff 'H"l[ 
[J.ii;

II,

."ffi .":":':;::i::,':'.""i::T;$",SBqi:i!":i[l:,#xr:;
;:x.",:'""#:,:". ". 

-,".?"'"x' :::;:l::*tffinI":['r"Jiffi ::'*txr:
i**li"*; lt', ',';:" [:;'.:,".[1|i":1si?Jitri["iJo'n 

L'i"""n" ono'u

b. The maximurn *,,rr", * =t** "U'res 
allo!Jed is based on the following table:

Screen Failure f-aYnrent

PliDr.G Gadekar
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III.

All Screen Failure payments will be made upon the completion of the Randomized

phase of the Study and based on a Sponsor's or its designee's internal repoft As per

prevailing service iax regulatlon, PPD India wil! not be able to make any payrnents for

screen faiLures until a service tax valid invoice is received

Final Payment

The Final Payment wil be made upon completion of the last patient, ast visit, but

only after (1) al eCRFs are completed and have been approved by the Investigator'

ani suomiiteo to sponsor or its designee; (2) unused clinical supplies have been

returned to Sponsor or its designee, or destroyed on site, or transferred to another

Study or Study Slte Uy Sponsoi or its designeei (3) the Study Site has duly comPleted

and submitted all required forms and logs reconciling receipt, dispensing, and use

and return ofthe Study drug; and (4) al data queries/questions have been resolved

Final financia reconciLiation will occur within 60-90 days after completlon of the

Study.

Final Payment is automatically generated by Sponsor or its designee As per

prevailinq service tax regulation, PPD India will not be able to make any payments for

final payment until a service tax valid invoice is received

Study Drug(s)

All Study Drug(s) will be provided by Sponsor or its desjgnee to the particlpating

Institution.

81 - 90 Subiects 9

91 - 100 Subjects 10

a.

b,

N.

Items Paid By Invoice

V. Soc (Standard of Care) and Invoice Requirements

a. All procedures listed below this section may or may not be considered as sOC

(stand;rd of Care) If for any reason th6se procedures listed below are not

aonsidered SoC at your site, a detailed Invoice must be forwarded to the Sponsor or

its designee in order to receive payment

b. The Sites must submit detailed Invoices to reflect the exad visit where

procedures/scans have been performed for clinical Team's revieMapproval and for

check payment description purposes.

W. Symptomatic vTE (PE/Dvf) Assessments

a, If the following Assessments are performed, as required by the Protocol or, as

clinically indicated; the Site will be paid at the f'rxed amounts indicated below upon

Sponsor's or its designee's receipt of a clear and itemized invoice:

Bristol'l4yeis Squibb India Private Limited/l\4cl'4 l\4edrca Colege & HosD]ta /PPD

CTAq versron 1.1 dated 22 August 20

P1:Dr.G Gadekar
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33321.60

Bilateral Extremi

Pulmonary Ventilation and Perfusion scan
Lunq Scan

VII.

Duplex Scan of Lower Extremity arteries
(femoral or other) Complete Bilateral

Study (B mode Ultrasonography with
inteorated color flow doppler. 20048.40

Pulmonary Anqioqram 2797.92
39021.75

ultrasound 9205.t7

Audio-video Consenting Equipment

one time charges for Audio-Video consenting equipment up to and not exceeding

INR 5O,ooO (Rupees fifty thousand only) would be paid to the site upon receipt of

invoice. In case the Audio-Video consenting equipment is provided by Sponsor or its

designee this amount cannot be.claimed by the site.

Local Taxes

All payments will be made after deduction of tax at source as applicable and

subjected to receipt of original invoices.

Service tax as per prevailing government regulation will be applicable on the visit

based payment and must be included in a separate, valid invoice.

Unscheduled Visit Payment

Unscheduled safety visits arising as a result of Subject's participation in the study will

be paid at the maximum rate of INR 3,625'00 per Subject, per visit.

Payments for unscheduled safety visits described above will be made upon Sponsor!

or its designee's receiPt of invoice from the Site.

VIII,

a.

a,

b.

a,

b.

Bristol-lvlyers Squ bb lndia Private
CTA9 version 1.1 dated 22 August
Protoco CV185158

X. Additional Travel Reimbu6ement (For Subiects Tnveling over 75O Miles or
24O Kilometeq Round-Tiq)

a. Study-related travel expense for a scheduled Site visit is already included in the total

cost per visit. However, for Subjects who may be traveling over 150 miles (240 km)

round-trip or more than 75 miles (120 km) eacfway, the Site may be reimbursed

additionatly for reasonable travel expenses directly related to the Subject's

Limited/lvlc!l Medical College & Hospital/PPD

2416 /1

()--l- w,
| '' e+)
| "r/
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particlpation in the Study (such as air transportation, additional meals, overnlght

ioaqlnb, 
"t 

.). fn" l-"imbu;sement amount (per mile/krn) will be based on the cur'ent

IRS' medlcal-research-rate.

In order to be reimbursed for these travel expenses, Sponsor or its designee must

recejve reasonably detailed invoice(s) (including all suppoting documentation or

receipts) for actual travel expenses incurred by the Subject

Prior approvaL from Sponsor or its designee must be secured before allowing any

ttuJvli"ritua truu"r expenses for Subjects travellng 150 miles (240 krn) round-trjp

Payment and Submission of Invoices

lnvojce driven payments shall be made within 5O days of receipt of an invoice'

All outstandinq invoices must be submitted to Sponsor or its designee no later than

50 days of the last patient, last visit at the Site'

To avoid delay in payment processing, allinvoices must contain the following

informationl

ITVoice I\umoer
Protocol Number
Site Number
Institutlon Name
investigator Name

: Payee Name & Address
Service tax number of the Institution

r Category of the Service

All nvoices m"sL be sLromineo ro SDonsor via:

PPD Pharmaceutical Development India Private Limited,

101-A Wing Fulcrum,
Hiranandani Business Park,Sahar Road

Andheri East,Mumbai - 400 099

Bristol-l\4yers Squ ibb lnd ia Prlvate L m ted/llclvl lvledrca Colleqe & Hosplta /PPD Pl:Dr.G Gadekar
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b,

c.

c.

d.

XII. Additional Terms and Conditions:

a. EnrcllmenvRecruitment will end once this Study's EnrollmenvRecruitment goals- 
f,ave been achieved If the study is prematurely terminated, the total payment

hereunder will be made only for ihose enrolled/recruited/randomized and evaluable

iuOj"aG *no *"tu 
"nrolledTrecruited/randomized 

in accordance withthe above fee

rchiarie for st ay risits completed at the time of the termination notice and upon

i"."ipt of iorpf"i"O 
"cRFs 

by Sponsor or its designee Payee agrees to refund any

&iei, umouni p,"riously paid, and sponsor alrees to pay any amount owed based

ProtocolCV185158 W

a.

b,



on rne Tece'pr o' a(ceptaDle ecRFs b\ spo'lso- or t5 oesignee arong wilr ihe

i".o,ut'* Liu' qJer'es ouesrio's -elaLrng to the Srtrdy'

b. No additional funding requests will be considered without the prior written

consent of Sponsor or its designee'

Bristo-llvers sou bb india Private Llmiied/McIll Nledical Co lege & Hospital/PPD

CTAq veGion 1.1 dared 22 Au-aust 20F

Pl:Dr.G Gadekar
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To be completed by the investigator or payee

APPENDIX B

PPB'

AII fields are mandatory unless indicated otherwise

NB

Payee or Investigator Details

Postal Code
(ZiplPostal Code) (Postal

Code

Fax

Bristo llyers Squibb india Prlvate Limited/l4cl4 T\4edical College & Hospital/PPD

CTAg version 1.1 daied 22 Augusi 2016

ProtocolCV185158

Pt:Dr.G Gadekar
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OF YOUR DETAILS HAVE CHANGED

Max chars for Finance
Field Incl. SpacesPayee or Investigator

Information
Description

CTMS Field) (Finance Fielq

Ardent clinical Research
S€rvices

Payee Name
(in terms of the Provisions of he

Sta teme nt of Ag reen eryll''"- - " rerbemadepaYableto?)(To whom should the chequ€
N.B. This must be the exact payee as it appea6 on the bank account

Regus, Level-2
Street Address of PaYee

(Address Line 1) (Address 1)

connaught Place
Department Name (if

.aPPlicable);

Address Line 2) (Address 2

Bund Garden Road
Room / Floor (if applicable)

.(Address Line 3) (Address 3)

Other Addr€ss Details (if
aPPlic.)

Address Une 4) (Addrc!91
2

rndia ISO Code
Country

(Country) (countrY)

Maharashtra
sate / *ovince (if APPlicable)
(State / Province) (state or

Town/CitY
(City) (City or Address 5)

411001

Mr. Chandu DevanPally
Contact name for Payee

if different from above

o95458t7447Telephone



Payment Authorisation Form for Vendors
To be completed by the investigator or payee

APPENDIX B

Service / VAT I Tax withholding Details

(Please note that payments cannot be made without these flelds being completed):

service / VAT / Sal6 Tax

Are you Service Tax / VAT / Sales Tax
reqistered?

YES Delete where appl i cable

ff YES, please provide the following information

Service Tax / VAT number, if known APQPDTOSlMSDOOl

At what o/o rate will Services Tax / VAT /
Sales Tax be charsed?

15olo or as applicable

fax Withholding

E-mail
cdevanpally@ardent-cro.com

60

Web page www,ardent-cro.com 60

Is PPD required to withhold Tax frorn
Pavments?

YES Delete where applicable

If YES, please provide the following information

PAN ID numbeT
Please provide a copy of the PAN Card,
In case you are exempt from TDS please

APQPD7081t4

de IT certiRcate

Payment Method required

What is your preferred payment
method?

Cheque
Delete where

aDolicdble

If Bank Transfer, please complete the following details:

Preferred

IBAN Number
BIC Number

Bristol-lvlyers squibb India Private Limited/l4cl'l l\4edical Colleqe & Hospital/PPD
CIAg verslon 1.1 dated 22 August 2016
ProtocolCV185158

Or
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ty the investigator or payee

so200007013912

Branch
number/Bank
code

{ofiing code (For UK

Bank name: 3'HISSA NO 5/1

i6'slo,pr-orrtro1,@
411051

Private or Public Bank

i have provided the above details and conflrm they are corredl

i-nvestigatorTrnstitutional

Ne.-Ltsrs.r N 1N\|Y-Y+-
Name in Print

/

Declaration



FOR PPD INTERNAL IJSE ONLY

CASCADE Interfac€ Data

. If the Investigator is the payee' please enter the CASCADE Contact number'

. ff the Hospital/R&D etc is the payee' please enter the CASCADE Actount number'

. It may be that the Payee iisted above aheady has a Vendor number (Contact/Account Screen and

More lnfo View) and Remittance code (Contact/Account Screen and Addresses View)'

. Please note that these fields are crucial to correct payments being made' Please conflrm the

correct numbers with your CASCADE Super User or the cascade business support team via the

helPdesk.

NOTEi DO !9E USE THE CTMS STTE NU BER HERE

ii tire Accollmt contact has a vendor number' preme-ioer,tiry tne purpote or tnis form' if you are

the correct option

Lawson Data

PLD'..G Gadekar

Page 25 al 25
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Kathrine ]oy
FFo cm-icorrucr sPEcrALrsr name

@eFinancial
Analyst for the studY)

tnHwhatcurrencyisthesotementof

Agreement defined

Femittance Code

Contact/Accou nt - Addresses
vendor Number

Contact/Acco u nt - Add resses
CTMS Number

Contact/Account - More Info

certain of the correct opllon

-Amend 

Remittance

Address
nNew Remittance

Address Required
trNe!/

Vendor
tr

Amend

Vendor
tr

Protoco CV185158
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State Bank Of India,
Polytechnic Branch.

AHMEDABAD

~ 45324
169217

SPECIAL
ADHESIVE

JAN 12 2016

THIS CLINICAL TRIAL AGREEMENT is made on Mlt9!t'Day on~6)l6llSy aR~MJen,

Yeeda Clinical Research Pvt. Ltd, an Indian Company having its principal place of business at
Shivalik Plaza-B, Nr. I.I.M., Ambawadi, Ahmedabad - 380015 Gujarat (hereinafter referred to as
the "Yeeda") which shall include its successors, assigns, representatives, affiliates, and
subsidiaries,

And

Dr. Chandrasckhar Tamane ("Principal Investigator"), having its place of work at MGM
Medical College & hospital, N-6 ClDCO, Allrangabad 431003, Maharashtra.

And

MGM Medical College & hospital ("Institution") having its principal place of business at N-6
CIDCO, Allrangabad 431003, Maharashtra. (Hereinafter referred to as the "Institution") which
shall include its successors, assigns, representatives, affiliates, and subsidiaries.

WHEREAS, Yeeda is a contract research organization contracted by Biocon Limited, SEZ unit,
Biocon Special Economic Zone, Plot No.2&3, Phase IY- B.I.A, Bommasandra-Jigani Link Road,
Bangalore - 560099, India (herein after referred to as "Sponsor") to perform one or more of
sponsor study related duties and functions for the Project No. 15-VIN-155 entitled " A
randomized, multi center, open label, two-treatment, two-period, two-sequence, multiple dose,
crossover, steady state bioequivalence study of Everolimus tablets, 10 mg of Biocon Limited, India
vs. Afinitor@ (Everolimus) tablets, 10 mg of Novartis Phannaceuticals Corporation, USA in
advanced renal cell carcinoma (RCC) patients."; and

WHEREAS, Principal Investigator is properly qualified and experienced and working at Institution
and Principal Investigator has the authority and desire to conduct the Study at the Institution; and

WHEREAS, Institution has adequate infrastructure to conduct the Study and allowed Principal
Investigator and Veeda to conduct the Study;

NOW THEREFORE, in consideration of the mutual covenants contained in this Agreement, and
other good and valuable consideration, the receipt and sutliciency of which are hereby
acknowledged, the parties, intending to be legally bound, agree as follows:

I. DEFINITIONS

Page I of 19

1.1 Definitions. As used in this Agreement, each capitalized tenn listed below shall have the
meaning that is given atter it:

• "Budget" means the detailed budget established for the Study, as detailed in Exhibit B,
which is incorporated herein by reference.

• "CRF" or "Case Report Fonn" means a printed, optical, or electronic document dcsigned to
rccord all of the Protocol requircd infonnation to bc reportcd to Sponsor on each Subject.

• "Data ., shall mean all infonnation, repol1s, records, and documents gcnerated under this
Agre . ,11 ,:luding subject mcdical rccords. Data shall be the sole and exclusive
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property of Sponsor and may be freely utilized by Sponsor and their representatives.
Sponsor may freely assign its rights to and interests in any Data to a party of the Sponsor's
choice.

• "Financial Disclosure Certification Fonn" means the financial disclosure certification
attached as Exhibit B, to record compliance with 21 CFR Part 54 (U.S.).

• "ICH Guidelines" means the International Council for Harmonization, Harmonized
Tripartite Guideline for Good Clinical Practice E6, 1996, or such successor provisions in
force at the time of performance of the services.

• "IEC" means the Independent Ethics Committee/Institutional Ethics Committee ("IEC"), as
the term is defined in ICH Guidelines and any other review board required by applicable
law or ICH Guidelines.

• "Informed Consent" means a consent signed by or on behalf of a Subject which consent
shall comply with the applicable local law and the regulations of the U.S. Department of
Health and Human Services, its supporting agencies, the FDA and any other applicable
regulatory agency governing informed consents including without limitation, Schedule Y,
Section 4.8 of the ICH Guideline, 45 CFR S46.116(a), 21 CFR Part 50 and 21 CFR Part
812.

• "Protocol" means the document that specifies the clinical trial procedures, as developed by
Sponsor applicable for the performance of a Study and any amendments thereto. Protocol
shall be attached to this Agreement as Exhibit A.

• "Study Product" means Everolimus tablets, 10 mg of Biocon Limited, SEZ unit, Biocon
Special Economic Zone, Plot No.2&3, Phase IV- B.I.A, Bommasandra-Jigani Link Road,
Bangalore - 560099,India an investigational drug.

• "Subject" means an individual who meets all eligibility criteria, is properly consented and
enrollcd in the Study.

2. Scope

2.1 This Agreement allows the parties to specify distinct clinical study activities to be perfonned
by Principal Investigator and Institution for the Study.

2.2 Conduct of Study Principal Investigator and Institution shall conduct the Study pursuant to the
terms of this Agreement and in strict adherence to the Protocol, as the same may be amended from
time to time in writing by Sponsor, and any other written instructions that may be provided from
time to time to Principal Investigator by Sponsor. Prior to conducting the Study, the Principal
Investigator shall review and understand the Protocol, as evidenced by the Principal Investigator's
signature on the "Investigator Agreement(s)" contained within the applicable Protocol. all of which
are incorporated herein by reference.

2.3 Principal Investigator.

2.3.1 Principal Investigator shall be personally responsible for the conduct of the Study. If such
personal services arc not available for any reason, Veeda or Sponsor may tel111inatethis Agreement
immediately without any further financial obligation to Principal Investigator and / or Institution.

2.3.2 Principal Investigator agrees to return to Vceda any unearned or unaccounted for amounts
paid by Veeda that exceed the amount to which Principal Investigator arc entitled hereunder.

2.3.3 During the performance of thc Clinical Trial and / or for a period of IS years after
tenllinatio"n 9.t~'T,e~ment, the Principal In ,I is responsible for, but not be limited to, the
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following aspects:

a) Provision of required study documents (e.g. curriculum vitae(s), medical registration
certificates and/or other relevant documents evidencing qualifications of Investigator(s) and
sub-Investigator(s), confinnation of adequate site facilities, etc.);

b) Progress reporting (including recruitment figures) to Ethics Committee and Yeeda on a
regular basis;

c) Ensuring reasonable access by monitors, auditors and regulatory authorities to Principal
Investigator and other project personnel, project facilities, original study materials, drug
records, subject records, case reports, and other records; subject to applicable laws and
regulations; and providing appropriate working conditions for monitors, auditors and
regulatory authorities to perform study-related monitoring, audit and inspection;

d) To allow any regulatory audit by DCGI or any applicable regulatory authorities within 15
years of submission of report and ensure compliance of any regulatory deficiency raised by
such authorities in reasonable period of time; If Principal Investigator is to submit any
information to such regulatory authorities agencies, such submissions shall not be made
without Yeeda's prior review and written approval, and any changes (other than entry of
required information) also shall be subject to such prior written approval.

e) Safe handling, storage, transportation and disposal of infectious materials and wastes
involved in the Clinical Trial;

f) Infonn the Ethics Committee of study closure;
g) Maintenance of drug accountability records, study documents including study drug

acknowledgement receipts, study supply receipts, payment receipts, EC approvals etc.;
h) Handling and storage of compound according to protocol; and
i) Storage of site file and all the trial related data for a period of 15 years after completion of

the study without any additional cost / compensation / grants. At their discretion the
Institution / Investigator at their own cost will make arrangements to store the site file and
all thc trial related data at the authorized third party location.

j) The Principal Investigator is responsible for training and supervision of sub-Investigators
and other site study team member on the procedures specified in the Protocol to ensure
scientific, technical, and ethical conduct of the Clinical Trial. In case of any personnel
changes, the Principal Investigator is responsiblc for notifying Yeeda of such change in a
timely manner.

2.3.4 The review of serious adverse events shall be undertaken by Yeeda in close coordination
with Principal Investigator. "Serious" as used in this section, refers to an experience which results
in death, is life-threatening, requires in-patient hospitalization or prolongation of existing
hospitalization, results in persistent or significant disability/incapacity, or is a congcnital
anomaly/birth dcfcct. "Unexpected" as used in this section, refers to conditions or developments
not previously submittcd to govcrnmental agencies or encountered during clinical studies of the
Product, and conditions or developments occurring at a rate highcr than shown by information
previously submitted to an agency or other governmental agencies or encountered during clinical
studies of the Product or, if applicablc, conditions or developments not identiticd in the approved
Product infonnation circular, and includes any other mcaning under applicable law.

2.3.5 Yceda shall have the right, to monitor or visit thc Principle Investigator and audit the Trial
with respcct to the services provided hereunder with / without the Sponsor. Principal Investigator
will cooperate with Yeeda and the Sponsor and provide a current status of the trial.
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2.3.6 The Principle Investigator is responsible for reporting, and shall report, all such findings in
the manner and within the time limits as set out in the applicable provisions of ICH GCP and the
applicable legislation. The Principle Investigator shall strictly adhere to the SAE reporting timeline
as per the current regulations of licensing authority (DCGI), requirement of ICH GCP, current
Schedule Y.

The investigator will be responsible to report any SAE to the licensing authority, Sponsor's
representative, CRO representative and chairman of Ethics Committee within 24 hours of
identifying the event as SAE.

In case of SAE other than death the investigator will send the detailed report within 10 calendar
days of SAE to the licensing authority, chairman of Ethics Committee where the SAE has
occurred, and the head of the institution where the trial is being conducted.

In case of SAE of death the investigator will send the detailed report within 10 calendar days of
SAE to the chairman of Ethics Committee, chairman of the expert committee constituted by the
licensing authority with a copy to licensing authority and the head of the institution where the trial
is being conducted.

Notwithstanding anything in this Agreement to the contrary, the Principal Investigator and the
Institution shall have the right to disclose findings that could adversely affect the safety of Clinical
Trial subjects to the Ethics Committees of participating sites, and appropriate regulatory authorities
if they deem it necessary to protect the health of study participants, provided that Veeda is copied
on such reports.

2.3.7 The Principle Investigator shall participate in teleconferences required by Veeda to update
the study product information and resolve issues, if any.

2.3.8 The Principle Investigator and/or the Institution, Veeda and Sponsor shall comply with all
regulatory requirements relating to the retcntion of records and shall maintain all such records, and
make them available for inspection, and shall allow Sponsor and all applicable authorities in
charge of the Clinical Trial to inspect such rccords, including the patient's mcdical records. The
Site Investigator File containing the essential documents and source data must be archived for at
lcast fifteen (15) years following completion of thc study at the Site or such other authorized
facilities as agreed between Veeda, the Principle Investigator and the site. The Principle
Investigator and lor the Institution shall inform Sponsor in the event of relocation or transfer of
archiving responsibilities. At their discretion thc Institution I Investigator at their own cost will
make arrangements to store the site tile and all the trial relatcd data at the authorized third party
location.

2.3.9 In thc event that the Principle Investigator is to dcstroy the Investigator Site File or source
data, thc Principle Investigator should intlmn Veeda prior to destruction to continn it is acceptable
lor thcm to bc destroycd.

2.3.10 Investigational Medicinal Product i.e. both unused and rctcntion samples will be retained at
the site atier completion of the study for a desircd period, as per USFDA/sponsor requirement and
also as per the written instruction given by VccdalSponsor at free of cost. Thc samples will be
rctaincd tor a period of at-least 5 years following the datc on which the application or
supplcmcntal appli9.!~~ approved. or, if sue lication or supplcmental application is not
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approved, at-least 5 years following the date of completion of bioavailability study in which the
sample from which the reserve sample was obtained was used. Investigational Medicinal Product
i.e. both unused and retention samples will continue to remain at the site unless further information
is received from Yeeda/S ponsor.

2.3.11 Principal Investigator/ Institute will intimate to CRO and Sponsor about any inspection/s
from any regulatory authorities for the study, within 48 business hours of their notification.

2.4 Compliance with Law. Principal Investigator and Institution represent that they shall comply
with all applicable laws in performing its obligations under this Agreement. Principal Investigator
will assume all those responsibilities assigned to principal investigators under all applicable laws,
rules, regulations, guidelines and standards including, without limitation, all relevant ICH
Guidelines and standards, and all applicable laws relating to the confidentiality, privacy and
security of patient information. In furtherance of the foregoing obligation, Principal Investigator
shall ensure that timely report is sent to the IEC for the progress and conduct of Study. Principal
Investigator and Institution, as applicable, shall comply with the directives of the IEC respecting
the conduct of the Study, and shall immediately notify Yeeda and Sponsor to the extent any such
directives vary from the Protocol. Principal Investigator shall obtain from each Subject, prior to
the Subject's participation in the Study, a signed Infonned Consent and necessary authorization to
disclose health information to Sponsor in a form approved in writing by the IEC and in conformity
with local regulations and Sponsor's requirements therefore set forth in the Protocol.

2.5 Study Supplies. Yeeda shall provide Principal Investigator with a sufficient quantity of Study
Product to conduct the Study, as well as any other compounds, materials and infonnation which
the Protocol specifies. All such Study Product, compounds, matcrials and other infonnation are
and shall remain the sole property of SponsorlVeeda. Principal Investigator and Institution, as
applicable, shall ensure that the Study Product is stored and handled in accordance with protocol,
all applicable laws in addition to any specific instructions from Sponsor and/or Yeeda. Principal
Investigator <1nd Institution shall not use the Study Product past the labeled expiration date and
shall not use the Study Product for any purpose other than the perf0rt11anCe of the Protocol. In
addition, upon completion or premature termination of the Study, Study Product shall be returned
or destroyed pursuant to the procedures to be provided by Yeeda and/or Sponsor.

Yeeda on behalf of sponsor will provide the study-specific documents, e.g. Investigator Site File,
Case Report Form, etc. to the Investigator before commencement of the Clinical Trial.

2.6 Delivery of Essential Documents and Reports. Principallnvcstigator shall provide to Veeda all
Essential Documents (to be designated as such by Veeda) within two (2) weeks of Principal
Investigator's receipt of IEC's written approval. If all Essential Documents have not bcen timely
executed and rcceived by Veeda, Veeda may terminate this Agreement immediately upon written
notice. Principal Investigator shall submit written reports, as directed by Veeda and/or Sponsor, on
the progress of the Study. Within thil1y (30) days following the completion or premature
tcnnination of the Study, Principal Investigator shall furnish Veeda with the IEC report,
notification as required by IEC on the Study prepared by the Principal Investigator, as well as all
completed, used and unused CRFs not already delivered to Veeda, and all Data, reports and other
information generated in rclation to the Study, as well as all other materials and information
provided by Veeda and/or Sponsor, unless Veeda and/or Sponsor directs otherwise in writing.

permit Veeda and/or Veeda
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designee(s) including but not limited to Sponsor access to Institution, during regular business
hours with reasonable prior notice, to monitor the conduct of the Study as well as to audit records,
CRFs, Data and other information and documents relating to the Study, in order to verify Principal
Investigator's compliance with their obligations herein. If any governmental entity should audit or
inspect the Institution with respect to the Study, Principal Investigator and/or Institution shall
provide Veeda and Sponsor with immediate notice and shall provide an opportunity for Sponsor or
its designee to be present during such governmental audit.

2.8 Contract Research Organizations/vendors. Subject to Sponsor's approval, Veeda may retain
one or more contract research organizations ("CRO")/vendor to assist them in managing and
monitoring the Study. Principal Investigator and Institution acknowledge Veeda's right to assign
or transfer, in whole or in part, without the consent of the Principal Investigator and Institution,
any of its rights or obligations under this Agreement to any such CRO or vendors. The Principal
Investigator and Institution shall permit such CROs/vendors to perform any or all of Veeda's
obligations, or to exercise any or all ofVeeda's rights, under this Agreement.

2.9 No Reimbursement for Sponsor Paid Drug or Services. Principal Investigator and Institution
agrees that, if Study Product and/or other services are paid for or provided without charge by
Sponsor or Veeda, Principal Investigator, Institution and/or any other vendor subcontracted or
engaged by Principal Investigator or Institution shall not separately bill or seek reimbursement for
such Study Product and/or services from any third party including, without limitation, the Subject,
any private provider of Insurance or state program. Principal Investigator and Institution further
agree that they shall accurately report receipt of such Study Product to any government or private
insurance program, as may be required by law.

2.10 Financial Disclosure Certification. Principal Investigator or Institution, as applicable, shall
ensure that any sub investigators connected with the Study, complete and rcturn to Veeda and/or
Sponsor the Financial Disclosure Certification Fonn prior to the initiation of the Study. Principal
Investigator or Institution, as applicable, shall require any sub investigators to promptly notify
Veeda and/or Sponsor of any change in the accuracy of the Financial Disclosure Certification
Fonn during the tenn of Study and for one (1) year following completion of the Study. In addition,
Principal Investigator or Institution, as applicable, shall comply with all applicable requiremcnts of
the National Institutes of Health and the Public Health Service regarding reporting and
management of contlicts of interest.

3. COMPENSATION

3.1 Payment. Veeda shall pay Principal Investigator/Institution the amounts set forth in Exhibit B
for Subjects properly enrolled, completed visits and CRFs completely and accurately returned to
Veeda and/or Sponsor. All payments shall be payable in Indian Rupees and made within forty five
(45) days of receipt and approval of an invoice for Institution /Principal Investigator's services.

Thc pm1ies hcreto agree as follows:

a) Veeda will pay a sum for every complete and evaluable patient as defined in the payment
schedule for "Per Patient Fee".
The '-Per Subject Fee" is a fixed fee per patient which includes all costs and honoraria,
including, but not limited to:

• all study related activities such as conduct of visits and Source & eRF completion
• timc and,.sftl'lft•.()f Principle Invcstigator and other site staff
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• study coordinator salary
• all diagnostic tests and other investigations (ECG, X-ray Chest etc)
• housing or hospital stay for patients including meals
• Patient conveyance/compensation
• miscellaneous (telephone, fax, courier, etc)
• all overhead costs

b) A complete and evaluable patient is defined as follows:
• all procedures must be perfonned according to the protocol
• a patient will only be included according to the inclusion/exclusion criteria
• all data are documented accurately, completely

c) All payments will be on a pro rata basis. For patients who do not complete (early termination,
drop-out, etc), the payment schedule will be evaluated according to the number of days
completed.

d) Invoice will be generated / requested for payment on monthly basis according to the actual
work performed (after source data verification and CRFs retrieval for completed visits).
Invoice will be generated / requested according to milestone specified above. The final
payment (20%) will be made at the time of site closeout visit or immediately after site close-
out visit.

e) Any third parties designated by you (including Radiology, Local Laboratory, etc) will be
managed and paid by you.

D The Ethics Committee fee will be paid by Yeeda, and is separate from the per-patient grant.
Details of the payment are as mentioned below.
• Name of Ethics Committee: MGM Ethics Committee for Research on Human Subjects
• Relationship between the site/institution and Ethics committee: Institutional Ethics

Committee
• Ethics committee payee name: MGM Medical College, Auraugabad
• Relationship between the Ethics committee and the Ethics committee payee name, if it is

different from Ethics committee as mentioned in the SOP: NA
• PAN no. of the payee: AAATM4256E
• Ethics Committee Fees: Rs. (Excluding TDS): INR 400()()/-

g) Screen failure paticnt's visit will be paid ONLY if the patient is scrcen failure based on results
or reports of laboratory investigations, ECG, X-ray Chest, and SAE or in case patient withdrew
consent.

h) If patient was randomized in the study deviating from protocol inclusion and exclusion criteria
(without waiver, if applicable) then payment will not be made for such wrong randomization
and subsequent visits, however screening visit can be paid, if performed according to protocol.

i) Patient conveyance will pay by Yeeda, and is not included in per patient fees.
j) Yeeda will manage SAE reimbursement for medical management expenses towards AE/SAE

directly to the patient or LAR and SAE compensation payment directly to the patient / LAR
with prior writtcn approval from the sponsor and will get for rcimbursemcnt for those
expcnses.

k) Yeeda will pay thc Institution an upti'ont amount of INR 20,000/- once I" patient is enrolled /
randomized. This upfront amount will be adjusted form subsequent payment(s). In case site is
not able to enrol any patients then Principle Investigator / Institute is liable and must return
uptront amount immediatcly without any delay.
Details of Payee arc:

Name of Payee: MGM Medical College, Aurangahad
PAN No. : AAAT~1425~
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Note: All the payments made to the payee are subject to Withholding Tax (Tax Deducted at Source
(TDS)) as applicable from time to time and Veeda will deduct the tax at the time of making
payments.

3.2 Disputed Payment. Principal Investigator/Institution agrees that in the event of a dispute
regarding Sponsor's approval of documentation of supporting costs incurred under this Agreement,
data and information resulting from Institution's (including Principal Investigator) participation in
Study cannot be withheld by Institution's (including Principal Investigator) pending resolution of
the dispute. Veeda and Principal Investigator/Institution agree to use reasonable efforts to resolve
any disputes in a timely manner.

3.3 OvemaymentlUndemayment. If, at the date of Study termination, the total amount paid to
Principal Investigator/Institution exceeds the amount to which Principal Investigator/Institution is
entitled, Principal Investigator/Institution shall return the overpayment to Veeda within forty-five
(45) days from the termination date. If, at the date of termination, the total amount paid to
Principal Investigator/Institution is less than the amount to which Principal Investigator/Institution
is entitled, Veeda shall pay the amount due to Principal Investigator/Institution within forty-five
(45) days following termination of the Study, delivery to Veeda and/or Sponsor of the remaining
CRFs, final reconciliation of any remaining amounts due, and the return to Veeda of all items
described in Section 2.7 above.

3.4 Commercially Reasonable Efforts. The Principle Investigator and/or the Institution shall use
all reasonable endeavors to enroll maximum Eligible Cases as soon as possible. The parties may
agree in writing to extend the time for recruitment of eligible patients if so desired. Recruitment
period will be of 2 months however recruitment will be competitive among participating sites
hence the site may have recruitment period even less or more then specified.

Principal Investigator/Institution shall use reasonable efforts to complete enrollment of study
subjects within two months (2) months alier receiving a go ahead from the sponsor/veeda to enroll
patients in the study. Veeda may tenninate this Agreement upon written notice, if Principal
Investigator/Institution is not able to enroll any patient for a month following Study initiation at
their site and in that case, the Principal Invcstigator / Institution is responsible to refund the all
amount paid till the date of termination of the agreement within I month from the date of
intimation of tennination of the agreement.

Allowcd screen failure rate in the study is 10 %, hence thc investigator should put in reasonable
efforts to recruit eligible cases in the study.

3.5 Remittance of Paymcnt. All paymcnts to Principal Investigator/Institution and any other party
as detined in this agrecmcnt made pursuant to this Agrccmcnt shall bc made by Vecda and all
study related payments will be madc by chequc and scnt to:

Trial Payee Address: MGM Medical College, N-6 CIDCO, Auraugabad. 431003.
i\1aharashtra. INDIA

3.6 Relationship of Pal1ies. Veeda shall be responsible for all payments to Principal
Invcstigator/Institution pursuant to this Agreemcnt but such responsibility is subject to receipt of
funds from Sponsor. /b!P.Q!l receipt of such fu ds- Vccda I;-omSponsor, Principal Investigator /
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Institution shall have no recourse against Sponsor or any of its subsidiaries or affiliates for
Veeda's breach of its payment obligations to Investigator pursuant to this Agreement.

4. CONFIDENTIALITY

4.1 Confidentiality & Non-Use Obligation. During the Study's performance and for Five years
(5) years thereafter, Institution, its employees, agents, and subcontractors (if any) and Principal
Investigator shall not disclose Confidential Information (hereinafter defined) for any purpose other
than as indicated in this Agreement without Sponsor's prior written consent.

4.2 Definition of Confidential Infonnation. Subject to Principal Investigator's publication rights as
set forth in Sections 6.1 and 6.2, " Confidential Infonnation" shall include the Protocol, CRFs,
Data, Study Product, and all materials and infonnation in whatever form or medium (whether now
known or in the future developed) and however communicated, be it by written, verbal, visual,
machine readable form, or in the form of biological materials or samples, or in any other form,
relating, directly or indirectly, to Sponsor and the Study disclosed to Principal Investigator and/or
Institution by Sponsor or Veeda or developed by Principal Investigator or Institution as a result of
conducting the Study. Confidential Information shall also include any confidential information
obtained under a confidentiality agreement with a third party, which Sponsor is permitted to
disclose to Principal Investigator and/or Institution.

4.3 Exceptions to Obligation of Confidentiality and Non-Use.
Institution's obligation of confidentiality and non-use described In
Confidential Information, except any portion thereof which:

Principal Investigator and
Section 4.1 applies to all
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(i) Is known to Principal Investigator and Institution, its employees, agents, or subcontractors
before receipt thereof under this Agreement, as evidenced by written records;

(ii) is disclosed to Principal Investigator and/or Institution, their employees, agents, or
subcontractors after acceptance of this Agreement by a third party who has a right to make such
disclosure in a non-confidential manner;

(iii) is or becomes part of the public domain through no fault of Principal Investigator or
Institution, their employees, agents, or subcontractors; or

(iv) is independently developed by Principal Investigator or Institution, their employees, agents, or
subcontractors, without reference to, use of, or disclosure of Confidential Information, as
evidenced by written records.

4.4 Disclosure Required by Law. Nothing in this Agreement shall be construed to restrict Principal
Investigator or Institution from disclosing Confidential Information as required by law or court
order or other governmental order or request, provided in each case Institution and/or Principal
Investigator shall timely infornl Veeda and Sponsor and usc all reasonablc efforts to limit the
disclosure and maintain the confidentiality of such Confidential Information to the extent possible.
In addition, Institution and Principal Investigator shall pennit Veeda and/or Sponsor to attempt to
limit such disclosure by appropriate legal means.

4.5 Subject Confidentiality. The parties agree to abide by all applicable laws and regulations
regarding Subject confidentiality. Principal Invcstigator is rcsponsible for obtaining from each
Subject, prior to the Subj.ect'sRarticipation ir ca' dy, a signed Inf'Jrlned Consent in a form
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approved in writing by the IEC and in conformity with Sponsor's guidelines. Before requesting an
individual's consent to participate in clinical trial the Principal Investigator must provide the
individual with the trial information in a language that is non- technical and understandable by the
study subjects and the same shall be recorded through audio-visual means.

During the audio-visual recording of informed consent process, the identity and records of the trial
subjects are as far as possible kept confidential; and that no details about identity of said subjects,
which would result in the disclosure of their identity, are disclosed without valid scientific and
legal reasons which may be essential for the purposes of therapeutics or other interventions,
without the specific consent in writing of the subject concerned, or someone authorised on their
behalf, and after ensuring that the said subject does not suffer from any form of hardship,
discrimination or stigmatisation as a consequence of having participated in the trial.

The Investigator must safeguard the confidentiality of trial data, which might lead to the
identification of the individual subjects. Data of individual subjects can be disclosed only in a
court of law under the orders of the presiding judge or in some cases may be required to
communicate to Drug regulatory/ Health authority.

Prior consent of the subject should be taken for audio-visual recording of informed consent process
and the same should be documented by the Investigator. Such consent may be taken orally. Only
those subjects who give the consent for the AV recording shall be included in the clinical trial.

5. INTEl.LECTUAL PROI'ERTY

5.1 Inventions. All inventions whether or not patentable, discoveries, techniques, ideas, trade
secrets, new uses, improvements, processes, compounds, products, and all other works that are
conceived or reduced to practice during the course of perfornling the Clinical Trial by Principal
Investigator and Institution (including but not limited to thcir employees, agents and/or any other
vendor subcontracted or engaged by Principal Investigator or Institution) ("Intellectual Property")
shall be promptly disclosed to Veeda and Sponsor and shall be the sole property of Sponsor;
provided however, that Principal Investigator and Institution will have a fully-paid-up, royalty-
free, perpetual, nonexclusive right without the right to sublicense, to make, have made, and use
any Intellectual Property created hereunder for its own internal, noncommercial research,
noncommercial patient care, and academic purposes. Principal Investigator and Institution agree,
upon Sponsor's written request and at Sponsor's expense, to execute such documents and to take
such other reasonable actions as Sponsor deems necessary or appropriate to obtain patent or other
proprietary protection in Sponsor's name covering any Intellectual Property. Sponsor may freely
assign its rights to and interests in any Intellectual Property to a party of the Sponsor's choice.

6. PUBLICATIONS

Page 100fl9

6.1 Gcncral procedures. If Principal Investigator prepares any presentation or publication,
Principal Investigator is to provide Sponsor with a dran of the same t,)r Sponsor's review and
comment at least sixty (60) days prior to publication or presentation so that Sponsor may ascertain
whether any Intellectual Property or other patentable Subject matter or Confidential Information
are disclosed therein. Sponsor shall return comments to Principal Investigator within thirty (30)
days aner receipt of the dran presentation or publication ("Review Period"). In addition, Principal
Investigator shall dclay any proposed publication/presentation an additional sixty (60) days in
addition to the Review Period in the event Sponsor so requests to enable Sponsor to secure patent
or other proprietary protec(. 1l.C'Delay Period")~ 'rincipallnvestigator shall keep the proposed
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publication confidential until the Review Period concludes and, if elected by Sponsor, the Delay
Period has expired. The Principal Investigator understands that, with respect to any proposed
publication or presentation, good faith consideration will be given to Sponsor's comments with
due regard for Sponsor's commercial and proprietary interests and at Sponsor's request, any
Confidential Information will be deleted from such article or presentation. Notwithstanding the
foregoing, unless otherwise permitted in writing by Sponsor / Veeda, the Principal Investigator
shall not be permitted to publish Confidential Information. For the purposes of this provision,
Confidential Information shall not include the results of the Study. Institution shall have no right
to publish or present pursuant to this Agreement.

6.2 Multi-Center Studies. It is agreed and understood by Principal Investigator that Study is a
multi-center study and an independent, joint publication is anticipated to be authored by
investigators in the multi-center study, including Principal Investigator. Therefore, Principal
Investigator agrees not to publish or present the results or any information derived from the study
without prior approval from the sponsor.

7. TERM & TERMINATION

7.1 Tennination by Sponsor/Veeda. Veeda or Sponsor may terminate this Agreement (i)
immediately if the Study is terminated by regulatory authorities or in the interest of public health;
or (ii) without cause at any time during the Term of this agreement on thirty (30) days prior written
notice to Institution and Principal Investigator.

7.2 Effect of Termination. Termination or expiration of this Agreement shall not affect any rights
or obligations which havc accrued prior thereto. In the event of tennination of this Agreement,
Principal Investigator and Institution shall complete the Study for then-enrolled Subjects where
required by accepted medical practice.

8. INIlE~INIFICATION

8.1 Sponsor Indemnification. Sponsor shall indemnify Principal Investigator and Institution,
(including Principal lnvestigator's and lnstitution's affiliates, contractors, agents, fellows,
employees and servants) (collectively "Investigator Indemnitees") for any damages and liabilities,
including reasonablc attorney's fees incurred by Investigator Indemnitees as a result of any claim
or lawsuit against them arising directly out of the performance of the Study drug pursuant to the
Protocol ("Claims"); provided however Sponsor will not be responsible for and assumes no
liability for any loss, claims, and/or demands to the extent arising from any of the following: the
negligence or willful misconduct of an Investigator Indemnitees or any Investigator Indemnitees
failure to adhere to (i) the terms of the Protocol and/or this Agreement including any amendments
thereto; or (ii) applicable federal, provincial, or local laws; or (iii) the written instructions relative
to the use of the Study Product.

8.2 Institution Indemnification. Institution shall indemnify, defend and hold hannless Sponsor
and Vccda (including Sponsor's and Vecda's affiliates, contractors, agents, fellows, employees and
servants) (collectively "Sponsor indemnitees") from any and all losses, injuries, harnl, costs or
expenses, including without limitation, reasonable attomey's fees, incurred by Sponsor
lndemnitees that arise from the negligence or willful misconduct by Investigator lndemnitees (as
detlned above in clause 8.1). Principal Investigator and Institution shall carry professional
Indemnity Insurance and such other insurance required to indemnify under this clause, for the
duration of this Agreelw.:;!lt;;tl~I for a reason eriod (which is not less than I year) alier
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termination or expiration thereof. Principal Investigator and Institution shall provide the copy of
insurance as and when required by Yeeda or Sponsor.

8.3 Obligation to Notify. The foregoing agreement to indemnify IS conditioned upon the
obligation of the Indemnitee to:

(i) advise indemnifying party of any claim or lawsuit, in writing, within fifteen (15) days after
Indemnitee has received notice of said claim or lawsuit, or within such other time frame so that
indemnifying party's ability and rights to defend or settle such claim or lawsuit, as determined in
Sponsor's sole discretion, are not prejudiced;

(ii) Assist indemnifying party and its representatives in the investigation and defense of any
lawsuit and/or claim for which indemnification is provided; and

(iii) Not compromise or otherwise settle any such claim or lawsuit on behalf of indemnifying party
without indemnifying party prior written consent.

8.4 Serious Adverse Event Reimbursement. Not withstanding any other terms contained in this
Agreement, Sponsor will reimburse the Institution for any reasonable, necessary and properly
documented medical expenses directly related to a Subject's Serious Adverse Event (as the term is
defined in the Protocol, also referred to as an "SAE") that is because of the administration of the
Study drug in accordance with the Protocol. Sponsor shall not be responsible for the
reimbursement of SAE costs that are the result of a) the negligence, misconduct, lack of adherence
to applicable law or breach of this Agreement by any agent/vendor or employee of the Principal
Investigator or Institution

9. DEBARMENT

9.1 Debannent and Exclusion. Institution and Principal Investigator certify that they are not
debarred or restricted from conducting clinical research and will not use in any capacity the
services of any person debarred or restricted from conducting clinical research under applicable
law with respect to services to be performed under this Agreement. Institution and Principal
Investigator also eertify that they are not excluded from any governmental health care program.
Institution and Principal Investigator further certify that they are not subject to a government
mandated corporate integrity agreement and has not violated any applicable anti-kickback or false
claims laws or regulations. During the term of this Agreement and for three years after its
termination, Principal Investigator and Institution will notify Yeeda promptly in writing to the
extent possible within two (2) business days if either of these certifications needs to be amended in
light of new infonnation or if Institution and/or Principal Investigator becomes aware of any
material issues related to the medical licensure of any associated researchers. Institution and
Principal Investigator will cooperate with Yecda and/or Sponsor regarding any responsive action
necessary.

Ill. NOTICE

10.1 Notices. Except as otherwise provided herein, all notices, consents, or approvals required
under this Agreement will be in writing delivcred personally or delivered by facsimile, electronic
mail, first class mail, or by a commercial overnight courier that guarantees next day delivery when
possible (in the case of notice by facsimile or electronic mail, a confinnation shall tbereafter be

~-....
f:~~\C~ ':';, :..~~,..-....•..•.•••{')-.::,.

'4' l~ ')

~(~';l
~ /,:>"t:'J;/

.:<.; .• ;1
~'(\q.":.-:"



transmitted to the addressee by first class mail or by a commercial overnight couner that
guarantees next day delivery), addressed as follows:

If to Veeda:
Veeda Clinical Research Pvt. Ltd.
Address: Shivalik Plaza -A, 2nd floor, Nr. I.l.M., Ambawadi, Ahmedabad 380 015.
Attention: Dr. E. Venu Madhav
Phone: +91 79 30013000
Fax: +917930013010

If to Principal Investigator:
Name: Dr. Chandrashekhar Tamane
Address: MGM Medical College & hospital, N-6 CIDCO, Aurangabad - 431003, Maharashtra

Attention:
Phone: +91-9561707496
Fax: NA

If to Institntion:
Name: Dr. A G Shroff
Designation: Dean
Address: MGM Medical College & hospital, N-6 CIDCO, Aurangabad - 431003,

Maharashtra

Attention:
Phone:
Fax:

+91-240-660 II 00
+91-240-2487727

II. Miscellaneous

11.1 Binding Obligations. Principal Investigator and Institution represent and certi fy that the terms
of this Agreement are valid and binding obligations are not inconsistent with any other contractual
and/or legal obligations they may have, or with the policies of company with which it is
associated.

11.2 Publicity. To the extent permitted by law or regulation, no party shall disclose the existence
or terms of this Agreement nor use the name of any other party, nor the names of other party's
employees, in any publicity, advertising or announcement without the consenting party's prior
written approval.

11.3 Independent Contractor. Principal Investigator's and Institution's relationship to Veeda and
Sponsor under this Agreement is that of an independent contractor, Principal Investigator and
Institution have no authority to bind or act on behalf of Veeda or Sponsor.

IIA Assignment. Principal Investigator and Institution may not assign this Agreement to any
other party, nor may it subcontract any of its services hereunder, without Veeda's and Sponsor's
prior written consent. Any attempted assignment without Veeda's and Sponsor's prior written
consent shall be null a~~Wl~~!!.d shall, lor the avoidance of doubt, constitute a material breach of
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this Agreement.

11.5 Sub-investigators. Principal Investigator and Institution hereby agree that as to any
individuals identified on the applicable FDA Form 1572 or Investigator information and
Agreement Form as sub-investigators for the Study, Principal Investigator and Institution shall
ensure such individuals' compliance with the terms and conditions hereof.

11.6 Entire Agreement. This Agreement contains the entire understanding of the parties with
respect to the subject matter herein and supersedes all previous agreements and undertakings with
respect thereto. This Agreement may be modified only by written agreement signed by the parties.

II. 7 Governing Law. This agreement shall be governed by and interpreted in accordance with the
Indian laws. Any disputes arising in connection with this Agreement shall be resolved through
arbitration. The arbitrator shall be mutually decided among the parties. The arbitration shall be
conducted under the Arbitration and Conciliation Act of 1996. The place of arbitration shall be
Ahmedabad. Each party shall bear its own costs of the arbitration unless the arbitrator otherwise
directs.

11.8 Survival. Notwithstanding termination of this Agreement for any reason, rights and
obligations which by the tenus of this Agreement survive termination thereof, shall remain in full
force and effect including but not limited to Section 4 (Confidential Information), Section 5
(Intellectual Property) and Section 6 (Publication).

11.9 Severability. If any of the provisions or a portion of any provision, of this Agreement is held
unenforceable or invalid by a court of competent jurisdiction, the validity and enforceability of the
other portions of any such provision and/or the remaining provisions shall not be affected thereby.

I 1.10 Conflict with Protocol. In the event of a conflict between the tenus and conditions of this
Agreement and those of the Protocol, the Protocol shall control in matters of science and the
Agreement shall control in all othcr matters.

I 1.11 Headings: Any headings, titles and captions used in this Agrecmcnt are for convenience and
reference only. They do not purport to, and shall not be deemed to, limit or extend the scope or
intent of the sections to which they pertain.

11.12 PI/Institute will be responsible for facilitating the availability of site level Phlebotomist
dedicated for this study throughout the study duration.
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IN WITNESS WHEREOF, the parties have executed this Agreement as of the date written
above.

For, Veeda Clinical Research Pvt. Ltd.

Name: Dr. E. Venu Madhav
Title: COO

Date:

For, Principle Investigator

Name: Dr. andrashekhar Tamane
Title: Principle Investigator

For, Institll

Name: Dr A G Shroff
Title: Dean, MGM Medical College, Aurangabad

Date: 0 1- 03- ~6

Confidential
\
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SCHEDULE "A"

PROTOCOL

TITLE:

"A randomized, multi center, open label, two-treatment, two-period, two-sequence, multiple dose,
crossover, steady state bioequivalence study of Everolimus tablets, 10 mg of Biocon Limited,
India vs. Afinitor<ll>(Everolimus) tablets, 10 mg of Novartis Pharmaceuticals Corporation, USA in
advanced renal cell carcinoma (RCC) patients."
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SCHEDULE "B"

STUDY BUDGET

All defined terms shall have the same meaning attributed to them III the Agreement unless
otherwise defined herein.

InstitutionIPrincipal Investigator will be paid based upon the number of Subjects properly enrolled
and the visits completed by the Subjects as legibly, completely and accurately recorded in the
CRFs.

Screen failure will be paid an amount of 5,000 INR respectively.
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a) Trial Budget

Visit
Visit 1 Visit 2 Visit 3 (Day

(Screening) (Day 0/1) 6:1:1)

Study Team Grant

Principal Investigator Grant 3,000,00 2,500,00 2,500,00 12,000,00 2,500.00 12,000.00 34,500.00

Study coordinator grant 1,000,00 1,000,00 1,000,00 5,000,00 1,000.00 5,000,00 14,000.00

Phlebotomy Charges' 200,00 200,00 2,000,00 2,000,00 4,400,00

Study Assessment Grant

Urine Pregnancy Test and Urine Drug
100,00 100.00 100.00 300,00

screen test

ECG 400,00 400.00 800,00

X-ray 350,00 350,00

Stationary, Phone, Courier and Fax charge 150 150 150 300 150 300 1,200,00

Hospitalization & Meal Charges 3,000,00 12,000,00 12,000,00 27,000.00

Sub-total 5,lOO.00 6,950.00 3,650.00 31,400.00 3,650.00 31,800.00 82,550.00

Institutional Overhead (20%) 1,020.00 1,390.00 730.00 6,280.00 730.00 6,360.00 16,510.00

Total 99,060.00

Service Tax (14%) 13,868.40

Total Grant 112,928.40

Patient Compensation 1,000,00 1,000,00 5,000,00 1,000,00 5,000.00 15,000.00

• Phlebotomy charges for PK sampling will be paid only if site phlebotomist is used,
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. Taxes:

• All payments shall be made to the Principle Investigator / Institution / any other payee party as defined in the agreement, after deducting of
withholding tax (TDS) as applicable from time to time as per the Income tax act. The TDS certificates for the withholding tax will be provided
at the end of the financial year.

• Patient compensation will be treated as a reimbursement and TDS will be not deducted from the patient compensation subject to production of
original bills and supporting documents (signed by patient) without any mark up by the Principle Investigator and Institution.
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CONFIDENTIAL

CLINICAL STUDY AGREEMENT

-{A t
This ctinicat study agreement("Agreement") is executed as of this the {day ot thq 2016 W
(Effective Date)by and between: A 'J

Sun Pharma Advanced Research Company Ltd. (C|NL73 100GJ2006PLC04783 7),a company
registered under the Companies Act, 1956 having its registered office at SPARC Ltd, Akota Road,
Akota, Vadodara - 390020 lndia and having a business address at '17l8, Mahakati Caves Road,
Andheri East, Mumbai 400093, lndia, which expression shatt, where the context so permits
inctude his successors in office and assigns (hereinafter referred to as the "Sponsor").

AND

Mahatma Gandhi Mission's Medical Coltege & Hospitat ,a hospital having its registered office at
N-6 CIDCO, Aurangabad-431 003, Maharashtra, lndia, which expression shalt, where the context
so permits inctude his successors in office and permitted assigns (hereinafter referred to as the
"lnstitution").

AND

Dr. Chandrashekhar Tamane, MBBS, MD (Oncotogy), Principal lnvestigator,
Mission's MedicaI Cottege & Hospitat, N-6 CIDCO, Aurangabad-431 003,
(hereinafter referred as the "lnvestigator")

(each a "Party" and cottectivety, the "Parties")

WHEREAS:

A. The Institution is a health care and research organization engaged in the
treatment and prevention of disease and c[inical research for the improvement of
healthcare, and has the faci[ities and personnel necessary to conduct the clinicat

B. Sponsor is a pharmaceutical company invotved, inter atia, in the research, devet
and manufacture of medicines for use in humans and has devetoped Paclitaxel ln
Concentrate for Nano-dispersion (PICN) which is intended to be used for
locatly recurrent or metastatic breast cancer. Sponsor represents that it has apptieil for
the necessary permissions and licenses required under the provisions of retevant Acti and
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lnstitution is witling to perform a ctinicat study of the lnvestigational Product (tfl
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NOW THEREFORE in consideration of the promises and mutual covenants here$
Parties hereby agree as fo[[ows: +
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1.

CONFIDENTIAL

SCOPE

1.1 The Study is of mutual interest and benefit to Sponsor and lnstitution, and witt
further the lnstitution's instructional and research objectives in a manner consistent
with the terms and conditions of this Agreement.

1.2 The lnstitution shatl exercise its best efforts to carry out the research ("Study") set
forth in the Protocot CLR-16-13: A Randomized, Open Label, Two Period, Single
Dose, Crossover, Bioavailability Study Of Paclitaxel lnjection Concentrate For Nano-
Dispersion (PICN) And Abraxane@ ln Subjects With Locally Recurrent Or Metastatic
Breast Cancer,which has been provided prior to signing of this Agreement. ln the event
of any inconsistency between this Agreement and the Protocol, the terms of this
Agreement sha[[ govern. Changes in the Protocot may be made only through prior
written agreement between the Sponsor and the lnstitution. The Study shatt be
conducted under the direction of lnvestigator in accordance with this Agreement,
subject to review and prior approval by the institution's ethical committee.

CONDUCT OF THE CLINICAL TRIAL

2.1The lnvestigator and the lnstitution sha[[ conduct the Study in accordance with the
Protocol. The Sponsor is responsibte for obtaining and maintaining alt appticabte
regutatory approvats for the Study in lndia. The Sponsor, lnvestigator and lnstitution
shatt perform the Ctinicat Study in accordance with alt applicable [aws, government
regutations and guidetines inctuding but not limited to the Drugs & Cosmetics Act 1940
and Rules 1945: Schedute-Y (as amended from time to time), The lndian Council of
Medical Research ( ICMR) guidelines, Good Ctinical Practices (GCP) and the standards
conforming to the lnternationat Conference on Harmonisation of Technicat
Requirements for Registration of Pharmaceuticats for Human Use (lCH).

2.2 It is explicitty agreed and acknowtedged by the Parties that the Protocol for ctinicat
triat/Study be reviewed and approved by the Ethicat Committee ("EC") registered with
DCGI before the commencement of the Study. The lnvestigator sha[[ obtain and detiver 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, lf any such
committee do not exist in the lnstitution, then the approvat granted to a protocol by the
ethics committee of another institution wi[[ be appticable to use of that protocol in the
lnstitution.

2.3 The lnstitution and lnvestigator agree that the Sponsor or its designee as ctinical
monitor wit[ conduct routine monitoring visits at mutuatty convenient times and upon
reasonable advance notice to the lnvestigator. The clinical monitor witl have direct
access to atl original records and documents pertaining to the study to ensure that the
study is conducted in accordance with the Protocol and appticabte regulatory
requirements and in terms of this Agreement. Simitarty, sponsor may conduct audit at
mutualty convenient times and upon reasonabte advance notice to the lnvestigator. The
auditor witt have direct access to atl records and documents pertaining to the study.

2.4 lt is expticitty agreed and acknowledged by the Parties that in case lnvestigator is
unabte to perform the study in accordance with this agreement, the lnstitution shau
appoint another lnvestigator in consuttation with the Sponsor. The lnstitution shatt take

2.
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written consent from the Sponsor prior to such appointment. The Sponsor retains the
right to suggest lnvestigator(s) for appointment to conduct and perform the Study.

2"5 lf any biotogical 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 Ctinicat Tria[ Subject's signed written informed consent form. lf study requires locat
lab, the investigator would share appticable documents (viz. lab head CV, accreditation,
Lab normal vatues)lt is expticitty agreed and acknowtedged by the Parties that Cotlection,
Retention, Use and Destruction of Biotogicat Samptes by lnstitution or lnvestigator or
Sponsor or either of the parties shatl be in accordance with the appticable Protocot,
acceptabte clinicat trial practices, appticabte subject privacy and informed consent laws
and in comptiance with a[[ appticabte taws and regulations.

For the investigations required to be conducted at the toca[ laboratory, the expenses wit[
be reimbursed as per actuals, subject to submission of the originat invoices and
corresponding receipts for the same obliterating subject's identity.

3. OBLIGATIONS, REPRESENTATIONS & WARRANTIES OF THE PARTIES

3.1 The lnvestigator shalt be responsibte for obtaining and maintaining atl approvats
from the appropriate EC for the conduct of the ctinical Study and from time to time the
lnvestigator sha[[ inform Sponsor about the progress of EC submissions, and provide
Sponsor and the lnstitution with a[[ correspondences relating to such submissions. The
institution shatI ensure the proper conduct of Study.

3.2 The lnvestigator shatl be responsibte for obtaining a signed informed consent form
from each Ctinicat Study Subject prior to the Ctinical Study Subject's participation in
the Ctinical Study.For ctarity "Clinical Trial Subject" means a person recruited to
participate in the Ctinical Triat. The investigator shatl compty with the appticable
regutatory requirement(s), and shoutd adhere to GCP and to the ethical principtes in
obtaining and documenting informed consent. The Parties agree that in addition to the
requirement of obtaining written informed consent, , inctuding the procedure of
providing information to the subject and his/her understanding on such consent is
required to be done white adhering to the principtes of confidentiatity.As per applicabte
regutatory requirement, it is agreed and acknowtedged by the Parties that in case of
certain clinical triats, audio-video recording of the informed consent process to be
maintained by the investigator for certain subjects. ln such event, the Parties witt agree
the necessary terms and conditions retating to the audio-video recording and incorporate
the same in the informed consent form.

3.3 ln addition,prior to the beginning of the Study, the lnvestigator must have the EC's
written approvat/favourable opinion of the written informed consent form and any other
written information to be provided to Ctinical Trial Subject. Neither the investigator,
nor the triat staff, should coerce or unduty inftuence a Ctinicat Trial subject to
participate or to continue to participate in a triat.

It is agreed and acknowtedged by the lnvestigator and the lnstitution that when a clinical
trial (therapeutic or non-therapeutic) inctudes Clinical Tria[ Subjects who can only be
enrotted in the trial with the consent of the Ctinical Trial Subject's legatty acceptabte
representative (e.g., minors, or subjects with severe dementia), the Ctinical Trial
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Subject shoutd be informed about the trial to the extent compatibte with the subject's
understanding and, if capable, the subject shoutd sign and personatty date the written
informed consent.

3.3 The lnvestigator shat[ take reasonabte efforts to recruit the agreed number of
Ctinical Tria[ Subjects on a timety basis and the Parties sha[[ take reasonable efforts to
conduct the Ctinicat Study in accordance with the agreed time period.

lnvestigator shatl target to enrot[ (randomize) 6-8 subjects in the study.

3.4 The lnstitution and lnvestigator shatl not permit the use of lP for any purpose
(whether directty or indirectty) other than the conduct of the ctinicaI Study and upon
termination or completion of study, alt used and unused lP shatt, at Sponsor's
instructions, either be returned to Sponsor or destroyed in accordance with the Protocot
or Sponsor's written instructions.

3.5 lt is explicitty agreed and acknowtedged by the Parties that the Study may invotve
the participation of muttipte sites and recruitment and in such event, when the
enrotment goat for the ctinical Study as a whote is reached, enrolment wit[ be ctosed at
at[ sites, including the trial Site, regardtess of whether the lnstitution has reached its
individuaI enrotment goat.

3.6 To the extent permitted by taw, the lnstitution and the lnvestigator shatl
immediately inform Sponsor of:

3.6.1 Any intended or actual inspection, written inquiry or visit to the trial Site by
any regutatory authority; or

3.6.2 any queries by State or Central lnformation Commission under Right to
lnformation Act (amended up to date)

ln connection with the ctinical Study and forward promptty to Sponsor copies of any
correspondence from any such authority.

The lnstitution or Investigator shatl use its best efforts to obtain the approval of the
regutatory authority (e.g. DCGI or state FDA personnet) to have a representative of
Sponsor present during any such visit. lf a representative of Sponsor is unabte to be
pres€nt during a visit, the lnstitution and the Investigator sha[[ provide Sponsor with a
prompt brief summary fotlowed by a detailed written report fottowing the visit.

3.7 The lnstitution and the Principat lnvestigator shatl keep comptete and accurate records
of the conduct of the ctinicat Study and of atl clinical Study data in accordance with
generatty accepted industry standards and practices and appticable Law. The lnstitution
and the lnvestigator agree to retain alt such recordsfor a period of not tess than fifteen
(15) years from the date of completion of Study or termination of this Agreement,
whichever is eartier,or any such period prescribed in the Sponsor's 'Document Retention &
Destruction Poticy'(the "Retention Period"). The lnstitution shatl use reasonabte efforts to
give Sponsor written notice before destroying the Ctinical trial documentation and clinical
trial data. Any such destruction is subject to prior written consent of the Sponsor. ln case,
lnstitution and Principal lnvestigator do not have archival facitity as per Sponsor's
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expectations, lnstitution and PrincipaI lnvestigator agree tothird party archivaI facititated
by the sponsor respecting confidentiatity of subject's data.

For ctinicat/ therapeutic bioequivatence study, the investigator and institution agree to
retention of lnvestigational Product (lP) as per regutatory requirements, ln case,
lnstitution and Principal lnvestigator do not have archivat facitity for lP as per Sponsor's
expectations, lnstitution and Principa[ lnvestigator agree to third party archival by the
sponsor respecting confidentiality of subject's data.

3.8 The lnvestigator undertakes to document a[[ Adverse Events (AE) on adverse event
page of Case Report Form (CRF). The investigator shall report alt serious adverse events
(SAE) to the [icensing authority (DCGI), sponsor/ CRO (if appticabte) and chairperson of
ethics committee within 24 hour of SAE occurrence. The investigator shat[ report atl SAE

after due anatysis to the licensing authority (DCGI), chairperson of ethics committee and

head of the institution where the triat has been conducted wjthin the timelines as per the
applicabte regutatory requirement. Subsequent fotlow-up information shatl be reported to
alt stakehotders as mentioned above. ln case, lnvestigator faits to report any SAE within
stiputated period, the investigator shatl have to furnish the reason for the delay to the
satisfaction of ticensing authority atong with the report of SAE. Sponsor's safety physician/

CRO (if appticabte) shatt report att SAE after due anatysis to [icensing authority (DCGI),

chairperson of ethics committee and head of the institution where the trial has been

conducted within the timelines as per the appticable regutatory requirement. Subsequent

fottow-up information shatl be reported to all stakeholders as mentioned above. Sponsor's

safety physician/ CRO (if appticabte) shatl report att serious adverse events to other
participating lnvestigators within the timetines as per the appticable regulatory
requirement. (this shatt be for mutticentric studies). Sponsor's safety physician/ CRO (if
appticabte) shatI notify SAE to other regutatory authorities as appticabte.

As much information as possibte shat[ be supptied by lnvestigator at the time of the initial
report with at teast the fo[[owing information using SAE Report Form.

. Name, address, and tetephone number of the reporting lnvestigator.

. lnvestigationatproduct(s).
o Protocol number"
. Subject identification number, initiats, sex and date of birth.
. Description of the AE, reason considered serious, measures taken and outcome (if

resotved,
o Liketihood of drug causation of the adverse event assessed by the lnvestigator.

A SAE is any untoward medica[ occurrence that, at any dose:

. resutts in death;
o is tife-threatening;
. requires in-subject hospitatization or protongation of existing hospitalization;

[For the avoidance of doubt, A ptanned hospitatization for pre-existing condition,
or a procedure required by the Ctinical lnvestigation Plan, without a serious
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deterioration in heatth or if the hospitatization is ctearly not associated with an
AE [(e.g., socia[ hospitalization ) are not to be considered as SAEs.]

. resutts in persistent or significant disabitity/incapacity;
o is a congenital anomaty/birth defect;
. important medica[ event.

For the sake of ctarity, 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, hypotheticatly, might have caused death if it were more
severe.

To the maximum extent permissibte under appticable laws and DCGI regutation, the
Sponsor shatt pay atl medical expenses pertaining to Study subject in the event of any AE

or SAE. ln case of triat retated injury or death, the financia[ compensation wit[ be paid to
the subject/ nominee subject to the terms and conditions of this Agreement.

3.9 The Sponsor sha[[ pay atl medical management pertaining to Study subject in the event
of any SAE, and any lP or study participation retated AE, untess it has arisen due to non-
adherence to the terms of the Protocot or Sponsor's written instructions on lP as agreed by
lnvestigator ECand/or the same has resutted from the negtigence or wittful matfeasance or
ma(practices by lnvestigator and /or any triat staff or the lnstitution.

lf Subject has a medical emergency, ittness or injury that was caused by the research drug
or study procedures, Sponsor witl provide subject medical management as per the
appticabte regutatory requirement.

ln case of Study retated injury or death, to the maximum extent permissibte under
appticabte [aws and DCGI regulation, Sponsor witl provide complete medicat care a[ong
with compensation for the injury or death. ln case of any SAEs (death and other than
death) EC wit[ evatuate and give its opinion regarding compensation to DCGI. Subject witl
get an additional compensationwill be over and above any expenses incurred on subject's
medical management 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.

3.10 lnvestigator warrants and represents that:

3.10.1 he is free to participate in the ctinical trial/ Study and there are no rights,
which may be exercised by, or obtigations owed to any third party, which might
prevent or restrict his performance of the obtigations detaited in this Agreement;

3.10.2 where the lnstitution is not the lnvestigator's principal employer, he has
notified his principal emptoyer of his proposed participation in the ctinical
triat/Study and, where retevant, his supervision of trial site team members. He
has obtained at[ necessary consents from his principa[ employer retating to this;

3.10.3 He is not invotved in any regutatory or misconduct litigation or
investigation by the Drugs Controtter General of lndia, Food and Drug
Administration, the Ministry of Heatth, or other regulatory authorities;

tA\=
W Y Paee6ofrT



CONFIDENTIAL

3.10.4 He is quatified to provide ctinica[ Study services based on the skilts and
experienceand has reviewed information regarding the Sponsor's lP and the
Protocol for the proposed clinicat Study and wishes to conduct the trial and to
supervise the team members at the triat site; and

3.10.5 During the Ctinical Triat, he wi[[ not serye as an investigator or other
significant participant in any c[inical triat/study for another sponsor or any CRO
companies if such activity might adverse[y affect his abitity to perform his
obtigations under this Agreement.

3.11 lnstitution certifies that neither lnstitution nor any person (including lnvestigator)
emptoyed or engaged by lnstitution in the conduct of the Study has been debarred
pursuant to appticabte provisions of [aw (whether state or centrat) and that no debarred
person witl in the future be employed or engaged by lnstitution in connection with
conduct of the Study. lnstitution further certifies that it witl notify Sponsor immediatety
in the event of any debarment or threat of debarment of any person employed or
engaged by lnstitution in the conduct of the Study occurring during the period of this
Agreement.

3.12 Sponsor, lnstitution and the lnvestigator represent and warrant that it has the right
to enter into and futly perform this Agreement and, by entering into this Agreement it is
not in violation of any [aw, statute, agreement or any other statue.

4. FINANCIAL ARRANGEIUENTS

4.1 SPARC, as Sponsor, has agreed to provide financia[ support for the project. The
Sponsor shatl pay fees for the services of the lnvestigator in accordance with the budget
as per Exhibit-A.

4.2 Sponsor shat[ make payments to lnstitution in accordance with the payment schedute
set forth in Exhibit A and incorporated herein. Cheque(s) shatt be made payabte and sent to
the:

Payee Name: MGM Medicat Coltege
PAN: MATM4256E

4.3 The lnvestigator agrees to make every effort to supervise and [ead the study to
comptetion as ptanned and in time. Shoutd any circumstances beyond his control detay the
project or make it impossible to complete it, the lnvestigator sha[[ give due notice to the
Sponsor so as to minimize the overatl project detay or the [oss, and return funds to the
sponsor on pro rata basis as per Exhibit A. The lnvestigator and lnstitution shoutd facititate
return of unused lP to sponsor or other site as per sponsor's instructions.

4.4 The lnstitution shal[ raise invoice on the Sponsor and separatety specify Service Tax
payabte, if appticabte on the services rendered and sha[[ also show other necessary detaits
such as Service Tax registration no. etc. so as to enable Sponsor to claim credit for the same
as per taw. The Sponsor shatl verify the invoice and make the payment within 30 days from
the receipt of the invoice submitted by lnstitution. However, if, upon verification by
Sponsor, the invoice is found to be incorrect or inappropriate, the same shatt be returned by
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Sponsor to the lnstitution for correction and revision. No other costs, payments and
expenses woutd be borne by Sponsor untess specificatty mentioned in this agreementor
mutuatty agreed in writing in advance. Notwithstanding the foregoing, any payment under
this Agreement is subject to deduction of applicabte Tax-deduction-at-source (TDS). Sponsor
sha[[ deduct the amount and pay balance amount to the lnstitution.

5. TERM AND TERMINATION

5.1 Untess otherwise terminated eartier, this Agreement shatl commence upon Effective Date and
wi[[ continue for a period of 5 years from the Effective Date or upon completion of the Ctinicat
Study, which ever is earlier.

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 (inctuding a materia[
faiture without just cause to meet a timetine) and faits 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. Not with standing to the above, the
lnvestigator may terminate the Study, if the lnvestigator suspects an adverse drug reaction /
adverse drug event related to the Study retated procedure and of serious nature to take its
cognizance, after informing lnstitution, EC and Sponsor in writing. lt is expticitty agreed and
acknowledged by the lnvestigator and Institution that in case of termination of study, no further
payment shatl be made by Sponsor to Principat lnvestigator, Institution or any other person
under this agreement.

5.3 sponsor may terminate this Agreement upon thirty (30) days prior written notice to the
lnstitution and the Principat lnvestigator, or such shorter notice period as required by a
Regutatory Authority (whether State or Centrat), for any reason whatsoever.

5.4 Without limiting the generatity of the foregoing, Sponsor may terminate this Agreement :

5.4.1 if the lnvestigator is not performing the Study as required in the protocot;

5,4.2 in case of faiture of the lnvestigator and/ or lnstitution to provide access by
Sponsor representatives /Ctinical monitor atl originat medical records necessary to
verify entries on study case report forms;

5.4.3 in case of an unauthorized reptacement of Investigator;

5.4'4if Sponsor determine that business or scientific considerations require termination
of this Agreement (either futl or in part);

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

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

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

6.1 To the maximum extent permitted by appticabte [aws, the lnstitution agrees to defend,
indemnify and hotd harmtess the Sponsor and its respective directors, officers, emptoyees and

agents (the "lndemnities") and those of its affi[iates against atl claims, actions, suits,
proceedings, tiabi(ity, [osses, damages, charges, orders, fines and expenses, including
assessabte legat fees and disbursements made or brought by a third party against an lndemnity
for harm:

6.1"1 Arising out of or relating to the negtigence or wittfut misconduct or matpractices
of the lnstitution, its emptoyees and agents in performing their obligations under this
Agreement;

6.1.2 Arising out of errors or omissions by lnstitution;

6.1.3 arising out of or retating to the failure of the lnstitution, its emptoyees and
agents to compty with the provisions of this Agreement, the Protocot, or any written
instructions of Sponsor concerning the CtinicaI Study; or

6.1.4 Arising out of the viotation of applicabte Law retated to the conduct of the
Ctinicat Study by the lnstitution, its emptoyees or agents.

6.2 The lnvestigator agrees to defend, indemnify and hotd harmtess the Sponsor and its
respective directors, officers, emptoyees and agents (the "indemnities")and those of its
affitiates against atl ctaims, actions, suits, proceedings, tiabitity, losses, damages, charges,
orders, fines and expenses, including assessabte [ega[ fees and disbursements made or brought
by a third party against an indemnity for harm:

6.2.1 arising out of or retating to the negtigence or willful misconduct or matpractices of
the lnvestigator, his study team member/employee or any person for whom the
lnvestigator is responsibte at law in performing their obtigations under this Agreement;

6.2.2 arising out of or retating to the failure of the lnvestigator, his or her study team
members or employees and any person for whom the lnvestigator is responsibte at lawto
compty with the provisions of this Agreement, the Protocol, or any written instructions of
Sponsor concerning the Ctinicat Study ;

6.2.3 arising from a viotation of appticable laws and regutations related to the conduct of
the Clinicat Triat by the lnvestigator, his or her study team members/ emptoyees or any
person for whom the lnvestigator is responsibte at [aw; or

6.2.4 arising out of from or by reason of any breach or non-frivolous of atteged breach of
representation, warranty or covenant herein.

6.3 To the maximum extent permitted by appticabte taws, SPONSOR agrees to indemnify and

hereby indemnifies, defend and hotd the Site, its Principat lnvestigator, Sub-lnvestigators and

study team, directors, officers and the support staff, agents, the trustees of the lnstitution
harmless from and against any proven [iability, [oss, damage, costs, expenses, ctaims, demands
and suits (inctuding reasonable attorney's fees and expenses) including arising from and resulting

Site Specific Final Version 0l_08 Aug 2016
Master Version 0l 24 Dec 2015 v \'f_,,



CON}'IDENTIAL

out of (i) the breach of any of Sponsor representations, warranties or covenants set forth in this
Agreement or (ii) the performance of the Study or any of its resutts / outcome inctuding,
adverse drug experiences or an injury, death to/of a Study subject directty or indirectly caused
by or attributed to the Study , (iii) any injury or ctaim arising due to any defect / matfunction of
the lP used during the Study in accordance with the provisions of the Protocol and this
Agreement.

6.4 Each Party shall use reasonabte efforts to inform the other Parties promptty of any
circumstances of which it is aware that are reasonabty tikety to give rise to a ctaim or
proceeding and shatl keep the other Parties reasonabty informed of devetopments in retation to
any claim or proceeding, even where a Party decides not to make a ctaim for indemnification
under this Section 5. The Parties further agree that they have a right to retain their own counset
to conduct a futl defense of any such claim or proceeding.

6.5 The lnstitution, lnvestigator and Sponsor shatl each give to the others such hetp as may
reasonabty be required for the efficient conduct and prompt handling of any ctaim or
proceeding concerning the Ctinicat Study"

6.6 No setttement or compromise of a ctaim or proceeding subject to indemnification under
this Section 6 shail be binding on a Party without the prior written consent of the other affected
Party(s). A Party shatl not unreasonabty withhotd such consent of a setttement or compromise.
Without timiting the generality of the preceding, no Party sha[[ admit fault on behatf of an
indemnity or enter into a non-monetary setttement that places future obtigations on an
indemnity without the written approval of the indemnity.

7. CONFIDENTIALITY.

"ConfidentiaI lnformation" means a[[ information (including, without timitation, subject
identity, Study Protocol(s), lnvestigator Brochure, informed consent form, subject diaries, case
report forms, ctinical data, other data, reports, specifications, computer programs or modets
and retated documentation, know-how, trade secrets, or business or research plans) of Sponsor
or Sponsor's Affitiates that are: ('l) provided to lnstitution or lnvestigator in connection with
this Agreement or a Study; (2) cumutative Study data, resutts, and reports from a[[ sites
conducting the Study.

7.1 Sponsor Confidentiat lnformation and atl tangibte expressions, in any media, of Sponsor
Confidential lnformation are the sote property of Sponsor. Each party sha[[ endeavor to identify
tangibte Confidential lnformation provided to the other party as "Confidential" given the
understanding that faiture to do so does not constitute a designation of non-confidentiatity when
the confidential nature is apparent from context and subject matter" lnstitution and
lnvestigator agree to treat Sponsor's Confidential lnformation as it woutd its own proprietary and
confidential information. lnstitution and lnvestigator wi[[ only accept information from Sponsor
which is required for conduct of the Study and which must be maintained for lnstitution's
records.

7.2 lnvestigator agrees for a period of ten (10) years after the expiration or termination of the
Study not to use and disctose Sponsor Confidential lnformation to any third party. lnstitution and
lnvestigator agrees not to disclose Sponsor Confidentia[ lnformation to third parties or use
except as necessary to conduct a Study and under an agreement by the third party to be bound
by the obligations of this Section. lnstitution and lnvestigator shat[ safeguard Sponsor
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Confidentiat lnformation with the same standard of care that is used with own Confidential
lnformation, but in no event [ess than reasonabte care. The parties understand and agree that
information communicated to EC is "Confidential and Priviteged".

7.3 The Parties agree to abide by appticabte Law retating to the protection of Ctinical Trial
Subject Personal lnformation and where Confidentia[ lnformation is also Personal lnformation,
the obligations in this Section 7 sha[[ remain in force for the period required under such [aw.
The Party that received Personal lnformation hereunder shatl only use or disclose the Personat

lnformation as set out in the Ctinical Trial Subject's consent form or as required by appticabte
Law. Each Party shatl give prompt notice to the other Parties of any privacy or security breach it
has experienced that affects Ctinica[ TriaI Subject Persona[ lnformation.

8. PUBLICATION

8.1 lnstitution and/or lnvestigator shatl have the right to pubtish his own site patients' data
generated during the Study. Upon receipt of written instruction from Sponsor, lnstitution and/or
lnvestigator sha[[ have the right to pubtish the resutts of the Study subject to the terms and

conditions of this Section 8. Prior to submission for Pubtication purpose, the lnstitution and/or
lnvestigator sha[[ provide Sponsor thirty (30) days to review a Pubtication. lf Sponsor requests in
writing, the lnstitution and/or the lnvestigator shatt withhotd any publication or presentation an

additionat sixty (60) days sotety to permit Sponsor to seek patent protection and to remove any
Confidentiat lnformation from a[[ pubtications. For the purpose of this Section, "Publication"
means a paper, articte, manuscript, report, poster, lnternet posting, presentation s[ides,
abstract, outtine, video, instructional material, presentation (in the form of a written
summary), or other disctosure of Study Results, in printed, etectronic, oral or other form.

8.2 lnctusion of the lnstitution and/or lnvestigator in the authorship of any mu[ti-center
publication witl be based upon substantia[ contribution to the design, analysis, interpretation of
data, drafting and/or criticalty revising any Pubtication derived from the Study. The lnstitution
and the lnvestigator agree that if a Study is part of a mutti-center study, any Publication by the
lnstitution and/or lnvestigator of the resutts of the Study conducted at lnstitution shatl not be
made before the first multi-center publication. ln the event there is no mutti-center
publication within twetve (12) months after a Study has been compteted or terminated at atl
Study sites, and a[[ data has been received, lnstitution sha[t have the right to pubtish its resutts
from the Study, subject to the notice requirements described above.

8.3 Any pubtication or disc[osure by the lnvestigator contrary to the provisions of this section or
without prior written consent of Sponsor shatl be void-ab -initio.lt is agreed and acknowtedged
by the Parties that in the event of any breach of this Section, Section (7) & (8), in addition to
other [ega[ remedies that may be available, Sponsor shatl have the right to seek specific
performance and other injunctive and equitabte relief, in any court having jurisdiction over the
Parties and the subject matter hereof.

9, INTELLECTUAL PROPERTY RIGHTS

9.1 Att lntettectual Property Rights owned by or licensed to Sponsor prior to and after the date
of this Agreement are and shatl remain the exclusive property of Sponsor.
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9.2 At[ lntettectual Property Rights owned by or licensed to the lnstitution or the lnvestigator
prior to and after the date of this Agreement, other than any lntettectual Property Rights arising
from the ctinical Study, are and shau remain the exctusive property of the lnstitution or the
lnvestigator, as appticable.

9.3 Att lntettectual Property Rights (inctuding C[inicat tria[ data and ctinical triat
documentation) arising from and re[ating to the Ctinical Study/triat, the lnvestigational drug or
the Protocol (the "Clinicat Trial lntellectual Property") shatt be the exctusive property of
Sponsor and for this purpose, the lnstitution and the lnvestigator hereby assign and transfer, and
shatl cause the trial site team members to assign and transfer, without additional consideration,
to Sponsor (or its nominate designee), atl their rights and titte in and to the Clinicat Trial
lntetlectual Property throughout the wortd on perpetuat basis. The lnstitution and the
lnvestigator shalt execute and detiver, and shatl cause the tria[ site team members to execute
and detiver, atl such documents and, at Sponsor's expense, do a[[ such other acts as Sponsor
may reasonabty require in order to vest futty and effectively att Clinicat Trial lnteuectual
Property in Sponsor or its nominate designee.

9.4 The lnstitution and the lnvestigator shatl promptty disctose to Sponsor any Ctinicat Trial
lntetlectual Property generated pursuant to this Agreement and sha[[ treat the Clinicat Triat
lntet[ectua[ Property as ConfidentiaI information.

10. MISCELLANEOUS

10 .'l A(t notices required to be given by one Party to the other shatl be deemed to have been
property served when sent by a registered post or any other means of communication
acceptable in [aw to the addresses mentioned in the first page of this Agreement or such
appropriate addresses avaitabte in pubtic domain.

10 .2 No forbearance or toterance on the part of the either Party of any breach of this
Agreement by the other shalt constitute waiver of the requirements of this Agreement,

10 .3 Each Party acknowtedges that it is entering into this Agreement sotety on its own behatf,
and witl perform any and a[[ of its obtigations or work under this Agreement as an independent
contractor. Nothing under this Agreement shatl create any other retationship between the
Parties inctuding without limitation one of principat and agent, emptoyer and emptoyee, or
partnership.

10 .4 The lnstitution and lnvestigator wi[[ be responsibte for payment to its emptoyees, study
team members and/or agents of atl sataries, wages, benefits, workman compensations
reimbursabte travet, lodging, and other expenses to which the study team members or
emptoyees or agents may be entitted to receive for performing services. lnvestigator witt be
sotety responsibte for withhotding and paying att appticabte taxes of whatsoever in nature,
statutory contributions ,benefits, dues etc. that may be payable to its emptoyees and/or
agents.

10.5 This Agreement constitutes the entire Agreement between the Parties and supersedes a[[
prior ora[ and written understandings between the Parties on the subject matter of this
Agreement. Any Exhibit, Annexure or otherwise any documents, inctuding but not limited
amendment or modification made in reference with this Agreement shalt be vatid if the same is
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incorporated in writing on the terms that may be mutuatty 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 hetd to be invatid
and unenforceab[e in law shatl not by itsetf make this Agreement invalid nor effect the other
provisions of this Agreement and the other terms shatl remain fulty enforceabte and vatid in
Iaw.

10.7 Neither the lnvestigator nor the lnstitution may assign this Agreement without the prior
written consent of Sponsor" Sponsor may assign any or atl of its rights and obtigations under this
Agreement at any time, provided that Sponsor ensures the assignee is bound by the terms
hereof.

10.8 The lnvestigator and the lnstitution shatl not subcontract the whote or any part of the
performance of the clinical Study without the prior written consent of Sponsor.This Agreement
ensures to the benefit of and binds the Parties and their respective administrators, successors
and permitted assigns, and with respect to the lnvestigator, heirs and executors.

10.9 This Agreement and the obtigations of the Parties shatl be governed by and construed in
accordance with the laws of lndia .The Parties agree to submit to the exclusive jurisdiction of
courts at Mumbai in connection with this Agreement,

10.10 Neither Party to this Agreement shalt be tiabte for breach of this Agreement to the extent
caused by or arising from prohibition or restriction by law or regulation of any Government, fire,
ftood, storms, weather, strike, lock-out or other labour probtems, 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
shatl promptty notify the other Parties in writing when such circumstances cause a detay or
faiture in performance and shatl take whatever reasonabte steps are necessary to retieve the
effect of such cause as rapidty as reasonably possible. ln the event of a detay lasting for four (4)
weeks or more, the non-affected Parties shatl 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 apptication to events that may occur after
the termination or expiration of this Agreement, witI survive the termination or expiration of
this Agreement. Att indemnity obligations and any appticab[e indemnification procedures witI be
deemed to survive the termination or expiration of this Agreement.

1 1. INTERPRETATION

1 1 .1 Unless the context requires otherwise:
1 1 .'l .1 . references to this Agreement are to this Agreement as it is from time to

time amended;

'l 1.1.2. headings are for convenience only and shatl not affect interpretation;

11 . 1.3. references to the singutar inctude the ptural and vice versa, and
references to one gender include atl genders;
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11.1.4. any phrase introduced by the expressions "including", "include"or any
simitar expression shalt be construed as ittustrative and shatl not [imit the
sense of the words preceding those terms;

11.1.5. reference to any [aw: sha[[ be deemed to inctude any bye-[aws, licences,
statutory instruments, rutes, regutations, orders, notices, directions,
consents or permissions made under that [aw; and shalt be construed as

referring to any taw which replaces, re'enacts, amends or consotidates
such taw (with or without modification) at any time;

'l 'l .1 .6. references to "writing" or "written" inctude any modes of reproducing
words in a tegibte and non transitory form but do not inctude writing on
the screen of a visual display unit or other simitar device;

11,1.7. references to a numbered ctause are references to the ctause of or to this
Agreement so numbered.

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

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

Signature page follows-
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signature: b*l S.* $l-a" ,rrnurur",!'luu/*-

BY SPONSORT

Sun Pharma Advanced Research Company Ltd.

Name:Mr. Ajay Singh Sotanki

Designation: GM, Ctinicat
Operations

(who by his signature hereto worrants his
authority)

Date: I l.k"tt|Z6tC
Ptace: /vtt-Wyr?41 .

BY INVESTIGATOR

Signatur

Name: Dr. Chandrashekhar Tamane

Designation: PrincipaI lnvestigator
(who by his signature here to warrants his authority)

Date: i6 nu620t6
Place: Aurangabad

Site Specific FinalVersion 0l_08 Aug 2016
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BY INSTITUTION:

Mahatma Gandhi lv{ission's Medical College
& Hospital

Name: DrAG Shroff

Designation: Dean

(who by hislher signature hereto warrants
his/ her authority)

Date: ll Au|>d,6
P[ace: Aurangabad

("0n"

( t*'
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EXHIBIT.A

Financial Grant

Protocol No,: CLR_l6_13

Protocol Title: "A Randomized, Open Label, Two Period, Single Dose, Crossover,

Bioavailability Study of Paclitaxel Injection Concentrate for Nano-dispersion

(PICN) and Abraxane@ in Subjects with Locally Recurrent or Metastatic Breast

Cancer-"

Investigator's Name: Dr. Chandrashekhar Tamane

Institute Name: Mahatma Gandhi Mission's Medical College & Hospital

Site Specific Final Version 0l_08 Aug 2016
Master Version 0l 24 Dec2015

Heads Amount in INR with
breakup

Schedule

Studr Stan Up Fees 2 5000 At SIV
Screen failure cost up to 5 subiects 8000/subiect Monthly

Investigator fee per completed
subjects

Screening Visit 9000

Monthly

Cycle I Dayl 21000
Cycle I Day 8 5000
Cycle I Day 15 5000
Cycle 2 Day I 21000
Cycle 2 Day 8 5000
Cycle 2 Day 15 5000
End of study visit 90000
Total 80000

Study coordinator salary/month
(From Site Initiation Visit to Site
Close-out Visit)

12000 Monthlv

Phlebotomist charges/ completed
subject

Cycle I 1500

MonthlyCycle 2 r 500
Total 3000

lP reconstitute or charges per
reconstitute

500 Monthlv

Subiect travel reimbursement/visit 1000 Monthly

Subject study participation in period I
and period 2 +

Cycle I 2500
MonthlvCycle 2 2500

Total 5000
Administrative cost/month (lnternet,
courier, stationary etc)

2500 Monthly

Ethics committee charges As per actual Monthly
Hospitalization charges for cycle I
and cycle 2

As per actual Monthly

SAE management As per actual Monthly
Local lab charges As per actual Monthlv
Institutional overheads charges 20 % of budeet Monthly
Service tax t5% Monthly
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All invoices will be addressed to: Mr. Ashok Gupta, Sur Pharma Advanced Research Company Ltd., Clinical
Research Dept, l7lB,Mahal industrial Estate, Mahakali Caves Road, Andheri (E), Mumbai 400093, Maharashtra,
lndia,
*As per Indian Council for Medical Research guidelines 2006 on "Ethical Guidelines for Biomedical Research on
Human Participants"
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This Clinical Trial Agreement (the "Agreement") is dated: 05 May 2017.

BETWEEN:

Whereas:

ftLD
STUDY : VBP-245-MCV

1. JSS Medical Research India Private Limited., a company registered under the
provisions of Indian Companies Act, 1956, having its office at l2/2,6ft Floor, Tower-B,
Vatika Mindscapes, Sector 27-D, Faridabad-121003, Haryana, India acting through Dr.
Renu Razdan, Vice President, India being authorized to sign this Agreement on behalf of
Sponsor, Veloce BioPharma LLC (hereinafter referred to as "JSS India" which expression
shall mean and include unless repugnant to the context, its successors and permitted
assigns).

And

Dr Ashish Ramchandrarao Deshmukh , working as Professor & Head at Skin & VD
Department, Mahatma Gandhi Mission's Medical College and Hospital having his
residence at Aurangabad (hereinafter referred to as the "PI" which expression shall mean
and include unless repugnant to the context, its successors and permitted assigns).

And

Mahatma Gandhi Mission's Medical College and Ifospi tal, a hospitalftrealth care
registered under the provisions of [Indian Companies Act, 1956 OR any other relevant law],
having its registered office at N-6,Cidco, Aurangabd-431003. Maharashtra. acting through
its Dr Rajendra Bohra being authorized to sign this Agreement (hereinafter referred to as
the "Site" which expression shall mean and include unless repugnant to the context, its
successors and permitted assigns).

JSS India, the PI, and the Site shall hereinafter be referred to individually as "Parllf' and
collectively as " Parties".

JSS India is a CRO and is in the business of providing Clinical Trial Site Management
Services, Clinical Trial Monitoring Services and Clinical Data Management Services and
certain other services related to any clinical study including site and principal investigator
identification, regulatory, pharmacy services, identification and management of other
agencies related to a clinical study translation of documents.

The Site is engaged in Health care and the PI is an Employee femployee/consultant] at the
Site.

Veloce BioPharma LLC is the Sponsor, desires to conduct a clinical trial in respect of the
Topical Povidone.Iodine (PYP-I, 2o/o IW/WI) in Pediatric Subjects for the
Treatment of Molluscum Contagiosum, and JSS India, the PI and the Site have
represented willingness to participate in the Clinical Trial.

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

2.

3

A.

B.

C.

D.
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1. Definitions and Interpretations

In this Agreement:

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

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

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

"Case Report Form" shall mean the case record form for each Subject in the form and

manner provided by the Sponsor.

"Clinical Trial" shall mean a clinical trial conducted as per the Protocol.

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

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

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

"Drug" or "Clinical Trial Drug" shall mean the chemical compound invented by the Sponsor,

excluding a placebo, in respect of which the Clinical Trial is being conducted.

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

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

"Ethics Committee" or "Institutional Ethics Committee" shall mean the ethics committee
formed by the Site and the independent ethics committees formed in accordance with the

Applicable Laws to review and approve all types of research proposals involving human
participants on the Site with a view to safeguard the dignity, rights, safety and well being of
all such actual and potential research participants.

"Feasibility Study" shall mean a feasibility study conducted by JSS India to assess the

feasibility of conducting clinical study(ies) in respect of a Project prior to commencement of a
Project.

frLa
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"Fee" shall mean the fees and expenses, expenses and passthrough costs incurred in
performing the Services payable by the Sponsor, or if so authorized by JSS India in respect of
each Project andlor Clinical Trial as provided in Schedule B, herein.

*ICII GCP Guidelines" shall mean the International Conference on Harmonization-Good
Clinical Practice issued by Helsinki Declaration in June, 1964 with applicable updates and
amendments thereof.

"ICIJ)' shall mean International Conference on Harmonization of Technical Requirements for
Registration of Pharmaceuticals for Human Use.

"Indian GCP" shall mean Good Clinical Practice guidelines, issued by the Indian Council of
Medical Research. "Information Brochure" shall mean the information brochure-of the
Sponsor.

"Informed Consent tr'orm" or "ICF" shall mean a written consent form provided by the
Sponsor which is duly approved by the appropriate authorities and the Ethics Committee in
respect of a Clinical Trial, which is required to be signed and acknowledged by the Subject .

"Investigational Products" shall mean the chemical compound invented by the Sponsor,
including a placebo, in respect of which the Clinical Trial is conducted or any medical device,
etc. developed by the Sponsor.

"Invoice" shall mean an invoice issued in respect of the services performed by the PI and/or the
Site, in accordance with this Agreement.

"Subject" shall mean the patient upon whom the Clinical Trial is being conducted by the PI
and/or the Site.

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

"Protocol" shall mean Protocol No. VBP-245-MCV as provided by the Sponsor.

"Price" shall mean the approved payment rates detailed in the budget proposal attached hereto as

Schedule 'C' and in accordance with the milestones mentioned therein (the "Price and Pa5rment
Schedule"). The Price shall be the total consideration and includes the consideration for purchase
of any equipment or hiring of any manpower, required if any, in connection with the Clinical
Trial.

"Screen X'ailure" shall mean the screen failure as defined in the Protocol.

"Serious Adverse Event" or an "SAE" includes all adverse experience(s) which are defined as

serious in accordance with the Protocol, ICH guidelines and/or any other Applicable Laws.

"Services" shall mean the services detailed in Schedule 'A'.

"Site Indemnitee" shall mean the Site and its employees and its associated staff.

"Sponsor Property" shall mean all data and information generated or derived by JSS India
_ arising out of any Services performed by JSS India.

fr [rD
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1.2

"standard Operating Procedures" or "SOP" shall mean the written code specifring the

standard operating procedures in respect of the Clinical Trial of the relevant Party.

In this Agreement:

I.2.I words denoting the plural number include the singular and vice versa;

1.2.2 references to Recitals, Clauses and Schedules are references to recitals, clauses and

schedules to or of this Agreement;

1.2.3 references to this Agreement include the Recitals and the Schedules;

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

1.2.5 references to any document (including, without limitation, to all or any of the Relevant
Documents) are, unless the context otherwise requires, references to that document as

amended, supplemented, novated or replaced from time to time;

1.2.6 references to statutes or provisions of statutes are references to those statutes, or those

provisions, as from time to time amended, replaced or re-enacted; and

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

Scope of the Agreement

The PI agrees to perform the Clinical Trial for and on behalf of the JSS India/Veloce BioPharma
in accordance with the Protocol and/or any other document specifically provided in this respect

by JSS India.

Term

This Agreement shall commence on the Effective Date and shall continue till the Clinical
Trial is completed as per the Protocol or till the date it is terminated earlier in accordance with
this Agreement (the "Term").

Clinical Trial

Clinical Trial Initiation: JSS India shall provide the PI all Clinical Trial Documents. The PI
andlor the Site shall obtain the approval of the Ethics Committee in respect of the Clinical Trial.
If the PI and/or the Site are unable to obtain the approval of the Ethics Committee within such

duration, the Parties shall agree upon an alternative duration within which the PI andlor the
Site shall obtain such approval. It is expressly agreed that the JSS India may terminate this
Agreement if such approval is not obtained by the PI and/or the Site within the time period
prescribed hereunder.

Duration: The estimated duration for a Clinical Trial is defined in the Protocol including follow-
ups. The Site and the PI acknowledge that a Clinical Trial may be discontinued at any time, upon
written instructions from JSS India.

ftto
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4.3

5.

5.1

Completion of Subject related procedures: A Clinical Trial shall be considered to be completed
when criteria for completion as specified in the Protocol are met.

Responsibilities and Obligations of the Parties

JSS India shall be responsible for the following:

i. Clinical Trial Documents. Investigational Products: Providing all the Clinical Trial
Documents and the Investigational Products in advance or on time to the PI andlor the Site on
behalf of veloce BioPharma.

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

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

a. The PI shall be responsible that the Trial should be conducted as per the Protocol, GCP
Guidelines and Investigator's undertaking. For the tasks performed, Standard Operating
procedures are to be documented.

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

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

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

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

Regulatorv Agency Audit: The PI and the Site will inform JSS India within twenty-four (24)
hours ofbeing notified ofa regulatory agency audit (ifadvance notice is given by ary applicable
regulatory agency) or within twenty-four (24) hours of the beginning of any applicable regulatory
agency audit (ifno advance notice is given by the applicable regulatory agency). The PI and the
Site shall provide JSS India with a copy of all Clinical Trial specific observations made during a
regulatory audit at the PI and/or the Site's facilities, immediately upon receipt of such
information. The PI shall cooperate fully with JSS India in any such investigation, and in the
implementation of appropriate action plans for such observations.

5.2

U.

d.

5.3
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6.1

Representations, Warranties and Covenants.

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

(a) Formation/Power and Authoritv: JSS India is duly formed and validly existing under the

laws of India and has all requisite power and authority, to own and operate its business

and properties and to carry on its business as such business is now being conducted and

to execute and deliver this Agreement and to perform its obligations hereunder.

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

Permits: JSS India will or it shall cause the Sponsor to identifu all permits and

approvals necessary or helpful in connection with the conduct and successful
completion of a Project.

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

Debar: JSS India certif,res that it has not been debarred under any Applicable Laws
and that it will not employ any person or entity that has been so debarred in respect of
any Clinical Trial.

JSS India agrees that it will promptly notifr the other Parties in the event of any such

debarment, conviction, threat or indictment occurring during the Term.

(e)

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

(a) Formation/Power and Authoritv: The Site is duly formed and validly existing under the

laws of lndia and has all requisite power and authority, to own and operate its business

and properties and to carry on its business as such business is now being conducted and

to execute and deliver this Agreement and to perform its obligations hereunder.

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

(c) Ethics Commiffee: The Site represents that it is duly authorized by the Ethics
Committee of the Site to do so, agrees to enroll Subjects up to such higher numbers as

agreed upon with JSS India in writing from time to time to meet the subject selection
criteria described in the Protocol.

(d) Freedom to Use: The Site hereby represents and warrants that the JSS India/Sponsor
may freely use, practice, reproduce, distribute, make and sell all intellectual properly
rights and any other advice, data, information, inventions, works of authorship or
know-how, including the Sponsor Property and any deliverables, that the Site

conveys or provides hereunder without restriction and without infringing or

(b)

(c)

(d)

6.2
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6.3

misappropriating any third party's (e.9., a university's or corporation's) intellectual
property or other .ights.

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

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

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

iii. Upon JSS India request from time to time, the Site will certiff in writing, the
Site's compliance with the foregoing provisions of this paragraph.

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

(a) Power and Authorit_v: The PI hereby represents that it is duly registered in accordance
with the Applicable Laws, and it has all power and authority (legal, corporate or
other) to execute and deliver this Agreement and to perform its obligations hereunder.

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

(c) Debar: The PI represents that it has never been debarred or convicted of a crime for
which a person can be debarred under the provisions of the Drugs Act or any other
Applicable Laws.

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

ii. Upon JSS India request from time to time, PI will certifu in writing, the PI
compliance with the foregoing provisions of this paragraph.

Use of Name

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

frs-o
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Ownership of Property and Data

Veloce BioPharma LLC shall have sole ownership and rights to any inventions or discoveries
relating to the Drug, whether patentable or no! made in the performance ofthis Agreement.

Record Retention and Site Audits

The Site shall retain all records and documents pertaining to a Clinical Trial for a period
of at least fifteen (15) years, following the latest of the following dates: (a) the date on
which a marketing application for the particular Clinical Trial Drug is approved by the
appropriate government body andior other applicable regulatory authorities and until
there are no pending or contemplated marketing applications in an ICH region (any other
applicable regulation) (b) the date of completion of the Clinical Trial, or (c) if the
Clinical Trial is discontinued before completion, the date on which the any applicable
regulatory authorities are so notified.

JSS India / Veloce may monitor and audit the Site and the PI's performance of the Clinical
Trial. Such audits may, as JSS India/Veloce so elect comprise: (a) inspection of the PI's
and/or the Site's facilities and records relating to the rendering of services to or for a Clinical
Trial; (b) review of the PI and/or the Site's compliance with licensures and certifications as

per the Applicable Laws; and (c) the PI's adherence to Applicable Laws, including in
particular, but without limitation, Indian GCP and ICH GCP Guidelines.

Publications

JSS India and the Sponsor shall retain ownership of all original Case Report Forms, dhta,
analyses and reports that result from the Clinical Trial. Notwithstanding the foregoing, the PI
and the Site understand and agree that participation in the Clinical Trial may involve a
commitment to publish the data from the Clinical Trial in a cooperative publication with other
investigators prior to publication or presentation of individual investigator results. The PI and
the Site may only publish the results of the Clinical Trial in accordance with Applicable Laws
and with prior written information to the Sponsor and JSS India. The PI and the Site agrees to
delete any information that may be confidential or proprietary.

X'ees

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

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

Payment of Fees and Expenses to the PI andlor the Site: The CRO- JSS India shall provide
the PI andlor the Site the Fees in accordance with Schedule B.

The PI and/or the Site shall be paid for all patients, including any Screen Failure patients. In
case the PI andlor the Site recruits more or less than the number of Subjects provided in the
Protocol, the consideration for their services will be prorated according to the actual number

{+o t)

a.

b.

10

11
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PAYEE NAME MGM MEDICAL COLLEGE

PERMANENT ACCOI.]NT
NUMBER (PAN) OF PAYEE

AAATM4256E

ACCOTINT NUMBER AND BANK DETAILS 0376104000000'107
lDBl Bank, Aurangabad
IFSC Cod:- 1BK10000376
MICR CODE:- 431259008
Bank AD Code:- 6910452-6240008
Swift Code:- I BKLI NBBABD

of Subjects enrolled and the agreed per Subject consideration. The PI and/or the Site will also

be paid for Screen Failure patients. This consideration will be paid in addition to patients

actually randomized, in accordance with Schedule C.

ll.2.I Unless otherwise agreed by the Parties, the following shall apply:

(a) the PI and/or the Site will issue its invoice for the Fees to the JSS

Payment Milestone (as defined in Schedule B)l on a monthly basis; I

(b) the JSS India, if so authorized, shall pay the invoiced amount

business days of the date of the original invoice received at JSS.

made through crossed cheque/DD, as applicable:

India, on reaching the
and

within forty five (45)
The payment shall be

PAYEE INFORMATION:

The Total study budget will be paid to below payee details (after TDS deduction)

Payee details:

11.2.2 Taxes: Any service tax, duty, value added tax, or other government instituted tax or levy that

may become payable in respect of the services offered in this Agreement shall be to the PI's

and/or the Sponsor's account. The payment shall be made after deducting all applicable

deductions as per Applicable Law, including tax deducted at source.

11.2.3 Final Pa)rynent: Upon completion or termination of the study, the PI and/or the Site shall provide

a written notice to JSS that all work requested under this Agreement has been completed and all

monies due have been received. Acceptance of the payments as "ftnal" constitutes such

acknowledgement.

12 Insurance

a. JSS India shall maintain all adequate insurance coverage, including a (i) professional

liability insurance, (ii) indemnit5z insurance covering JSS India, the PI and the Site, (iii)
human clinical trial insurance covering JSS India, the PI and the Site during the Term.

b. The JSS shall deliver copies of the certificate evidencing the insurance coverage in

accordance with Clause 13.4.1 to the Site and the PI.

13 Indemnification

Indemniry: JSS India on behalf of the Veloce BioPharma LLC. shall indemniff, defend and

hold harmless the Site, the PI, the Site Indemnitees, the Clinical Trial, and JSS India and any of
the associated staffagainst any liability, loss, damage or expense (including reasonable attorneys'

fteo
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fees and expenses of litigation) ("Loss") incurred by or imposed on the Site Indemnitees or the
Site, the PI, the Clinical Trial or JSS India or any of the associated staJf in connection with any
claims, suits, actions, demands or judgments made or instituted against Site, the Clinical Trial
and/or JSS India to the extent (i) they are the direct result of the administration of the Study Drug
to a Study Subject furnished by or on behalf of Sponsor or by a properly-performed Study
procedure, and (ii) such activities were conducted in compliance with the Agreement, the
Protocol and Investigator's Brochure.

13.2 Exclusions from Indemnification: The JSS India obligation to indemnify in accordance with
Clause 13.1, expressly excludes any indemnity obligations to indemniff, defend and hold
harmless any Study Subject liability, damage, loss or expense incurred by or imposed on the Site
lndemnitees or any one of them in connection with any claim, suit, action, demand or judgment
arising:

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

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

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

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

(v) due to any failure on the part of a Site Indemnitee to comply with any Applicable Laws,
regulations or govemmental requirements for which the.Site shall indemnify, defend and
hold harmless Sponsor and its employees, offrcers, directors, confactors, successors, assign,
representatives or agents;

(vi) due to an omission by any Site Indemnitee to inform Study Subjects, to

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

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

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

I3.3 The Site, the PI, the Site Indemnitees, the Clinical Trial and JSS India or the associated staff
(each Parfy referred to as "Indemnified Party") seeking indemnification under Clause 3

above, directly or due to a third party claim shall give written notice to the JSS India, against
whom such indemnification rights are claimed. Pursuant to Clause 3 after receiving written
notice of any such claim or legal proceeding against it or discovering the liability, obligation,
or facts giving rise to such claim for indemnification, describing the claim, the amount thereof
(if known and quantifiable), and the baSis thereof in reasonable detail; provided, however, that
the failure to so notifr the JSS India/Sponsor shall not relieve the JSS India/Sponsor of its
obligations hereunder except to the extent such failure shall have materially prejudiced the
JSS India/Sponsor or its defences. With respect to any claim by a third party with respect to
which indemnification is being sought by the Indemnified Party under Clause 3 above, the
Indemnified Party shall have the rigfit, at its election and at the sole cost and expense of the
Sponsor, to proceed with the defense (including settlement or compromise) of such claim or
legal proceeding on its own if the Sponsor fails to initiate the same within frfteen (15)
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business days of receipt of the notice in writing of such legal claim or proceeding from the
Sponsor; provided, however, that: (i) the [ndemnified Parly shall obtain the prior written
consent of the JSS India/Sponsor (which shall not be unreasonably withheld or delayed)
before entering into any settlement of a claim if (A) pursuant to or as a result of such
settlement, injunctive or other equitable relief will be imposed against the Sponsor, (B) such
settlement does not expressly unconditionally release the JSS India/Sponsor from all
liabilities and obligations with respect to such claim or legal proceeding and all other claims
arising out of the same or similar facts and circumstances, with prejudice; or (C) involves
criminal or quasi-criminal allegations against the JSS India/Sponsor; provided, however, such
consent shall not be required if such settlement provides solely for the payment of monetary
damages and an unconditional release of liability of the Indemnified Parfy with respect to
such claim; (ii) no such settlement or compromise shall be conclusive evidence of the amount
of Loss incurred by the Indemnified Parly or payable by the Sponsor in connection with such
claim or legal proceeding; (iii) the JSS India/Sponsor shall be entitled to participate in the
defence of such action, lawsuit, proceeding, investigation or other claim giving rise to the
Indemnif,red Party's claim for indemnification, at its own expense; and (iv) if the Indemnified
Party abandons or fails to reasonably assume the defence of any such claim or legal
proceeding, JSS India/Sponsor may assume control of the defence of such claim or legal
proceeding at its own expense; provided, however, that if the JSS India/Sponsor shall control
the defence of any such claim or legal proceeding it shall select legal counsel reasonably
acceptable to the Indemnified Party, the JSS India/Sponsor shall obtain the prior written
consent of the Indemnified Party (which shall not be unreasonably withheld) before entering
into any settlement of a claim or ceasing to defend such claim, if (A) pursuant to or as a result
of such settlement or cessation, injunctive or other equitable relief will be imposed against the
Indemnified Party, (B) such settlement does not expressly unconditionally release the
Indemnified Party from all liabilities and obligations with respect to such claim and all other
claims arising out of the same or similar facts and circumstances, with prejudice, or (C)
involves criminal or quasi-criminal allegations.

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

13.5 Entire Obligation

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

13.6 The CRO shall pay the cost of all reasonable and necessary medical diagnoses and treatment of
any injury or illness sustained by a Subject arising out of or reasonably attributable to the Clinical
Trial Drug, but only to the extent that said Subject's insurance or other third-party insurance is
insufficient to cover said costs or as per the regulatory requirement. The CRO shall not be liable
for payments for a Subjects' lost wages.

14 Confidentiality

a. All of the information disclosed by JSS India or developed hereunder by the PI, the Site
or associated staff shall be subject to the following provisions: (a) neither the PI, the

_ Site, nor associated staff or any other person engaged in the Clinical Trial shall
disclose the information to any third parly (other than JSS India or its representatives)
without the prior written permission of by JSS India and (b) neither the PI, the Site nor

frs0
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associated staff or any other person engaged in the Clinical Trial shall use the
information for any purpose other than the conduct of the Clinical Trial. However,
nothing herein shall be construed as preventing the PI or the Site from publishing the
data generated from the study, as provided in Clause 7 above.

b. ln handling a Subject's medical records, the PI, the Site and associated staff shall hold
in strict confidence the identity of the Subject, and shall comply fully with any and all
Applicable Laws regarding the confidentiality of such records.

15 Termination

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

15.2 The CRO may terminate for any of following reasons:

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

h.

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

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

Failure of the PI and/or the Site or its associated staff or any other person engaged in
the Clinical Trial (excluding Subjects) to be available, upon reasonable notice by JSS

India, to meet with JSS India or its representatives during the course of the Study as

necessary to discuss information relevant to the Study.

Failure of the PI andlor the Site to comply with any regulatory requirements, under
the Applicable Laws of India.

Unauthorized replacement of PI

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

Case Report Forms provided to the PI and/or the Site or its associated staff by JSS

India or its representatives for use in the Sfudy, are not completed and forwarded to
JSS India or its designated representative, within the timelines prescribed by JSS

India.

15.2 In case PI is unable to continue as PI, he will propose the name of another
writing to JSS India. However, JSS India shall have the sole right to
acceptability of a new PI.

15.3 In the event that JSS India exercise its right to terminate the Study based
enumerated grounds above, written notice of its decision to exercise such right
by registered mail delivered fifteen (15) business days before said termination.

investigator in
determine the

on any of the
shall be given
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15.4 Immediately upon receipt of any notice of termination, the PI and/or the Site shall stop
recruiting patients into the Clinical Trial and shall cease treatment with the Drug, to the extent
medically permissible, on the Subjects. In the event of termination, the payments under this
Agreement shall be prorated based on actual work performed in accordance with the Protocol.
The PI and/or the Site shall cause to return to the JSS India (i) all documentation in respect of
the Clinical Trial; and (ii) any funds not due under this calculation but already paid to the PI
and/or the Site.

16 Miscellaneous

16.1 Notices and Deliveries: Any notice required or permitted to be given hereunder by either
Party shall be in writing and shall be deemed given on the date received if delivered by hand
or by a reputable overnight delivery service, or three (3) business days after the date
postmarked if sent by registered or certified mail, return receipt requested, postage prepaid to
the following addresses:

If to JSS India: JSS Medical Research India Private Limited
Vatika Mindscapes (Tower B), 6* Floor,
Plot 1212, Sector 27D, Faridabad-121003,
Haryana,India

Attention: Dr. Renu Razdan
De signation: Vice President, India Operations
Telephone: +91 129 6613 500

E -mail: rent.razdan@j ssresearch.com

If to the PI:
Dr Ashish Deshmukh
Skin & VD Department, Mahatma Gandhi
Mission's Medical College &'Hospital,
N-6 CIDCO, Aurangabad 431003.
Maharashtra.

If to the Site:
Clinical Research Department, Opposite
Blood Bank,
Mahatma Gandhi Mission's Medical
College & Hospital, N-6 CIDCO,
Aurangabad - 43 1003 . Maharashtra.

Amendment: No Party may amend any of the terms of this Agreement except by a written
amendment/agreement signed by the Parties. In addition, any amendment to the Protocol must be

approved in writing by the Sponsor, DCGI and Institutional Ethic Committee.

ftLD
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16.3 Independent Contractor Relationship: The Parties are independent contractors and nothing
contained in this Agreement shall be construed to place them in the relationship of partners,
principal and agent, employer/employee or joint ventures. The Parties agree that all
employees/ consultants of the PI andlor the Site shall remain employees/ consultants of the
Site and performance of services under this Agreement shall not be construed as transfer of
their employment to JSS India.

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

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

16.6 Survival: Sections 8,9,13,14,15,16.2,16.3 and 16.11 of the agreement shall survive any
termination or expiration of this Agreement, as well as any other terms which by their intent
or meaning are intended to so survive. No termination hereunder shall constitute a waiver of
any rights or causes of action that either Party may have based upon events occurring prior to
the termination date.

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

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

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

16.10 Dispute Resolution: The Parties shall endeavor to resolve all disputes amicably by meetings
caused between designated offrcials of each Party, within fifteen (15) days of receipt of a Dispute
Notice. If the Parties are unable to resolve any dispute within the above referred fifteen (15) days,

then the dispute shall be resolved by arbitration through a sole arbitrator jointly appointed by all
Parties as per the provisions of the (Indian) Arbitration and Conciliation Act, 1996, as amended
from time to time. If the Parties are not able to agree on a sole arbitrator, within fifteen (i5) days
of referral of a dispute to arbitration, the dispute shall be resolved by a panel of three (3)
arbitrators. The Site and the PI shall appoint one (1) arbitrator, and JSS lndia and the Sponsor
shall appoint one arbitrator. The two (2) arbitrators so appointed shall jointly appoint the third
arbitoator which shall be the presiding arbitrator. The venue of arbitration will be New Delhi,
India. Cost of arbitration including but not limited to fees of arbitrato(s) shall be shared equally
by all Parties or as per the award of the arbitrato(s).

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

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

JSS India

By:
Print Name:

Title: Vice President, India- Operations
JSS Medical Research India
Private Limited

fiG"1 9,>tal-)'

The Principal Investigator

Date:

By:
Print
Name:

Title:

frrybffi
Deshmukh

Professor & Head, Skin &
VD Department
Mahatma Gandhi Mission's
Medical College & Hospital,
N-6 CIDCO, Aurangabad -
431003. Maharashtra.

Dr. A" R. Deshmukh
! '.t. D.N.B.

PqfsS5re ':?

\w
Dr Rajendra Bohra

Dean
Mahatma Gandhi Mission's
Medical College & Hospital, N-
6 CIDCO, Aurangabad
431003. Maharashtra.

The Site

By:
Print
Name:

Title:

Date: 3 o f^ry 2r/lV Date: c2 :ru t)e- 'L517

*tPt '
MGir,l $It>ci1;tl Cc

R"i'tr

fie a

p A'baci.

Dr. Renu Razdan
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Schedule A

pist of services to be provided by the PI and/or the Sitel

Protocol Title: A Multicenter, Randomized, Double-Blind, Vehicle-Controlled Phase II Study to

Evaluate the Efficacy, Tolerability, and Safety of Topical Povidone-Iodine @VP-l,zyo IWWI)
in Pediatric Subjects for the Treatment of Molluscum Contagiosum

Protocol ID: VBP-245-MCV

1. Identification of protocol eligible patients for the study

2. Administration of informed consent process and AV recording

3. Recruiting patients as per protocol inclusion & exclusion criteria

4. Treat study participants as per randomization & adequate follow-up

5. Taking complete medical history of the patients

6. Responsibility for adverse events reporting

7 . Writing the patient study summary-completion of source documentation

8. Compliance to study subject visits as per Protocol

9. Transcription of data in to electronic case report form & resolution of data queries

10. Allow oversee of the study by CRO or their designee through regular monitoring visits

1 1. Site readiness for regulatory inspection & externaUinternal audits

12. lP management as per protocol and Archival of study documents & material

13. Regulatory document submission & management

14. Maintain Study site files

hpo
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Schedule B
Budget and Payment Schedules

Payment shall be made against invoices sent every month according to table mentioned below.

The Parties understand and agree that the currency of the Agreement is and shall remain India Rupee
(INR) and shall not be modified notwithstanding any exchange fluctuations thatmay occur.

All invoices shall be sent to the following address:

JSS Medical Research India Private Limited
Plot No. l2/2, dh Floor, Vatilca Mindscapes Tower-?,
Near Sarai Khwaja Metro Station,
Sector-27D, Faridabad - I 2 I 003 (INDIA)

Each invoice must be an original copy (PDF or fax copies are not acceptable) and contain, as a
minimum, the following information:

a) The Research Institution's Name and Address as it is written at the front of this
Agreement

b) A description of the deliverable (e.g. final written report) associated with the invoice
c) The total invoice amount in the currency specified in this Agreement, Payee Name,

PAN
d) Signed & date by authorized signatory

Pavment Schedule/Milestones per patient:

The cost for the trial will be as mentioned below:

a) The cost per protocol-correct and completed subject will be INR 28,040 . (including Institutional
overhead)
Note: Completed patient means once the subject has completed the final follow up and complete data
entered and verified in the eCRF by the monitor.

This will include the following fees, as applicable, but not limiting to:

= O The PI fees, study team fees, costs for unscheduled visits, site infrastrucfure maintenance for this
study, stationary, courier and other study-related bills.

{\e D

Visit Type Amount INR Approx. Percentage
Visit 1 (Screening/Baseline,lRandomization) 5200 2s%
Visit 2 (Dav 14) 5200 25%
Visit 3 (Dav 35) 5200 2s%
Visit 4 (Dav 601 Study completion) 5200 25%
Total for Der protocol comoleted oatient 20,800 100%

Institutional Overhead; 30Yo of the budget 6240
Miscel I aneous (Stationaries etc.) 1000

Total budeet per Patient 28040
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b) If required/requested by site, A refundable advance amount of INR 20,000 would be issued to the site
upon receipt of completely executed agreement and unconditional EC approval. This amount will be
adjusted from the cost of the 1't subject randomized & completed per protocol.

c) The following costs incurred by site, where applicable, would be reimbursed to site upon receipt by
CRO of original receipts/ bills:

I

ll
Fees related to local Ethics Committee reviews

SAE management costs: The SAE management costs are applicable to all SAEs only related

to the ClinicalTriaU protocoU Investigational Product. The costs would be reimbursed to the

site once the original bills/receipts are made available to CRO i.e. bills pertaining to

hospitalization, investigations & procedures, medications for the SAE.

This Clinical Trial will not involve any monetary expenses. Subjects will be reimbursed for
all their expenses in connection with this Clinical Trial on actual basis (e.g. travel costs) by
CRO. Subject travel re-imbursement will be paid on actual up to Rs. 500 per visit upon

producing the vouchers/ bills for the same to CRO.

lll

d) The fees for a screen failure patient will be INR 2500 /-. This screen failure payment includes all
charges.

e) For the Unscheduled visit, travel reimbursement will be paid on actual upto INR 500 per visit upon

receipt ofbill (upto 2 unscheduled visits during the study period).

e) Institutional overhead 30Yo of the total budget

f) Archival fee as applicable at the study close out INR 75000/- (5000 i Year).

fr ro
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SCIIEDULE C

JSS India on behalf of Veloce will make the payments as follows:

(i) Payments will be made once the CRFs for the patient visits have been verified by the CRO/ desigree
& query has been resolved. lnvoices will be raised on monthly basis and sent to CRO for payment.

lnvoices will be raised on the basis work completed during previous month In the event that a subject

withdraws or is withdrawn from the Trial for reasons beyond the Investigator's control (but after
commencing the dosing regimen in accordance with the Protocol), payment shall be made pro rata (based

on the number of visits completed) in respect of that subject provided all data in respect of that subject up

to the time of that subject's withdrawal from the Trial have been completed and sent to and accepted by
CRO.

(ii) Invoices will be paid within 45 business days of receipts to the payee. Service tax as applicable will
be levied on each invoices according to the guidelines of service tax rules of India.

(iii) From each invoice CRO will keep last one completed subjects payment as retention money and the

same will be paid once all queries are resolved and Clinical triaVSite is closed out in all respects.

(rv) There is no other amount payable to Institute/Investigator for the Clinical Trial (except) mentioned in
this agreement.

(v) The above given budget* is for 1 subject. If number of subjects is randomised more or less, actual
invoices will vary in proportion to the work done i.e. visits completed. The agreement will be applicable
again subject to recruitment of the Patients.

(vi) Above budget* does not include any Related Adverse Event or Serious Adverse Event expenses. Any
related Adverse Event or Serious Adverse Event expenses will be reimbursed on actual. Reimbursement
of Adverse Event or Serious Adverse Event management will include but not limited to Investigations,
Hospitalisation, Treatment costs. Site agrees to take approval for any special investigations in case of
Adverse Events. Site agrees to give timely update on the plan of management in terms of cost, on the cost
incurred in management ofthe above events.

vii) In case of early termination of Clinical Trial, fural payment 
"ul"rlutioo 

will be based on actual work
completed. In case extra payment has been made, payee will refund the extra money. In case there is any
amount payable to payee the same will be paid by CRO.

viii) All payments are subject to TDS (other taxes as applicable) except Travel reimbursements of
patients and all payments will be made once payment is received by CRO from Sponsor.

ffVD
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Summary of the items included in payment & items not to be reimbursed:

Items included in palzment:

Items included in Professional fees of Der patient cost:
. PI fees
o Clinical Trial team fees

o Administrative cost
o Payrnents for unscheduled visits
o Site infrastructure (including Telephonei fax/ intemet), IMP

storage.
o Stationary and Couriers

Pass throush costs to be naid on Actuals:
o Ethics Committee fees
o SAE management costs, if any
. Subiect Compensation if any
o Travel reimbursements of patients

o Archival Fees

Items not to be reimbursed. but nqlllimilqlIq

new eouioment
Maintenance of equi

Salary for study staff

trv
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CLINICAL TRIAL AGREEMENT

I his CLINICAL TRIAL A(IREENIENI (thc ''Agrecrnent') is etfecti\e as of lhe date of last

signaiure (the -[lfecti\c DaIc'), h) and amongr

Mah:rtDa Gandhi Mission's l,lcdical College and llospital locared ar N 6. Cidco. Aurangabad
43I001. Nlaharashtra. lrldia (lhe l!{ltutio!t' ),

Dr. Dccpak Bhosle. an employee oflhe hstinrtiorr. acting \\ ithin the scope ofhisiher cmplo!rnent.
located at N-6. Cidco. Aurangabad-,li 1001. Maharashtra. hdia, \\'ho shall seF/e as lhe principal
invcsligalor C ln\'estiqator') t'or the StLrd) as cletlned belo\\. The Inslilulion andthc Investigator ml\ be

collecti!cl] rcfcrcd to as dre 'Site-

sed 20 OCT 14

c
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r?* tnd a4n*jtjhon/Invesrigator/sMo crr icat rria. Agcemelt
.rYaharma Gar dn t4,ss'on'ar4ed.ot Cothce;nd Hospra, Deep; Bno.h.

# ,*or"o"rriscrENcEs
<cv181375/01680C00019>

_and

crapecity Research SolutioDs LLp, Sile Management Organization located at D/2. prrkash HsgSociel). Thergaon, Near Kalervadi Ia1a, pune- +ttO:;, tt"trnri.t,u". tnaiu-.lr"tt ."ru. r. tt," rir"
ll:.1-:::l]y::lc.l,lirIlon rrhe -sMo )\\ho \!i providelhe rnsriurion and the tnvestisakn.cedain ctinicarrnar rcr,red \cr\ rc(\ r, reh,jo,r ,r rl),..rrd\ r,detpidh!1.,,

and-

Pharmaceutical Research Associates India private Limited located at The eube, A-602 and ,\
603- C.T.S. No. l498 A/2. NLV. tioad. Maro . Andhe (ta,U. MUmh.1, .+00 05,r. tndia (..t,t{A-.).

AS'I-RAZENECAABlocaredarl5l85Sdderralje-swedcn(rhe.,Sponsor..)rvr assunterhercle
of sponsor rvith respect to rhe studv idcnlified beror, aicl has ,ctoined piA (*ier a separarc \lritten
agreemenl) to scave as the spoDsor"s conlract rcsearch orqanizarion to rnanape the studv on its behall.

I. STATFMINT OF \I ORK

(a) 1'he Investigato. will cond.ct the clinical rcsearch srud).eDtitled.:l 26 Week, Multicenter,
Rnhloui1.e.l, Pktc?bo-Cotttollel, Do hbBlinl. p ti tl Gtotq, phl\e -t Ttit b,ith a 26 Week
Sofet! .Exk sio Petiol Eratuding the Sqei. nt Eflicncf of Doptryliftozifi S @d l0 mg, ant
S,ragliptin 2.5 nnt S t g in pertiotic patie,ts 

"itn 
flpn Z birit a", i"itil;s who arc he/ween I0

ond below 18 lentt (y' dg., (rhe ..SIur[ ). bearing piotocol number D1680C00019. as ma].be
anleDded f.om rirne to tinre ftrre *protocor"). the proiisions or rrtich are incoporated he.ei; b),
.eference. Jhe lN.estigator shall pcrJon the Studr ill cLlllorntanle \\rrh. (il generalh accepted
statderds ofgood clirical practicc. (ii) ar erhrc.:tl rn,rnner cnd irr .r manncr thar appropriately pr.,:tects
the safery. securiiy. and rveli beingolthrsrrd)r!bjerriJndan_\rJat:arrsing,.,rrthcStuayli;ilttc
Protocot. (iv) the FDA Folm 1571, and l\ tlllt alptirlhle ta*s. rutts ancl rigularions governing rhe
conduct oflhe Stud\ and the activilies or interacrioirs undcr this Agreerrcnt. i;cluding. trut not Iimiled
to the hdian Drugs and Cosmetics Act. 19,10. the Indiar Drugs arid Cosnretics Rules. I9.15. and aD,v
other guidelines and notilrcations issue\ b) trre Certral Drug-standarLr co,tror orsanisalion ras ma'
be amended l'ftnn tirne to tirne) and DCC I Curdciines on 4 udiu V is,nt R-o,.ri"g ofi,,i,rn.J ii,r..,,i,
as applicable to the condLrcl ofthe Studv. The Institution shell not reassign the ;nduct ofthe Stud\ to
another iDVestigald Nithout Sponsor's crpress tvritten consent. lfthe ln;"ig"* i. ,r,Jl. . p";i.r,
the duties rcquired b\ this Agreemcnt. rhe lnstitutior shall pnnptly notif.-pRA ancl the Sponsor inwriting. Ifa lnut.all) acccptable replacenleDt is not available. d;is Agrec.ent mar be tcnninated ns
pro! r.led h< ciI

(b) The lrstitution and sNlo shall provide appropriate resourccs and lhcilitics so thc Investiqator can
coJrd,r(r Lltc Slrd\ ir.lita.l) Jnd pr,,,e..iorr:rl rrranrrcrrrrd ar.orrr,n! to lh. rerm. ^t ,f,i,el!,..,".ri
I L. \itc inJ \\4u .,,dll crr.urerlrrr nnhirrrJrridrr:rt,shotreappr^tridtet)lrai-e,tand;r"fii"rl",f

assist in conducting the Stud),. The Sile and SMO are respoi.sibie lor ensuring that all personnel
participatirlg ir the srlrd) ( sxrdJ rqalD') compr) wirh rie terrrs of this Agieernent. excrudrng
persollnel-supplied bv pRA or Sponsor. Institution, Invcstigator and SMO agrc! to prornptl] Iotiti
PliA and thc Sponsor in the cvent an),Study Tean member i; repodcd 11, orcoir.s unde, irresiigot;on
b) ar) regulatory authoriq, rice,sing board. indcpendent ethics committee or institutional revie\,f
borrd- and lirthcr agrees 1() prontplly discontinuc thi usc ofany such pern nel in connection *ith the



lndia/lnstituti
ClinicalTrialffi;: Icvrdrazs/oleeocooorg'

PRAHEALTI{ S CI E NCE S

i;dicated in this Agreement'

(c) rnve5tisator and/or srudv ream '^ ,?":'J;'::#,:ffi:#;.KlJ:'x1:1'i}r[:'*:-.'J"l'"lT';:'l':;' 
Srud1.-Ihe parties agree lhal fiere wrll 

_-. c6,.r. Ta,m tfrhe llr\esugalor anoror Srud] feam are

at such meetings b1 lhe Investigalor or any;Xr? 

"'ifr.,t".f 
,.qri|^.dior the conduct oldre Srudl'

reouired ro perform an) additional lasKS. over dl lljlijl'Iil,i ,l,.,,r,recr ro a separale agreement.

iilll-' "ii "urlg"it;"s 
for the provision ofsuch services shall be subiect to a sel

, PAYMINT.

,i pR\ $ l pa] he 5\ro*..,-'i,l i'::,l"ii:;;'r';:;;.,i.i:l'Jrl:i;:.';,:)l],liJ].:."ff:l
lcrmi rrrrdth' lJrrdt'r aflxchc'r i:l:':,i: .;.r;,,,..direh.reurr,Lror-epJ'-rhrou!hld\r1'crrr'
arp.olriarc do.rr''1errl,lli^n:r' 'p(cllle' .".er\ed b\ pRc tr, rn:non'or PRA'hrll
,i,urr Soon.or rh:r, rrrll hc 'ctt' ,t"t '']j.l,Pi;.'",i",:,.., *-;rrn, rgtr pr\rnerr. r]Jrn.p.,n.or
.rtreisi rerr'nnahle ctlorrs 1o tn\trr< trr

rr-, rr,crr'ritr,'r'nJrhcI'r\cn'|gJ"rdDi:l;':l',')sf^:.ilii'tlillllillll::,1'ixl]il:i"l:
,cc<rrc sr"dt p,\,,r\"r ul rhe'rh(n1'r].i]i:i.,,,,,,.,",";;,1c1,..'Lli.r, pt, ,.bc,n.(dn\ rd','i,<,r1

aldhark,rcrx;l..in\\rir,'rs 'llR ,rl'1. -.,n^ r" u,,,,rJ or dr\.trxnyc,o .(o,,:r(o rlruat('nl

::lI:lii'lj,Jlil:fi::lll-"i.i:,ll il"':,"'.'1"".'i- "'i'n""''"1:'il'':l:ll:":ii:,:;
I",,in.i,,il.",.,.0',,h\rr( n,i^::'':''ll:i:l:"1'^'ll,::li"l".;{il;1i ..",,dJ.k"^\\'|cdg(
a ionnal Anendirent to il i..A{**:1.:.,1 ii..;i] ,1" i],,.. .,iii." 

".me.l 
fr\;renr to the lDstitution

rt,a, fl,) r.\,rl(n, r'Jden:'1"t1."'1,:',;ill,.,:,,iJ.:,;',;"..,i,".,."*l \\ro.n,,t t,:r\cn. ,ccotrr'e

and orili. tn'e'rig;tor and "r sMO x

lrom PRA or Sponsor'

(c) rhe sirc is an indep:"d* :llll1i 1l;,"lXJ,:,:ili::"i"*-i::'1:Xll,1;1"ilj,llil! 'lli,lll,,lili'.,ii
I'RA n.,r 5non.o,i. r(.N,r',rre ", "") :l'1,-:,.,.. -r;^,;.,.,t rtrerr n\r.or,fel.
i.'r,,,,"ia',,*i . ', .',or ', "''l"r ''t'"''t 'n"' "' 'o 

rlre sirr' :\4o or dn) "l lherr N I

,.1' ll,e ln\c'riJ.al"r n'l arr\ \"h irr\<'lrc-l'r' \ill conror<le anJ ';rn :r' rlrran':Jl 'ri'Jl'''trre 
lorrn \\herr

r.-'crral-l'reqr*'re(lrudc-'b\'*i"':;:''"';j''"i''.'''x'r1 
6qpr 'mpr'1 un'r rrrd a' rrddrd

r., rrr.rr\r:rin rlr'ir "ttu'"t' 'nat 'ptt"'"'lt'lirrt'-t'i''i'*r' 
an'l li'r'"rre\''rrdlrcr ir"'rrrl lelrnr\

5'ud\ ,,rre'. ne 5fon.o':""''Il't"::ti:l:';,1]'l;"i l;:l:;:;,:'i"ii;:l:l,l ::';;."1):iii;:
,Ar""(i t,, in !\ritrng b\'the partl(i' tnt irt(

rhe site and sMo hereuv 1g'* thd ll l1'ld,YY.::"-::.:'1fl::',i:'iX).ffi1"JtllTJi'ill'":i(e) rhe sire and s\4o hereb) 1"* tll' l:,tj::$'J;'il.ii ,r"',*i' ,no nsreemen! rhe ln:rirution
qubjecr care for q hich i]," Pil."-t_::-t,:l;""'!:;i"". 

nnv rhird partv 
" 

ilt be charged for salagliptin'.,'ri"., .u,. ror q hich the P1,9' n:t.]n.,'o':::dT#iiir,rir"", 
",t, 

oi.harsed ror sarasliptin'
herlby agree' that neither panicipanls rn lhe -'"'-"",1;-",.rin, a*e. pro\ ided for this Stud) nor

Hi:1ifl"11"1Xfi'#:JffoT:q$**#i*mm*ltygs 
provided ror this studv' nor

ffi',, F#::?ffi"ffi1o''i1n unv 
""-'t,"po't 

to third-paltv pavers'

rrnless orherwise asree.l herein, pavmentsvrill beffL*::"":'.:",1,*:'"1"Jil:i:::"1:t'*':""J1{Trn I Inle<s orhen\ ise a$eed herein pa)menrs\'vl':iff:';l:ffr:"ff",iI'n,.unoto"' no] ""1 
unvoi

' ' ,.1't. lnel'1rol..lloiil;'or'(\\r'',r,rr'..1^.,"-.,,,.U.,1 h\ lI\(.|lc:rlor. rrno rrunr sl,nrn irrlcrrnid,,,,i, s, .le'ur. ."ui*l t:':" 'l!:' l'::l't'il:l :;,::'.;,;'ii'\i,:l''[;;;,. nna to,, '.r,n,, 
i,,ro'','."a

rte cxelu'iorr cllrcria of the Proro'ol \\no



lndia^nstitution/InvestisatorsMo cllniml Tda Agreement

<lYahahna GandhilYission's l\4edicalCo lege and Hospital, Deepak Bhosle>
<cv181375/D1680C00019>

# 
n*o',,"o"rHscrENcEs

consenl has be€n oblained. An cvaluablc subject is one fbr whom case repoft fbms ('e!Ij") have
been properll completed ill accordance wiih the Protocol, arrd who has completed the appropriate
Studv procedln'es as set fbfih iD the Probcol, and undcrgonc thc cvaluatiorls required by the Protocol.

(g) The pa(ies acknowledge and agrce rhat the compensation provided 1'or Site s perlonnancc undcr thc
Agreement represents the fair market \alue lbr lhc scrviccs conducted b) Site and has been agreed
iodcpcndcDtl) lrom any blrsiness the Institutiur or the Invesligator has made or nay makc il] relation
to the ordering of products or ser!ices ofthe Sponsor.

3. RtrCOR)KtrIPINGi RIPORTING; ACCESS.

(a) Authorized representatives of Sponsor and/or PR,{ have the right. upon |easonable edvance nolice.
and during regular business hours. 1(): (i) audit and cxaminc drc Sitc's facilities required fbr
perfbrnrance ofthe Stud): and (ii) reliew all data. records and wo . products rclaling to thc Stud).
and if ncccssary. makc copics of such data. records and u,ork products. provided such copies do not
inciude an) uDaulhoriTed individuall)-idenlifiablc infonnelion ola Stud) subject. The Site shall
mairtain complete and accuEte records related to the Studl. and shall relein all such records rcsultirrg
liomlheStud)lbrfifteen(l5)]carsoI'latcrilrequiredurderapplicablela\rsandregLrlations.

(b) The Investigator \\,i11 deliver CRF5 to PRA \ithin liNfleen (14) de)s ol ln\e\lieralor's review or ir1

accordencewithPRAsreesonable$riltenirstructions.asthccascma)bc. lhe Investigator shallbe
available at reasonable times during nornal business hours to Dreet \\ ith Studv monilols and answer
questions regarding the conducl oflhe Stud\. lf PRA rlusr usc or acccss thc Sitc s computer s) stems-

it \\ ill do so in accordance \ ith the Site s instrucrions and \rill onl) use ecquired irribrmation for thc
purpose ofthe StLrdl and in accodance \ ith npplicable la*s.

(c) The Site and SMO "ill pl(nnptl) nolil_\ Sponsor end PRA ifan) rcgulalorl authorir_y-- notifics thc
hstitutiou or Invcsl,gator ofa pending inspection or makes any * ritten or oral enquiries relating to the
Stud), and will promptly foN,ard to Sponsor arrd PIIA copies olan] \\ritten communication received
as a result of such inspection or enLluir) \\,hich are relaled to thc Study. l'hc Sitc and SNlO shall also
providc to Spo|sor and PRA copies ofany docunients prorided to an) inspector thrl relete to the
Studl'.

1. CONFII)ENTIALITY.

'l'he Protocol, Studt' Drug(s) (including Study Documentdtion d htellectual Propert) (as defined
in Clause 7), CRFs, and any and all information. data. repofts or docLurenis. disclosed to or geneftrted b)
the Site or any Sludy Team mcmbcrs regarding thc work pcrformcd undcr this Agrcement (other than
subject nredical records) or which otherwise relales 1() this Slud_! (-Cadillcnlid-lDl!!!a!ralt--) bclong to
Sponsor in accordance with clause 7 belo$ and shall noI he di.rl,r\eJ hl thr site or SMO to an) third pa[]
or be used ibr an) purposc othcr than rhc pefor nalce of the \tr d) \\ ithorrr the prior \\,ritten corsent of
Sponsor, during a perio.l 01'1en ( I0) )eals alter thc tcnnirratior] olthe perlornrance ofthe Agreement. The
abole obligations olcoufidcntialit) shall not appll to the e\tent Confidenlial Inl'ormatiorl:

(a) is or bccomes. through no lault ofthe Sile or SNIO, pefl ol'1he public kno\\lcdgc:



confidental 

--- 

- 

india/l'sntutio'/lnvejlg9!94llqllini'alTrialAereement

-< 
r'4ah;tm, G-andhi r4Esionlledicarco ege and Hospital, Deepak Blrose>

cv181375/01680C00019>

SE 
"oorrorrHscIENcEs4$

{bttheSileors\4ocandemonstrale$asalread)la\^'full]inlheSiteorsM-o.5possessiononlhe'"'irr."fair.f".*"iotheSiteorSMOandnoisubjecrtopriorconfidenrialitlobligalion.:

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

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

Permitted Disclosures. The Site and SMO'S obligations of non-disclosure and non-use of Confidential

i=.-...=== --nro*utior, .nat not upply to the ertent the Site;d sMo arc required by law to disclose Confidential

lnfnrmrrion- Drovided lhe Sire or S\4o prompll) nolifies Sponsor oisuch a requirement prior to disclosure

il ;i,;;';*i.;;;;;;r.*.ur. "pp"^i.i,l'," 
oppose thi requirement or seek an appropriare proLecrive

".i... 
ihiJi".r"" ,- a".t ""iiirli 

ir," si" u"a sMo s righrs or obligations under section h Publicalion

5. PRJVACY AND DATA PROTECTION.

'lhe padies agree that each \\'ill compl-\ \\ith their resl<tri\e obligulion',as required under

appl,cab'eori.r.'r'rJdatnrote.'t,orl|'s'' llr'i t'rirrr'i r''\\lodrrolrr\e'li_'Jl^"!\ill ''hr 'inlhc ^n\(nl
oi'.och D,,ra'1,ht..,.,',1 llrqlrrr.li:at 'r llrll Pr^\rLlc'r\ler'1rrl'errr lnd$ ll 'h"'rr llrr \' d' T(Jrll

n,"rfr.,J .i,n..ni *,i f, regald to theiiosn pertoril dxtc. !o thc tr.e. prl'(t5s.irrg' hol'ling and transler of

ii"iiaotua*rr,i..otheithantheirosn-tliarnrd\notha\ethesrurel(\clol'dataproteciiolaslhciro\!n

"",,r"r'.-. 
ir," fr*";*ator and the Slud) Tealn h;ve lhe right lo access and cor're-ct their persoral data' In

".i.. t" "r*.i." tfrit iioht- the requcsls should bc addrcssed to the Sponsor and PRA'

6. PUBLICATION.

r,) sN,1() shNll have no Dublication Irqlrts o\'er thc Stud]' The Institution and thc Inlestigalor shall be
" .',li.i," t',uri.''-,i;; '.'',,'' o,. ''' dkc pri'err'drr''rr\ r(lar'd r^ rn' \r d ' p"'\id\d rlar in\

,r,nlic"riorr',,r Dre'erl .rli,,rr' L^ br rr,dc sirlrir' ' \c1r- 'l corrrpleri''n ol'lhc \r"Lr] Jr_ll re'lrrirc lh<

[;";,.;,:;;ri;,;r;i.;; 1",,'",n. orr such publications or presentations shall (i) hc consistenl with

i."1.',,i'.!r',a"r.i' 
"',u 

'r,,i..',"tio"f 
CoDrmitiee of l\4cdical Journal Fdito^ guidelines (ii) not bc

ii ir. .,, ,nl.f*aing. fiiil cor]rply \\ ith all applicable la\\'s (iv) not be made lbr an) connlcrcial pln'pose'

,.r ll,J l .urU -o " d,,r lr,e Inrc-rrr-rtnr'.n"ll Tro\i,rsllre:pur''r \\ilhiJfic'ol :r''\ rrr:rri_ial'r'l'tittr

";t.'.il'.; ;i," n.'"r"n.J i..i.,"r' q' ir'r'n"r 'r' ci"'r'c - ''lo" rrla eirler irrrerrJ' ro I'ubli'h

i"r- ."*ii]". prrrir."i'*) i, ,"0t. ony ii'i"utalions relatirg to at least thift) (10) 
'la!s 

in advancc

ol plrhl'cdri,'" .rrLrrrri'.i, n "r 
pr<'crr'.ttiott

(c) Al the reqLtetl ofthe Sponsor an.l/or PRA_ th(r lnstittltion and/or lhe Inlcstigator:

('r ,hi,l rrnl itr,'rr.de in or 'rrdll r(rno\c
lrl.l mdtion. (rl.,l. ol illacc..licie'. all.l

{,ir ,.r.,ll \\ithllolu orrhlr ,11 ', rLb_r\'r' rr ,or frlbrr''aliorr 'r r(\crrralrorl l"r d |rriod "l rrin<l\

|.nni"rt'fr"'"rirc.lrrco tlr'.''llriSpolr'"rrer(r'e'I'lclrri'lr'ial lodll'\\ lhe\n"n'^rlo

frorit anl proposcd publicalion any Conftlential



Ind a/Insttluon/InvestiqatorsMo C n ca TralAsreement
<l,,lahatma Gandhil"l$ion's lled c.lColege and Hosp!a, Deepak Bhosle>

<cv181175/01680C00019>

db noor"o.rHscrENcEs,lF
take such measures asthe Sponsor considers ncccssary to preserve its proprietary .ights and/or
protcct its Confi dential Intbrnation.

(iii) The Inslilution arrd the lnvestigato-shall include thc lbllowin.q acknowledgement in all
publications and presentalions rclating to the Stud), the Stucl) Docunrenlalion or Dcveloped
lechnology- as well as ir nnv finaocial discloslrre inlbrmation relating to the Slud)':

"AslraZeneca sponsorcd this clinical trial.''

(i\) The Sponsor hes a lon-q-standillg commitment to transparencJ. and the Instilulion and thc
Investigator acknowledge thxt the Sponsor shall post the Stud] on clinical trial regiskies and
publish thc rcsults on clinical trinl results databases in such forlnat (includirlg
w\\\\,.ast.azcnccaclinicaltrials.corn). and/or provide such resuks to the reSulalor], authorities-

(v) Ifthe Sponsor invites the Invesligator 1() be an author ofa Sporsor managed publication. the
llrvesligator shall dircct. draft and,'br revie\ lhe proposed publication. and approvc thc flnal
version ofthe publication to be publishcd. No coolpensation shall he p|orided in respect ol
any such auihorship. An) autholship. nredicrLl \\r ilin::. cdilorial or logistical suppod provided
to llrc Invesii-sator or the luslillrtion b) lhe Sponsol in respecl ol'publication shall bc sub_ject

to the Sponsor'5 publications polic\'. dctails ol\\hich are a\'ailable at \\'\\ rv. aslra7e n eca.com.

7. INTELLI CTU-A.L PROPIRTY RIGHTS.

(a) E\cepl as e\pressl! set ont in this A!(cenrert- no pat) nor the Sponsol shall ecquire any right, title or
interest in or to the Intellectual Propertl ofan\'oiiheothcrparticsorthcSponsorortheirlicensors.

(b) The Sponsor shall o\\n all rights and titlc in an) lntellectual Propeq arising fiom the Studv or relnting
to the Stud) Drug. aD) Developed Technologl arrd thc Stud\ L)ocnmeutation- e\cept to the extent that
thc hstitLrtiorr and Investigator are required to retain an) Sludv Docunrenlation ir accordance \\'ith the

Internalional Conlerence on Harnonisation GLridelire for good clinical practice (including an]
nrodillcatior or re'enactment therelo) end thc applicablc la\rs and regulations. The Institution. the

Iulcsligator and/or SMO shall pronrptl) dischse an) .uch 1nte1lec1ual Propcrl\ to the Sponsor and
PRA in writilrg or in such othcr format as the pafties ma) agree.

(c) Io the cxtent capable of prospecti\,e assignnrenl. the Institution- lrrvcstigator and SN4O herebl assign

to thc Spo|sor (or its Designee) all their rights. litle rnd intelest in and 10 all lntcllcchral Propeq
falling \\ ithin Clause 7(b) abole. lb thc cxlcnt that an] sLrch Intellectual Propery'caDnot p11)spectivel)

be assigned. the Institution. Invesii!:aror and/or SMO shall assigrl, and shall procure that the Studr
l can shall assign- sLrch Intellectual Propeft) to the SpoDsor (or its Designee) orl crcatiorr.

Gl) The lnstitl(ion. Invcsligator audlor SIIO shall- and shall ensure that the Studv Team takc all stcps as

the Sponsor andlor PR,\ may reasonabl\' relluire iom liiilc to tirnc in order to eniol the full benefit ol
the rights assillncd u|dcrthis ClaLrse 7.

(e) The Sponsor g?nts tlr the Institution n perpelual. ro)'a1t).frcc non e\clusive licence 1{) use the
Inlellectunl Properl\ arisi|g only frorr dre Study fi)r irternal research and cducational purposes only.
and with no right to grant sub-licences. The SMO shall have no such riShts. The prcvisions ofClauscs

Page 6 ol 17
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.l and 6 olthis Agreement shall contirnre to applv in relation 1o any such licence.

(f) The capitalised lernls sct out belorv that arc rcfcrred to in this Clause or othcr pans olthis Agrccnlcnt
shall have the fbllowing meanings:

(1) ''Designee' means an] person designated bv the Sponsor in Nriting who undc(akes
activitie\ on bchalfofthe Sponsor irl rclation to rhe Sludy. which ma) include an

iftlliate or PRA.

_Devcloped Technology" means an."_ irventions. disco\,eries. improvements or-

developments made b) thc lnstitution. the In\'estigaior or anl StuLl,v Team (whcthcr
solcl) or.iointll rvith oth.^rs) in the course ofor as a result ofthe Studv and thal arc

directl) related lo the Sfudy Dru$ or th(r usc thcrcof.

_lnlellectual Property Drcans an) and all rights in and to idcas. folnulae. inlenlions.
discoveries. know-ho\!. data. datailases. docunlentation. reports. matcrials. writings,
dcsigns. computer \oli\rare. processes" principles, ncthods, techniclues and other

infornratioll. irrclLrding patents- radctrlarks- seNice mnrks- tradc names- registered

designs. design rights. cop\righls and ar\ rights or prcpenv similar to an) of the

foregoing in an) pal1 ofthc wo d- \rhether rcgistercd or not. together \\,ilh the righr to
apph lbr thc rcgisn'ation ofanr such rights.

''Study Documentation nreens all rccords. accoLnrts. noles. rcports- data and ethics

communications (sLrbrnissio,r. appmlal and progrcss rcpons). collected. gener'atcd or
used in connection \\ith thc Snrd] and/o Studl Drug, \rhcther in \\'ritten. eleclronic.
opticel or other lonn, includiD!: all rccorded original obser\ations and notations ol
clinical aclivitics such as CRF! and all olhcr repLrrrs and records neccssary fbr the

cva[rarion and recorslruction ofthe Stlrd].

(4)

8. MATERIAL TRANSFER: RXTURN OF MATERIALSI EOUIPMENT'

(a) During the Study, Sponsor or Sponsor's designee shall provide to the Site, at Sponsor's exp€nse, the

Study Drug, placebo and other compounds, or agents for the performance ofthe Study (collectively,

the "!l@r!4h"). The Materials will be used only by the Site for perfomance of the Study in

accordance with the Protocol and this Agreement. The Site shall handle, store, and ship or dispose of
Materials in accordance with tle Protocol and any r€asonable w tten ilNtructions provided by Sponsor
(or Sponsor's designee), and in compliance with all appticable, local and national laws, rules and

regulations including, but not limited to, those goveming hazardous substances.

(b) Unless otherwise agreed by the padies, in the event that the Protocol for a Study requires the collection
ofblood, tissue or other biological materials from subje@ts ("Biological Materials") the site and SMO
agree that the use ofsuch Biological Materials shall be limited to those tests, analyses or procedLu€s

identified in the Protocol and infomed consent as approved by the IRB/EC.

(.2)

€)

(c) Upon complction or terminatin olthc Studt,
Sponsors designcc shall be prcmpll) retumcd
rclatins thereto will be paid by PRA.

all Materials flrnished to the Site by Sponsor or
or destroyed as directed by PRA. Shipping costs
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(d) lf Sponsor provides equipnrenl to the Site. such equipDrent shall be Lrsed onl) by drc Sitc for thc
perlbnnance of the Study and in accordance rvith an) $,l'itten instluctions of usc providcd b) the
equipment manufactulrr or Sponsor. Such equipr]rcnt is propcrly olthe Sponsor or SpoDsor's designee
and shall bc rctulncd, at Sponsor's expcnsc, to Sponsor (or Sponsor's designee). upon Sponsor's
\!rillen request or upon completiolr ol the Stud\'. The equipment to be providcd is listcd at Irxhibit C.
Site \\ ill use reasonable care to nlairtain such equipmcnt \\'hilc in ils possession, provided thar Sponsor
shall bc rcsponsible for rnainrenance and rcpair costs due to normal wear and tear. Iflllstitlttion and,'or
lnvcsligalor do not retLrrn the equipmeDt. the fair market value oithc cqIipmcnt, as determined b)
Sponsoror Sponsois designee. \'illbe deducted fion thc finalpalmenl.

9. TIRMi TIRNIINATI0N.

(a) ll)is Agreenient shall colnmence on the Etlective Date aud shall couliuue in force un1il the SruLh has

been completed at the Site.

(b) This Agreement may be tenninated by the Sponsor or PRA at an), lime and lbr anv reason upon thilt)
(.10) dals rvritten noticc. or innnedialel) upon \\rinen notice bl an) parh where such part\. on
reasonablc grounds, believe. the Stud) should cease in the interests ofhcalth. safel\'or \!ell-being of
Siud) subjects.

(c) Upon the eflecti\'e date oftennination ofthis Agreemeni- an accounting shall be coDducrect b) the Site.
subject to verification b) PRA. Follo\\'ing PRA s receipt oi adeqlrate documentaiion, PRA\\illpa)
lor:

(i) all services propcrl) rcndcrcd and n1onies properl\ e\pended b) the Site. through thc cffectivc
datc oftcnnination which have not )et been paid b) PRA: and

(ii) non cancelablc obligations prope ) inculTed 1in the Studv b) the Site priorto rccciptolnoticc
oftcrmiiation.

(d) If the Site has been paid an) anouots which halc nor been earDeLl hereunder as oi the date of
temlination,lhc Instilurion shall pr'onptll returD to PRA all such unea.ned funds \\ithi0 30 da)s-

(e) Immediatelv upon receipt ofa notice ofrcr]rinatiou. the Inlesliga(r'shall srcp screening and enrolling
sutliects into the Stlrdy arrd shall. as direcled b] PRA, cease conducting Stlrd) proccdnres on subjccts
alread] enrolled in thc Sludy. ro the exlent Dredicallv permissible. and to ccasc, io thc c\tenl reasonah l]
feasible. lrom incu]Ting aDv additional Study erpcnscs-

(f) The SMO shall havc no tcn'nination righls over this ,{greement.

IO. INSI]RANCf.

The parties acknowledge that Sponsor will ensure adequate provision is made by way of insurance
or indemnity anangements sutlcient to meet its obligations and liabilities under applicable laws as the
sponsor of the Study, in particular towards Sludy subjects for personal injury arising as a result of
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padiciparion in the Study.

11, STATUS OI SPONSOR.

h o.der to satisry pre e\isting contraclual obligations orved b) PRA t() the Spon.or. the padies
a!:ree thal the Sponsor and ils al'filia1es arc thc inlendcd third part) beneficiaries ofthe rights underthis
Agreenent, and accordingly has conconilant enlbrceable ighls in rclation 1() lhis Clausc. 

_lhc 
partics

acknowlcdgc that col)f'criirg third-par$ beneficiar,"'' statlrs upon the Sponsor and ifs alllliates is a direct and
naleial puryose ol'rhe pa{ies enlering irto this A-qrccnrcnt. Righls undcr this Clausc 12 caunot bc modified
\rithoul the Sponsor's consent. To the e\teDt applicable la\r does nol allo\! vesling ol'anl rights dir€ctl) in
Sponsor undel this Agreement. such rights will \'est in PRA- on Sponsoas behalf and PRA ma] grant
I cen,c, l. rhc \por,.or to.llc.r ,-ch riphr.

I2. CERTIFICATIONS,

(a) lhelnstilulion. ln!esligator and SMO hcrcb) irdividuall) ceftif) that the) ha\e not been debarred or
disqualified lion palticipating in clinical rescarch unller anv la\!s or regulelions. Ifduriug the tcmr
ofthis Agreement. the Institution- Investigator or SNfO (i) becomes debarled or disqualified ol (ii)
rcccivcs noticc or thrcat ofan action \lilh respect to its debarment or disqualification, the lnstitution.
Inlestigal{r'or SNlo, as the case ma), be. shall notil, PRA immediatell.

(b) The Inslitution- In,resligator and S\lO lrereb), individualll cenil\ lhallheY have not arrd will nol use

in an) capacitJ the services ofan) individual or entitv \\hich has been debarred or disqualiUed fiom
pe(icipaliig in clinical research undcr anv laws or regulations. In lhc cvcut that thc lnstitfiio|-
In\estigatu or SNlO becoDres e\\are of rhe debarnlenl. threalened debarDrenl. disqualification or
thleatened disqualiflcation of anv such individual or entit\', fhe lnstitLrtion and/or the Investigator
aud,/or SMO, as drc casc ma) be. slrall rrorif) PIIA ilnmediatel).

(c) 'lhe Instiortion. livestigator and SN4O declare that neither the lnvesligator nor an) member ofthe
Stud! lcarD is sub_ject to an) corrflicting obligations or legal impedirncnls and/or has any financial-
contractlal or other interests in the oulconre ol'1he Studl that Inight interlere with the perlornance ol'
the Studt or that is likely to afttct the reliabilit! and robustness ol the data generated in the Studl. The
hr\,esligaror shall irrfonn thc Sponsor immediatel) upon learning ofthe eristence ofany ilnancial
an nngemen t or in terest belween the I nvestigator or ncm bcr of thc Stud."_ l caril and thc Spon sor.

(d) 'l hc lnstitution, LlrcstigatLrr and SMO individually wafl'ant and prcmise that. i0 connection lvith this
Allrccncnl. it,/hc,/shc has nol and lvill ot (dircctly or indircctl), nakc rn\'inpropcr pa)mcnt or offer
(or auihoriTiDg another to pa) or ol'fer) Dxme) or anllhing ofvalue to a government olllcial or .rny
other person connected \\,ith the pro,!ision ofservices underthis Agreement. in olderto improperl)
irflucncc ar) act Lrr decision of such official or person. to induce such olficial or person to do or o[]it
10 do anJ acr iri violatiorr of his or hcr lclcvant dul!. lo.obtai| an) irnpropcr ad\,arrtage, to procure
imprcper perlbrnrance of a lirDclion or activir) essociated with this Agreenrent or'in thc casc ofa
go\'ernmenl official- io inducc such official to use his or hel' intfuence improperly to aftect or iDlluence
any act or decision ol'a governnenL.

Vd-

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

Ifto the Sponsor: Astrazeneca AB
151 85 SadeftAlje, Sweden
Attention: Legal Department

Ifto the Institution: Mahatma cardhi Mission,s Medicat Coll€ge atrd Hospital
N-6, Cidco, Aumngabad-43 I 003, Mahamshtra, India
Attention: Dr. Deepak Bhosle

Ifto the Investigator: Dr. Deepak Bhosle

If to thc SMO:

N-6, Cidco, Aumngabad-43 1003, Maharashtra, Irdia

Grapecity Research Solutions LLP
D/2, Prakash Hsg Society, Thergaon,
Near Kalewadi Fata, Pune- 411033, Maharashtra, India
Aftention: Dr. Sushil Chaudhary
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13. ASSIGNABILITY.

_ Site and SMO may not assign any ofits rights or delegate any perfo.mance under this Agreement,
voluniarily or involuntarily, whether by meryer, comolidation, dissolution, operation oflaw, or-any other
manner except with the prior w tten consent of pRA, and any purported assignment or delegation without
PRA'S wdtten consent is void. Except for the third-party beneficiary rights granted tothe Sponsor and its
affiliates in this Agreement, any person who is not a party to this Agreem;nt shall not have any rights under
it and shall not be able to enforce any telm ofthis Agreement.

14. NOTICES.

With the exception of Study funds paid by pRA pursuant to Section 2 hereof, all notices required
o. pemitted lo be given under this Agreemenr shall be in wrjring and shall be (a) delivered personati, 0)
sent by certified mail, or (c) sent by a nationally-recognised courier guaranteeing next-day delivery, io thi
r€cipients below. The parties agree that changes to the addresses below for reaeipt of notices unaler this
Section may be effected by a letter signed by the relevant party and does not rcqute an amelalment to this
Agreement signed by all parties:

15. USE OF NAMtrS.

'l he Instirlrtiou. lnrestigator and SMO shall nor use the nanle, s) mbols andln. tmdelnarks of pI{A
or the Spursor in an\ tir|rn ofpublicity in connecti( rrithrheStudvunlcsse\plicitl\approvedbypRAor
Ille Sponsor i| ad'ance or specificall), allowed under thc lenns ofthis Alree,nent. Institution. Invcstigator
and SNIO agree that- ir acco|dancc rrlith applic rbl( lru,. Spor.or mrr nial.t puhlic rlte amount ot firndilre
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16. WAMRi SIVERABILITY'

No \\aiver olan) term or condition "l'thls A grecrllent \\hethcr h) conLltr!I "r other!vise in any one

o, mor. insta,lccs shall be rleemed to be or contt'uJd "' 
o iurt|er or cuntillurng \ai\er of such tenn or

"""1fii"", 
,r, 

"ft"ry ",,r"r 
tern orcondition ofthr\ A!rtcrrrent' lf r\ term\ ortorrLlrtiorrr olthis Agreement

are held to be ilrvalid, illegal or unelrtorccabl" lllc 
''crnirirling 

tcrm: atld condrtruns contained hcrein shall

not be allccted.

17. ENTIRE AGRIEMENT| EXEIBITS: COUNTERPARTS'

This Asreement. including the Exhibits attache.l hereto, constifutes the full understanding of the

",",." -liil';ffii; il .ril""i,i** r,.'*r-d a complete an'l exclusive statement of the terms of their

##;;#;; ;i,-"o'naiiioni, una"t'tunding or agreement purporting to amend' modifv' vary or

;HH.J.;".m".; il i""i^..t ,i,"ir r," undin! unle"ss made in writins and sisned bv an autho sed

.""."r**,lri "f"r.f, 
parry nerero. This ngreemeniand any amendment herero ma) be executed in se\eml

:;",i;il;.. ;; ";ilii ;;;ii;";;;.'; '" "'isinal 
butialen toserher shall consrhure one and rhe same

inshument.

18.

Excepl as othcr*isc specilicall!
llny parl) hereto fiom anl obligation

circumslances in e\istellcc pl'ior thelclo

corll!-rnplate colltinuing obligatiorrs shall

nr.^rded l'cr.itt. l.rlninill,'rr,'lllri' AJr<clnr_l Jrrrl nor rcli(!r
',ru.l- , .. fr'"an,"nr l".l iriLrLed or :rlo'c lI'm ld.l' allJ

ln aridition- thi provisions olthis Agreement that b) their nature

survi!e c\piration ol terlninalion olthis Agreelnent'

IS (:O\ F RNING LAW.

'l his Agreemcnr shall he goYerlreLl b] thc laws ofthc countr-1 \rhere lhe services are pcrfimed

c\clLrding conflict ol la$' rtrles.

SIGNATURES APPEAR ON FOLLOWING PAGE
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. . IN WITNESS WHER.EOF, the parties have caused this Agrcement to be executed by their duly
authorised representatives on the date(s) indicated below, but effective for all puposes as ofthe Effective
Date.

PHARMACEUTICAL RESEARCH AssoCLATtrs
INDIA PRIVATE LIMITED

D{STITUTION

I A \r6r,rs *e3lAt co'-Lrot

W7 AURANGAEAD
B_v

Name

Title

Date

sMo

B)

Name

Tille

Date

B)

Name

Title

Daie

Autho sed Signature

Sachilr Narkhedc

Associatq Director. C_!t!!al lopq rarions

aZ I Nrbl >-atT

Dr. Sushil Chaudhan

_ Director

il.,/
INVESTIGATOR . \.,u'

\Z F-)B) : \Y\

\n r, Deepa. Bho.lc

litle : Pri ciD.rl l,'\ r,Isalor

iTllorised Signature

Date

I
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).

3.

2.

1.

Sponsorr Astrazeneca

Protocol No: D1680C00019

PR{ Project Idr AZUC I]75.CV] 37

EXHIBIT A
PAYMf,NT TERMS

Egy99. The SMO, Gmp€ci$ Research Solutions LLP, shall be the payee for this study ir
accoidance with paragraph 2 ofthis Ageement. It is understood and agreed that although pRA shall
direct all palments to SMO, SMO shall disburse any and all payments to Institution and/or
Investigator and-/or Study Team members as applicable. Pursuant to the payment Terms, Budget, this
Agreement, and in accordance with any appljcable agreement between Institution, Investigator and
SMO; neither PRA nor Sponsor shall be responsible for arly payments directly to Institution,
Investigator ard SMO.

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

Payment Method. PRA will make payments in Indian Rupee by electrooic bank transfer in
accordance with Exiibit B Budget as attached. PRA will not make any additional payments to payee
pursuant to this Agrcement without the prior written approval of Sponsor. Nor will pRA pay for any
procedures performed or treatments given in violation ofthe Protocol unless approved in writing by
Sponsor.

Pavment Timing. PRA will make pa),rnents on a quarterly basis, in accordance with Exlibit B
Budget. These payments will be made within 45 days of the acceptance cdteria outlined belowi

a) Slart-Up Payments. Upon site activation and the receipt ofa completed payment Infomation
Checklist. Start-Up fees will be paid in accordance wift Exlibit B Budget.

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

Other Pavments. All other pa),rnents will be made within the ag€ed timing, as defined in section 3
above, upon receipt by PRA of a valid invoice, in the amounts specified in Exhibit B Budget, and
according to the following criteria.

a) IRB Xees or Ethics Committee Fees. If Site will be using the central IRB or Ethics Committee
desigrrated for this Study, PRA will be responsible for the Task Oder and fees associated with
this service provider. PRA will reimburse the rclevant IRB or Ethics Committee for fees in
accordance with an invoice issued to PRA by the IRB or Ethics Committee. pRA will not
reimbuNe Site for IRB fees incured in connection with the Studv.

I
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6.

7.

b) Screen Failur€s. PRA will pay for subjects who fail screening based on a pre-detemined flat
fee. The Site or SMO must document all screening procedures completed prior to screen failure
and must ensure that the subject has signed an infomed consent folm. PRA will not pay fo. any
procedures carried out after the subject has failed screedflg.

c) Subject Travel ReimbuNem€nt. PRA will reimburse the Site for subject travel expenses per
subject visit in accordance with Exlibit B Budget and the study subject Informed Consent Folm.

ItryoicinE. All invoices must contain the Protocol title and number, a detailed summary of the
payment to be mad€, supporting documents (ifany), and be addressed to the following:

*Invoices missing any ofthe above information may rcsult in delayed payment.

All invoices should be received by PRA within for[,-five (45) days following the incunence ofthe
applicable expense or database loclq whichever is eadier. Site and SMO understands once PRA has
reconciled and closed Study intemally that PRA reserves the ght to no longer accept invoices.

Final Pament. PRA will perform a reconciliation of the Site's payments before issuing a final
payment to the Payee to account for all previous Study payments, remaining pa),ments due and if
applicable this shall irclude the widrholding ftom Subject Visit Pa).ments and the fair market value
of any equipment provided under this Ageement which the Site purchases. The reconciliation will
result in either a final payment due to the Payee ("Final Pa),ment") or a request for reimbursement
due to PRA ("Reimbursement").

Ig!99. Payments shown in the Exhibit B BDdget do not include ta.x of any O?e. If the Payee is
VAT/GST registered, and if VAT/ GST or other applicable ta-.(es are rcquired under the Payee's
country law, the applicable tax should be added and shR\,n on the invoice at the local appljcable VAT
rate. The Site and Payee each acknowledge and agree that Payee shall be solely responsible for
paying the appropriate amount of any applicable fedeml, state, and local ta..es with rcspect to all
payments made punuant to this Agreement, and PRA shall have no responsibility whatsoever for
wiftholding or paying any such ta-xes on behalf of the Site or Payee.

Pharmaceutical Research Associates
India PriYate Limited

ATTN: Accounts Payable

The Qube, A-602 and A-603, C.T.S. No.
1498 A./2, M.V. Road, Marol, Andheri

Mumbai 400 059
Invoices may bc cnlailcd 10:

PRA Lmail:
ilrlqsIaal,Q!!Lr!E9ir@!r4t!.!!!!
Prorocol Nrrmbcr : D I 680C00019

I

PILA Entit-.r

Address

Email
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CLINICAL TRIAL SERVICE AGREEMENT

This Clinical Trial Service Agreement l"Agreemend'] is made on this 14th day of iuly 2017

Betw€en

Glenmark Pharmaceuticals Limited, a company incorporated under the laws of India having its
registered office at B/2 Mahalaxmi Chambers,22, Bhulabhai Desai Road, Mumbai- 400 026,India and its
corporate olfice at Glenmark House, B. D. Sawant Marg, Chakala, Andheri (E), Mumbai 400099, India

lhereinafter referred to as "Glenmark" which expression shal] unless repugnant to the context or
meaning thereof shall be deemed to mean and include irs successors and permitted assigns) ofthe FIRST
PART;

Mahatma Gandhi Missions Medical collage and Hospital an institution incorporated under the laws of
India having its registered office at N-6, CIDCO, Aurangabad-43'1003, Maharashtra, india (hereinafter
reierred lo as the "Institution" which expression shall unless repugnant to the contexl or meaning
thereof shall be deemed to mean and include its successors and permitted assigns) ofthe SECOND PART;

Dr. Deepak thosale, aged around 41 years, Indian, residing at Flat No 201, Regency Royal, surana Nagar,
Aurangabad'431003, Maharashtra, India (hereinafter referred ro as the "Investigator" which expression
shall unless repugnant to the context or meaning rhereoishall be deemed lo mean and include his heirs
and legal representatives) ofthe THIRD PART.

Grapecity research Solution LLp., a firm having address at Prakash Housing Society, Block No 2,

Thergaon , Pune, Maharashrra, India [herejnafter referred to as the "SMO " which expression shall unless
repugnant lo the context or meaning thereof shall be deemed !o mean and include his heirs and legal
representatives) of rhe FOURTH PART.

"Glenmark", "lnstitution", "SMO" and Invesrigator" are hereinafter cotlectively referred to as the "Parties"
and severally as a "Parry".

WHEREAS:

Gtenmark is interalia engaged in the business ofdiscovery, developmenl manufacturing, distribuiion and
sales oipharmaceutical products,

The Institution is a private and is i,leralio €ngaged in in carrying outclinical trialsjj

The Investigator is engaged in carrying out clinical r€search/studies/trialsi

The SMO is a site
trialj

management organization engaged in carrying oul various activities during a clinical

Glenmark has approached the Institution and the Investigalor to provide the Services in accordance with
the provisions herein belowwhich the InstitutioD and the Investigator are willing to provide on the terms
and subreftto rhe conditioEs olthis Agreemenli

Pursuanr to the aforesaid, the Pafties are desirous to spell out the terms and conditions in writing io give

eileci to the afor€said unders!anding.
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IN CONSIDIRATION OF THE PAYMENTS AND MUTUAL PROMISES AND COVENANTS CONTAINED
HEREIN AND WITH THE INTENT TO AE LEGALLY AOUND HEREBY, THI PARTIIS HIREBYAGREE AS
IoLLOWS:

'1, GENIRAL DEIINITIONS & INTERPRETATION

In this Agreement thc following capitalised terms shall, unless the context requires otherwise, have the
tollowing meaDings:

1.1. 'Adverse Event' means any unloward medical occurrence in a patient or clinrcal investigation
Subject administered a pharmaceutical product and which does not necessarily hav€ a causal
relationship with this treahent. An Adverse Event (AE) can thereibre be any unfavourable and
unintcnded sign [inc]uding an abnormal laboratory finding), symptom or disease temporarily
associated with the use oi a medicinal [investigational] product, whether or not related lo the
medicinal (investigationall Product:

1.2. "Commencement Date" means lhe dal€ on $,hich rhe Investigator commences ils activities in
accordance wilh this Agreement:

1.3. 'Confidential Information" means the proprietary and/or confidential information of any Party,
howsoever disclosed, which relates to rhe subject matt€r of this Agreemenr including without
limilation technical information, business information, iniormation relating to the conduct oi the
Trial, the Subjects of the Trial, Trial Material, Know'How, methodology, trade secrels, results,
proccsses, sequ€nces, structure and organization ofthe Trial, the I'rotocol, th. l rial Materials and
informalion r€lating to lhe Investigational Products etc. and information includcd within this
definition by virtue ofSections 10 and 13;

1.4. 'Consent Form" means the patient iniormation sheet & consent iorm required to be voluntarily
complct€d by cvery Subject/Patient participating in the Trial [and/or a re]ative or Iegal guardian of
the Subject or any other person or authorily required by law ar each Silel after having been
informed of all aspects ol the Trial. The Consent Form shall be approved by Glenmark and Ethics
Comnrittee prior !o use at the Sitej

1.5. "Co-investigator' or more resident doctors / consultants with the lnstitution
appointed by the Investigator at each Site as per the provisions oflaw and approved by Glenmark;
who will lead, co-ordinate and run the Trial at the Site:

1.6. "CRF' means a printed, optical, or eleclronic document dcsigDed to record all of the Protocol
required inlormation to be reported to Glenmarkon each Trial Subjecl/Patienti

1.7. "fligible Subject' means a person who meets all the eligibility criteria as se! out iD the Protocol for
enrolmenl ofa subjecl/patient into the Trial at the time olselection;

1.8. "Ethics Committee" nreans the ethics commiitee/independent revie!v board constituted according
to GCP and locallar,s and regulations aDd having authority over the conducrofany clinical Trialat
the Site and that is ultimately responsible for approving rhc conduct of ihe Trial and associated
Protocoll

1.9. "GCP" means a standard for th€ design, conduct, performance, monitoring, auditing, recording
analyses, and reporting of clinical trials that provides assurance that the data and reported results
are credible and accurate, and that the rights, intcgrity, and confidentiality oi trial subj€cts ar€

1.10. "lCH' means the International Conferencc on I{armonisation. The Harmonised Tripartit. Cuideline
lor Good Clinical Practice (CPMP/lCH/135/95) specines the unified slandards to facilitate the
mutualacceptance ofclinicaldata bythe regulalory authorilics ofEurope, Japan and NorthAmerica
together with such other good clinical practice requirements as ar€ spccilied in Direclive
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2001/20/EC and Directive 2005/28lEC or the Codc of Federal Regutations relaring ro medicinal
products lbr human use and as may otherwise be appticable in the territory where the Site is
lo, rl, d'

1.11. 'Ineligible Subject" means a pcrson who does not meet the ctigibitiq/ criteria as ser out in rhe
Protocol for enrolmenrofa subj€ct inro the rrialj

1.12. "Inspection[s)' means the act by a Regu]atory Authorty of conducting an ofUcial review of
documents, facilities, records, and any other resources rhat are dcemed by the aurhority[ies) ro be
rclat€d to the clinicai Trial and that may be located ar rhe Site of the Trial, at clenmark,s faciliries,
or al other establishments deemed appropdate by the RcgulatoryAuthority[ies]j

1.13. 'lnvestigational Product' means a pharmaceuticat form of an active ingredienr or ptacebo b eing
iested or used as a reference in a clinical rnal, rrrciuding a product with a marketing aurhorisation
wh€n used or assemb)ed (formulated or packaged) in a way different from rhe approved fonn, or
wh€n used for an unapproved indicarioD, or $,hen uscd !o gain further iniormation about an
approved use;

1.14. "lnvestigator" shall have the same meaning as assign€d herein above and who sha be responsible
for the conduct of rhe clinical Trial at a rrial Sire;

1.15. 'Intellectual Property Rights' means all intc €ctuai properB/ rights throughout rhe wortd lbothpresent and luturel including without Iimitation copyrights, trademarks, designs, patenrs,
darabase righls, Know,How and all other rights or iornrs of protection ofa similar nature or having
equivalent or the simiiar effect to any of them lvhich may subsist an}',vrhere in the world, whethcr
or not any ol thorn are regisrered and jncluding applications for registration ofany of ihem for rheir
entire tcrm and anyapplicable extensions;

1.16. "Know-How' means all rechnical and other informarion i,vhich is not in thc pubtic domain
including but not limitcd ro information comprising or retaring to concepts, .liscoveries, data,
dcsigns, formulae, ideas, invenrions, methods, modets, procedures, designs for experimenrs and
tests and results of experimentarion and testjng, processes, specificarions and techniqucs,
laborarory records, clinical data, manufacruring data and intormation containcd in submissions to
Regu iatory ALr th oritiesj

1.17. "Protocol" means the documcnt that describcs the objecrivc(s), design, mcrhodology, sraristical
considerations, and organization of the Trial as more 5pecifica y Iard down rn Arnexure t hereto
and shall include amendments (written description of a changestsl to or a format claritication ofa
Prolocol) made by Clenmark at its sole discretion from timc to time:

1.18. 'Regulatory Authority' means any governmenral or regularory authority respoDsibtc for granting
health approval, clinical trial authorisarions and licences, imporr and/or cxport jicences or any
olher relevant approval, permission or licence necessary for the conduct of a trial and thosc thar
conduct Inspections of sponsors, contract research organisarions, Sites/tnstitutrcns/tnvestisarors

1.19. "SAE" means any untoward nedical occurrence that at any dose that: resutts in death, is tife
threatcning [actual or hypothetica]), rcquires inpatienrrhospiralisarioD or prolongarion of existing
hospitalisation, results in persistent or signiticant disabiliry/incapaciq,, is a congenital
anomaly/birth defecr, is a medically s ign ificant evenr,

1.20. 'Services" means and includes rhe scrvices to be pertormed accordiDs ro the terms ot rhis
Agreement aDd the Protocol by the Invesrigaror drrectly or rhrough thr lnstrunon, Co-investigator
etc. and conduct and performance of the lrial pursuant to ICH ccp and as rnore fully outtined in
Ann€xure 2 hcrcroj

1.21.'Site"meansthelocation(s)whereTrialrelatedactiviticsareactualyconducted;

cPL/ Cr /2A16 /0O9 /1|
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1-22. 'Site tile' means the lilc maintained by lnvesrigator at each Site and the fite maintained in house
by Glenmark containing the documentarion specified in Section I of tCH 6Cp or as may othcrwrse
be required byany other local rules, laws, regulations, dirccrives orguidancc;

1.23. 'Subject'means a person who is enrolled in the Trial as an Eljgible Subject and a recipient of the
Investigalional Productj

1.24. 'Termination Date" means !he dare when the Parries have pcrtormed rheir respecrive obtigations
undcr lhe Agreement or il terminatcd carlier in accordance with the terms and coDdirions ot rhis
Agreement, then such earlier datcj

1.25. "Trial/Study" means any investigation in human subjects intended to discover or veriiy rhc
clinical, pharmacological and/or other pharmacodynamic efiects oi an invesrigationat product[s],
and/or to identiSr any adverse reactions ro an investigarionat product[s), and/or ro srudy
absorption, distribution, metabolism, and excretion ofan investigationat product(s) with the object
ofasccftaining its safety and/or cificacy. The renns Triat and Study are synonymousl

1.26. 'Trial Materials" means thc Invesrigarional producr, ihe I,rotocol, case report forms, Consenr
Forms, placebos, trial aids, and any othcr material that is used in, or ar,scs out oi the conduct ofrhc
Trialj

1.27. Headings used or menrioned in this Asreement are ior convenience only and do not affcct the
interpretation of the sections;

1.28. In this Agreem.nt unless thc contexr requires otherwise:

1.28.1 words importing the singular include the plurat and vice versa and reference to one gcnder
includes all genders;

1.28.2. reference to any individual or person includes a corporation, partnership, joinr venture,
association, authority, siate orgovernment and vice versaj

1.2B-3. any phrasc introduced or preceded by the terms 'inctudc', ,,inctuding, aDd ',in particutar,' or
any sinlilar expression shall b€ construed as illustrarive and shall not tinril the sense of the
words preceding these terms unless preceded by the term , explicitty ,.

1.29. Rccitals and Annexures hereto constitute aD nrtegrat part ofthis AgreemeDt.

2. TERM

2.1- 'lhis Agreemcnt shall come into force on rhe Commencemenr Dare and shalt remain vatid until the
Terminalion Date.

3, GENERAL OBLIGATIONS OT THE INSTITUTION & INVESTICATOR

3.1. The Institution and the Inv€stigator her€by represeDts and warrants that it has rhe exp.rtise,
facilities and al1 appropriate registrations, licenses, permits and authorisations necessary to provide
the SeNices and more parricularly ro conducr rhe Services ro the highesr oi the proiessional
Standards menlioned Annexure: and in accordance wirh rhis Agreement.

3.2. lhroughoui the Term the Ins!itution and the Investigarolshall:

3.2.1. provide the Services as per the terms olrhis Agreement and as more fulty ourlined in Annsxrrle
? hereto;

3.2.2. appoint appropriate and prolessionally trained, experienced and qualified personnet at thejr
sole responsibility, risk and cost to perform the Services uDderthis Aereementi

3.2.3. use all reasonable endeavours to ensur€ the smooth running oithe Services at all nme\ a\ per
the Standards mentioned in Annexure 3 and Timelines mentioned in Annexure 4:
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3.2.4. will ensure that all employces/srudy team periorm the Services in accordance with the terms
of this Agreemenl and the Standards mentioned in Annexure 3 and l imclines mentione.l in
Annexure 4:

3.2.5. provide the data rcquired by clenmark pursuanr to and in furrherance oithe Servrcesj

3.3. 'lhe lnstitutloD and rhe Invostigator wi at a times permit Gtenmark and/or its nominees to
conducr monitoring/audir at such intervals as requircd by 0lenmark of all Servjces provided by the
Institution and the Investigaror Lrnder this Agreement including all records and documents relating
to the Services, and any equipmenr or matcrials supplied and/or maintain€d by the Instirurion and
the Investigator in connection therewith and the Insrilution and rhe tnvestigator wil provide such
assistance as reasonably requested by clenmark in connecrion thercwith.

3.4. The Institution and thc Invesrigator will immediatcly nori67 CleDrnark ot aDy notified jnspectioDs
affecting orpotentially affecting rhe Services provided ro Glenmark.

4. GENERALRESPONSIBILITIf,S

4.1- Glcnmark shall assist and support the Institution and rhe tnvestigator in its performance of the
Services as more particularly laid down in Annexure 2 hereto.

4.2. The Parties understand and agree rhat the Investigator may trom time ro time appoint the SMO to
assisthim in carryingoufthe Seruices (or any part rhereoo.

5, GENERAL OBLIGATIONS OF THf, PARTIES

5.1. Patics understand, acknowledge and agree rhat they wilt work rogether and co-operate wirh rhe
othcr in order to comply, as closely as possible, wirh the estimated t.riai timeline annexed hereto as
Annexure 4.

5.2. Parties further understand, acknowledge and agree that prior to or at any time during the course ot
lhe Trial, Glenmark may amend orvary the Serv,ces and/orthe protocol. Insuchanevenr:

5.2.1. The Investigator will co-operate with Glenmark ro promptty incorporate and act upon such
amendtnents in its performance of the Services going forward inctuding undertaking turther
Sile monitoring and audits, training of personnel at each Site, seeking approvals ro rhe
amendments as appropriate lrom the Ethics Commifteesj

5.2.2. Parties will neSotiate in good faith any amendmcnts do modifications in prjce and paymenr in
Annexure 5. if applicable and required having regard ro rhe impact of the changes jn light of
the previous scope olServices and thc protocol.

5.3. Should there be any inconsistency berween the Irrotocol and the other terms of this Agreement, the
terms ofthe Protocolshallprevail to the exrent oisuch inconsisr.ncy.

6. PAYMENT

6.1.In consideration of the performance ofthe Services by lhe Institution and the Invesrigaror pursuanr
to this Agreement, the Institution and Investigator have requested Glenmarkto make the payments to
the SMO, and Gl€nmark has agreed to make payments to the SMO as per Annexure S hereto. The
SM0 shall submit to Glenmark for payment, pursuant to the following terms, an invoice for those
sums idenlilied in Annexure 5 when ihe relevanr event or rime period serout in &uexure4 occurs.

6.2. GIenma rk will pay the S M O all sums properly invoiced in acco rdance with Section 6.1 and Annexure
5 within 30 days ofreceipt ofsuch invoice.
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6.3. Clenmark may suspend paymenr of an invoice ifir raises a bona fide dispute as to the accuracy ofany
invoicc submirted by the SMO. If the dispute cannor be resolved berweon the parties it vL,iil be
referred to arbilration in accordance with Section 17.2.

7. INDf,MNIFICATION

7.1- The Institution and the Investigator hereby jointly and severally undertakes ro indemnjty, deiend
and hold Clenmark, its successors and assjgns, its officers, directors, employees harmless agents
against all losses, damages, costs, expenses and other liabilities, including reasonabte attorn€y,s tccs
and court costs, incurred by it on its own account or any third party ctaim, action or procceding to
which Glenmark may be subjcct which arises out ofor results from or may be payabte by virtu. of:

7.1.1. any failure ofthe lnsritution, Investigator, irs atfilia!es, contractors or agents, Co-lnvestigator,
to perform the Trial in accordance wirh the Protocol, ICH GCp, locat regulatory requiremeDts;

7.1.2. improper or negligent administration or use of thc Investigarionat product during rhe course
ofthe Trial j and/or

7.1.3. any breach ofSection 10 and/or 13 or other rerms ofthis asreementr and/or

7.1.4. any negligence, misconduct, malpractice, marerial d€viation, breach or non compliance of any
provisions of thjs Agreement by the Insrirution and/or rhe Invesrigator, its afiiliares,
contracrors or agents, co-lnvestigaror, the projecr manag€r and rhe sM0j and/or

7.1.5. due to infringement of rhe Intellecruat Prop€rty Rights of Glenmark or a breach of any
warranty, representation, covenant or obligation.

7.2. Notwithstanding the above, Glenmark shall assume no liability tor any case in which writren
informed consenl and an authorization regardiDg personal data in accordance wth appticabte 1aw
was not given by the patient involved Protocol amendments [if any] were nor approved by the
RegulatoryAuthority.

7.3. Clenmark hereby undertakes to indemnily Instirution, Invesrigator, its affiliates, contracrors, agenrs
or the Colnvcstigator against all Iosses, damag€s, costs, expenses and orher liabilities, inctuding
reasonable attorney's fees and courrcosts, arising out of, or in con.ecrjon with, any injuryto a person
[including death) arising solely from the Investigariona] product due to negligence of Gienmark,
except to lhe extent the same is caused by the negligence, misconduct, malpractice or breach or non-
compliance by the Institution and/or the Invesrigator Co-tnvestigator or its officers, directors,
employe€s or agents ofthe terms oi the Prorocol, the terms ot !his Agreement or any applicable laws,
regulalions, guidelines and generally accepted standards.

7.4. Any Party hereto s€eking indemnification ior irself or on behalt of those orher parries specified
hereunder ("lndemnified Party'l shall notity the other party ['.hdemnifying party.] in writing
reasonably promptly after the assertion against the Indemniiied Party of any ctaim under rhe
indemnity or allegation by a third party in respect of wh&h the Indcmnified party intends ro base a
claim lor indemnification hereunder ("Claim"), but the failure or delay so to noriS7 the Indcrnnifying
Party shall nol relievc !he jndemnii,ing Pafty of any obligabon or Iiability that ir may have to rhe
Indemnified ParB, except to lhe exlent that the Indemnifying Party demonstrates that its abiliq/ ro
dcfend orresolve such Claim is adversely aficcred bysuch unreasonable delay or failure.

7.5. The Indemniiying Party shall have the right, upon written notice g'ven to the Indemnified party
within thirty (30) days after receipt ofthe notice from rhe Ind€mnified parry ofany Ctajm to assume
the delence or handling oi such Claim, at the Indemnifying Parq7's sote expense, in which case rhe
provisions ofSeciion 7.6 below shallgovern.
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7.6.'lhe Indrmnitying Parq/ shall seloct exremat legat counsel reasonably proficient and experiencod
rvirhin the field of the dispure giving rise ro rhe clarm in connection wlth conducting the defence or
handling of such Claim, and the lndemnirying party sha keep rhe In.temnified pirty reasonabiy
apprised of the starus of such Claim l.he Indemnirying parry sha not, without the prior written
consentolthelndemnified parv, agrceto asettlementoranvctaim which Ieads to riab ty o r creates
any financial or orher obligation on rhe parr ofthe rndemnjned parry tor which the tndem;ified parq?
is nol enlitled to full indemnification hereunder. ,Ihe Indemnitied party shall fully cooperate with the
Indemnii,ing Parry and shalt be entitled to appoint i!s own counsel to observe a;d reporr on but nor
participalc in thc Claim at its own expense. Notwithstanding thc foregoiDg, jn rhe evcnt the
IndemniRing ParB, fails to conduc! the defence or handting of a;y Claim ii goJa fairl afrer fra"tng
assumed such defence or handtin& rhen rhe provisions ofsection 7.8 below shiltgovern.

7.7. If the Indemniq/ing Par57 docs not give writen notice to the lndemDiiied party, wthjn rhirry [30)
days aftcr receipt ofthe notice irom rhe Indemnified party of any Claim, ofthe ;demnit.ing parry,;
election !o assume the defence or handting of such CIaim, ih€ p;ovisions of Section 7.8 below shatl

7.8. Subject to Sections 7.5, 7.6 and 7.7, rhe lndemniiied parq7 may, at the Indemnitying party,s cxpense,
select external legat counsel reasonabiy proficienr and expei:enced wirhin rh; fie"td of the dispure
giving rise to the Claim in connection wilh conducring rhe dcfence or handling of such Claim and
defend or handle such Claim in such manner as it may decm appropriare, provid;, howevcr, rhat the
IndernniUed Parq, shall keep thc IndemDirying party timety apprised of the starus ot such Ctaim and
shall not settle such Claim wirhour rhe prior written conse;r of the tndemnifying party, which
consent shall not be unreasonably withheld or detay€d. tf thc hrdemnified party defends o. handtes
such.Claim, the Indemnilying parry shal fully cooperate with the rndemninerl parry an.t shall be
entitled to participate in the defence or handling ot such Cla,m with irs own counsel and at its o$rn

7.9. The Indemnified Partv will onlv be enrHed ro claim under the in.lemnity ior a craim provided rhar it
has not m_ade any admission olliabiliq7 or cutpability without having first obtained rhe prior writt€n
consent ofthe Indemni6/ing party.

8, LIMITATION OF LIABII"ITY

8.1. Save for the provisions ofSection 8.2 betow, notwithsranding any other provision in this Ag.eement,
in. no event shall either parry be tiable, wherher in contrac! iort, under an iidemnLty,
misrepresentation, negligence or otherwise, for any remote, indirecr, jncidental or consequential
damages arising out of or in connection wirh this Agreement, or any performance, non performance
or breach ofany provision hereol However, it is undersrood and agieeti that claims, acrions, lawsuits
or other proceedings made by rhird parries being the subjecr ofthe indemnincation obtigation under
Section 7 shall not be considered as indircc! consequcntial, speciat or incidenrai damages.

8.2. Nothing in this AgreemeDt will act as or seek to restricr, timi! or exctude any Iiabitity for (il death or
personal injury caused by negtigencer (ii) riabitiB/ ror fraud or rrauduleni misrep;esentationj (iii)
negligence or misconductj or (iv)any liability for breach oi implicd undertakings o;con.litions whjch
c"nnor b( excluded ur limirpooyconi--.r.

9, INSURANCE

9-1. Institution and the hrvcstigator shalt secure and mainta; in fun iorce and eftect rhroughout the
performance of the Trial insurance or setf-insurance coverage for medicat malpracrice and general
liabiliq/ in amounts appropriare to the conduc! of his/her business. Insrirution;nd rhe Inve;igaror
shau also require any subconrracror to secure and mainrain such coverage for his/her/its acri;irres
rclated to thc'lria]. Certificates evidcncing such insurance wiI be made available for examinatron
upon rcquest by Glcnmark.

10. CONFIDENTIAL INFORMATION AND PUBLICITY
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10.1 All data, documents and information wherher wrjtten or oralty supptjed or disctosed by Gtenmark
to the Institution and/or th€ Investigator, inctuding bur not limited to Confidential Informarion and
the Materials, Documents and all other data including thar derived froln the Services, in whatsoever
iorm, shail be the exclusive properry of clenmark and shall be treared as srrictly coni.idenriat and
shall not be disclosed to any person except ro rhe extent rhat any such ctisctosure is neccssary to be
disclosed to that person in co.ncction with the proper performance otthis Agreenrent. The parries
undcrstand, acknowledge and agree rhat all results and dara trom rhe Services in whatevcr form
are the exclusive properry ofClcnmarkand cannotbe:

10-1.1. used by the Institution and/or the Invest,gator or irs Co-tnvestigators, agents, employees
or consultants etc. other thaD pursuaDt to the periormance of thc Servicesr ur,

10.1.2. disclosed by Instirution and/or the Investigator or its Co,investigarors or any oi its
employees, agents, personnel etc. to any person includiDg directiy or indirecrly to any
pcrson other than Glenmark or to persons who are authorised, in writing by Glenmark in
advance, to receive such infonnation.

10.2. The lnstilution and/or the Invcstigator will take atl precautionary measures to cnsure comptianceof this Section 10 by its cmployees, agents, consulrants and personnel to whom Conficlential
Information is rcquired ro be disclosed under the rcrms of rhis Agreement. The Insritution and/or
the Investigator will eDsure that all its emptoyees, agents, consuttants, and personnet ar€ bound by
obligations no less onerous rhan those contained herein before any disclosure oisuch conrideDtial
Information to theh

10.3. A breach ol this Section 10 by the lnvestigator or any of the Investigator's agents, employees or
contractors shall consrirute a material breach by the Invcstigaror ot this Agreemcnt.

10.4. The restrictions and obligations under rhis Section 10 shall not apply to a.y informarion which:

10.4.1. at the timc of disclosure, is freely and lawtulty in the public domain or rhereafter laivfu y
b.comes pall ol rhe pub'rL, domdrn:

10.4.2. is in the possession ofthe Institulion and/or rhe Investigator prior to the first disclosure oi
such information by Glenmark or its agent and the Investigator and Institution are not
Jndcr.ni obl.gdlion ot conidenc" rr respecl or.uch rnrormaiion:

10.4.3. other than pursuant ro the Senices, is independentty and without any reterence (wherher
direct or indirectl ro rhe Confidential Information generared by rhe rnv€stisaror an.t/or
Institulion as can be demonstrared by contemporan€ous written docurnents without any
obligation of confidence owed in respecr ofsuch new informaUonj

10.5. In the event lhc Insritution and/or the rnvesiigaror must disctosc in order to compty with an
applicable mandatory and enforceable tegat obtigation or to the extent ordered bt a courr ot
competent jurisdiction erercising its right ofaurhortty over the Institution and/or the Investjgator
(subject to enlry of an appropriate protecrive order, provided rhat if rhe Institution and/or the
lnvestigator is requircd by such law, resutation or order ro make anv such disctosure of
Confidential Information, rhey shall give rcasonabG notice to Clenmari of such disclosure
requirement and will use its besr eiforts ro secur€ confidential lreatment of such Confidential
informahon required to bc drsclosed.

10.6. Any inventions or improvemenrs wherher patenrable or unparentablc which are conceived ol
discovered, or developed by the Institution and/or the Invesrigator, jts Affiliates or by any person
claiming lhrough them in any way derived from, related to, based on, or resulting from the use ot
the Coniidential lnformation ["Derivative Inrellecrual properq,,,] shal1 be promprty .tisclosed to
Clenmark. Any such Derivarive Inrollecrual property shal be the sole properry ot Glenmark. The
Institurion and/or the lnvesrigatot i!s affiliares and any person claiming through them shal do all
acts and things as shall be necessary ro vest atl right, rirte and interesr rherein in Gtenmark. The
InstitutioD and/or the Investigaror shall keep the said Derivative lnteltectual property conndenriai

cPLlCt /2016 /0O9 /1\
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in accordance lvith this Agreement. The Instilution and/or rhe lnvesiigator thereiore undenakes
that they will not reverse engineer, decompile or dissemble !he Confidential lnformation or make
any variant out ol the Confidential Information and strictly use or abide by rhe rerms of rhis

10.7. Notwithstanding the performance or the discharge for whatever reason including breach of this
Agreemenl the provisions ofthis Section 10 shall remain in full force and effect in perpetuity.

10.8. Institution and ihe Investigator will preserve all Confidential Informatjon including periodic
backup ofcompuler files, to prevenL the Ioss or alteration ofClenmark s srudy data, documenrarion,
and correspondence. A! Glenmark's request or on expiry or upon termination of this Agreement,
the IDvestigator and Institution shall return all the Confidential Information received in pursuance
to this Agreement including all jnformation disclosed orally and shall also destroy or erase all rhe
electronic files, copies, not€s, memorandum, extrac!s, whjch conrains, reflecrs or js derived from
the Confidential Information oi Glenmark.

11, REPRESENTATIONS AND WARRANTEES

11.1. Each Party represents, warrants and coveDants for itselfto the other thar:

11.1.1. it has been duly incorporated or creaied and is validly subsisting and in good standing
under the applicable laws oiits incorporation mentioned elsewhere jn rhis Agreelnent,

11.1.2. it has the power and authorily to enter into and perform irs obligations under this
Agreementi

11.1.3. this Agreement has been duly authorised, executed and delivered by it and constitutes a
valid and binding obligation enlorceable against it in accordancewith jts termsj

11.1.4. neither the execution and delivery ofthis Agreement, nor !he perlormance by such Party of
its obligalions hereunder nor compliance by such Party with the provisions hereof will
violate, adversely effect, coDtravene or breach or create a default or accelerate aDy
obligation under any other agreemenl, indenture, instrument, Mcmorandum or Articles of
Association or charler or bylaw provision, statute, regulation, judgmenr, ordinance,
decree, writ, injunction or law applicable to such Parry.

11.1.5. ii will perform its obligations hereunder in accordance with all applicable fed€ral,
internalional,stateorlocal laworregulation.

11.2. The Institution and lnvestigator represenr and warrant rhar they will not €nter into any oth.r
agreement(s) which would interfere or prevent performance ol the oblisatio.s d.scrib.d h.rein

11.3. The Insritution and lnvesligator represents ard na:r::i! ih:: :h. l:::: ::: ':: .,
L(.1.n- "l "nd ler ,l .r"l] \L r , :
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11.5. Conphance \!ith Laws: the Insniution and lnvesrigalor represen. and \arani ihai :ll ih' Se''r'es
performed and provided by the Inslitution and Investigator, the Co-lnvestigator and/or any agenl'

;ontactor, sub';ontractor shall fully complv with all applicable central, state, and local laws, rules

and/or regulations, aE may be amended from time to time.

11.6. Inconsjstenl Obligatjonsr the Institution and Investigator represent and warrant that the

responsibilitiesandobligalionsassumedbythe]nstitulionandlnvestigaroronbe]r.liofG]ennark
hereunder are noi in conflictwith any other obligations the Institution and Investlgatormav have'

11.7. Save for those express warranties set out herein, the Parties neither make nor give any other

express or implied lwhether by stalute, €ustom or otherwise) warranties in relation to i[s
obiigations, duiies or activities owed or performed under this Agreement and hereby excludes any

other such express or implied warranty jn respecl ol rhat subject matter.

12, DIFAULTAND TERMINATION

12.1. For the purpose ofthis Section 12 each ofthe following constitutes an event ofdefault ["Defaull')l

12.1.1. Itany Party breaches any ofits obligalions under this Agreement and fails to remedv the

t.eactr lvittti, 30 days of wri$en notice being given by the other Parry identi$ring and

requiring thatbreach to be remedied,

12.1.2. ifa Parry becomes insolvent, is dissolved or makes a general assignment for the benefit of

its creditors, has a receiver appointed for a substantial parl of its assets or makes the

requisites filings as a sick companybeiore the relevant authoritiesj

12.1.3. if conducting the Services becomes prohibited by ]aw, rule, regulation or any amendment

thereof.

12.2. Eirher Parly may immedialely terminate this Agreement by notice in writing to the other Parq' ifa
default bythat other Party occurs.

12.3. Without prejudice to any other rights Glenmark may have, Glenmark may terminate this

Agreement lirmediately by writen notice il in rhe reasonable opinion of Glenmark' any of the

followjng events occurs:

12-3.1. there is unsatisfactory progress ofthe Services and/orTrial;
12.3.2. itpatient recruitment is not initiated within 60 days ofSite initiation,

12.3.3. Any CoJnvestigalor ceases to be employed by or engaged in the performance ofa Trial at

any Sitel

12.3.4. there is breach of Section 10 or 13 ofthis Agreement by the lnstitution and/or Inv€stigator

or an! e:n:l!! E. di.ect.. :gex! contractor, sub'agent, sLrb'conlractor, the Co_lnvestigator

....,.,.=..".:.....r:::::: !: r]1i3r con:rolol or claiming through the lnvestigator;

-::.:.:..:.r:::::::.r:.:,:.::r:::::::-:::.r:'-:::oisrbiectsrvithiniheprescribedperiod

' :i. i::l ...r.1 .,r :::'.:i:::i :lc
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12.5.1. will deliver to Glenmark all Investigational Product, Trial Nlaterials ilirhin 1.1 dalsoiihE
date ofterminalion or expiry,

12.5.2. will return any sums paid lor Services which have no! been perfornled before the date ol
termina!ion or expiryj

12.5.3. $,ill co operate with Clenmark and do everything necessary to bring about the orderly
terminatioD of all Sewicesl

12.6- 0n lennination or expiry of thjs Agreemenr for any reason , clenmark will pay for all Services
performed by the Insrilution and the Investigalor to the satisfaction ol Glenmark in compliance
with this Agreement;

12.7. Each ParB, will be regarded as discharged from any iurther obligations under this Agreement
except ior those expressed to survivc termination or expiry.

12.8. The ternination of this Agreemenl pursuant to lhis Section 12 will not afect the rights of eilher
Parly in respect oi any antecedent breach of this Agreement. Furiher, in the event of any
termination ofthis Agreement on account of a Default under Seclion 12.2, the non-breaching Parq,
shall have ihe righrto recourse to such remedies that maybe available to them a! law or in equity.

13, INTILLECTUAL PROPERTY

13.1. Institution and the lnvestigator acknowlcdge and agree thal Glenmark is the sole owner of all the
Intellectual Property Rights as defined herein above and this Agreement does nol granl transfer or
assign to the Institution and ihe lnvestigator any legal right or beneficial ownership in any
Inteilectual PropergT Rights of Glenmark.

13.2. lnstitution and the Investigator further acknowledge and agree that all rights to any discovery or
invention conceived or reduced to practice in the direct periormance olthe Study conducred under
this Agreement in accordance with the Protocol will belong to Glenmark. Institution and the
Investigator agree to assign to Glenmark, a! the request of Glenmark, the sole and exclusive
ownership thereto, upon the payment of costs by CIenmark, ifany, incurred by IDstitulioD and the
Invesligator in the filing, prosecution, or maintenance of any patent application or patent issuing
thereon. Such application, if any, will be iiled and prosecuted by Glenniark. lnstitutjon and the
Investigator will promptly disclose to Glenmark any invention or discovery arising under this

13-3. A11 Intell€ctual Property and olher data of Glenmark which the Institution and the Investigator ma_v

gain or have ac.ess to pLrrsuant to this Agreement shall ren]ain rhe propern oi Clenn.:k

d^AJ
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13.7. The Instilution and the Investigator agree to co opcrate regarding a reasonable request of
Glenmark or to procure the assjstance from another person or entjty involved in rhe s_"Niccs as

may be required in any patent filings Glenmark deems necessary.

13.8.'lhelnstitutionandtholnvestigatorwillnotinfringetheintellectualpropertyrightsofathirdpartv
or misappropriate any know-how or intellectual property rights of a third partv in perlorming lhe
Services.

13.9. Upon expiry or termination ofthis Agreement, !he Institution and the lnvestigator 5hall stop using,

return fbrthwith all the Intellectual Property Rights to Clenmark and restrain fronr using rnv
Intellectual Property Rights-

14. PUBLICATION RIGHTS

Glenmark has the exclusive right to aulhorize any and all publications and/or communications

relevant to the'lrial/Study and Investigator undertakes ro make no presentations or publications

ofthe results ofthe Trial/ Sludy witho ut the prior wrillen approval ofthc Glenmark with regard ro

the contcnt a nd the timing o f sa id presentatio ns or publicatio ns When p ermission ibr preseDta tion
or ibr publicalion is granted, Instilution and Invesrigator agrees that, prior to submission of a

manuscript or abstract to the publisher, Institution and or the Investigator shall iorward a copv of
said manuscript orabstractto the Glenmark forits written approval

15, RELATIONSHIP OF PARTIES

15.1. Clenmarh lnstitution and tho Investigator have entered into this Agreement as irdependent
contractors and nothing in this Agreement crcates a relationship of emplover and enlployee,

principaland agent, jointventure or partnership betwoen the Parti€s.

15.2. The Institution and the Investigator acknowledge and agree that the Inslitulion and the

Investigator are respoDsible lor all the employees and ail olher pcrsonnel deputed bv the

InslitutioD and rhe Invesugator to conduct Services coversd by this Agreemcnl and a breach by anv

such person of the terms ol this Agreement shall conslitute a breach by the Insiitlttion and the

lnvestigator ofthe same terms ofthis Agreement.

16. FORCE MAr[UR[

16.1. A Parq, shallbe excused from performing ils obligarions under this Agreement ifirs perfbrmance is

delaycd or prevented by any cause beyond such Partv's reasonable control, including bul not

limited to, acts of Gotl, fire, explosion, war, insurrection, civil strife' riots and government action

which materially affects a Party's ability to perform ts obligatioDs under this Agreentcnt'

Performance shall be excused only lo th€ extenl oiand during lhe reasonable continuance oisuch

disability. Any deadline or time for periormance specified in this Agreement which falls due during

or subsequent to the occurrence of a Force Majeure occurrence, shall be automalicallv extendcd for
a period of timc equal lo the period oi such disabili5'' ]'he service Provider shall immedialelv

notily Glcrrmark ii by reason of any of the disabiliucs reierred lo herein, lhe lnstirlrtion and the

lnvestigator is unable to meerany specificd deadline or lime for performaDce.

16.2. In thc cvent that any parr ol lhe Services is rendered invalid as a result oi such disabilitv, the

hlsritution and lhe Investigator shall, upon written request from Glenmark, repeat thal part of the

Services affecred by the disability. Provided, however, that ii a Forcc Majeure Event 
'ontinucs 

for

more than 2 months, a Parry may terminate this Agreement by giving al lcast 15 davs notice to th€

other Parlics.

17, GOVERNING LAW / ARBITMTION

lT.l.ThisAgrecnientisenteredintoandwillbedcemedforallpurposestobegovern€d'nd'onstrued
in accordance with the laws oflndia.

cPLlc't /20161009 /11
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amicably, shall be finallv settte.r ,ind€r the tndian a.ir,."ir"" 
"1,a 

c"".i]rito'i'a.,. tess ry, ,ot"arbitrator to be appoinied in accordance wirh ,r," 
""rJ 

ai.'ri" pi"."'"iih"e aruitraron shalt beMumbai. rhe ransuaae or rhe arbitrarion ;;;;;il;. ;,ii ;J;.,.r,ilni' i_""0, as otherwiserequrred by law. tor the purposes or enrorcemenr "i,"y "ppri.,UiJ.,".t excrrange rure. andrFsurarions. rhe arbirrat proceedinss and rhe awdrd ir,,li *,1i" rn"i".pilir; wirhour rhe joinrconsent or the parties hereto and.each such p".V 
"r,li ,,"*"i,"it ",i#ia"ntut:ty or 

"u.r,
proceedings or the award and such shali be deem"a ,1, u il"ni""ii"j r,r".,il,ii,".

18, NO WAIVER

lS i Any \ dlver by anv pdrrv ofanv breach of, or rdi)ure ro.ompry wilh or rairure to enror.e dr dn)rime any or (he provisions oi rhrs agreemenL shrlt ,0, b" *;ri.;;; ;; 
". .*.,,,r* , _r,,"rirgwaiver of such provision, or a waiver of any otr,* Or"J 

"]1. r"rr." il Jo"nrprv _itt, 
"ny 

ott,".provision orrhis Asreem""r ,". 
"r.11_1111, 1i,r, 1t "rr*,;;;"it;;;;;,il.;;;'".."", ". ",,0".,thereofor rhe righr ofany parq,th€rearrer ro enfo;* *.r, *a 

""".i; 
pr*i",of 

"i,rri" 
ag*",r*'

19. SEVEMBILITY

191. shoxld oDe. or_more provisions of lhis Agreement be or become iDvarid or uneDforceabre, theparries sha subsrirute such inval.d Drovisrons by *r,a p.",i"t"r. r, ii"r"i" *"rr,"g rra 
"ff"., ".thp ori8inal pror rsrons Shoutd su.h subsriruIlo; ,", U" p"*iUfl ,i" ,r"rt;ain''o. r,n"nro.ceuU.tiqof such provision shati not affecr the validity of th" Ail;;;;;;;;;;"-*," "

20, ASSIGNMENT

20l Neither party shall assien or sub-contrac! this Agreement or part or all of irs obrigarioDs hereinwtrhout rhe prior writen consenr of th€ 
",r,". 

p"".,t"". ir,y i-".',1, ;tr,ic"tl ;:": sub-coDrract, aspermited with the other parries consent wi re-r, *"0#,U," rii ,r,"'"i JIro onror,"* 
"ru.sub-contractors as though theywere jts own.

21. AGREf,MENT AND AMENDMENT

21.1. Any change rn $e rerms of thts Asr
,g;""4*? 

",cr"J1,,.;" 
- -'' ^tr eement shall be valid onlv if the change is made in writin&

21.2. This Agreem€nr rncluding irs Annexures contains the entire understanding between the partiesand supersed€s all other nesohatjons
,, 

"- "",- r"., "".:," p,;;.;;:l;Ji; "0"'",,,Iions and undertak,nps wh",her wnrren or ora, oi
I to rhe Servjces I har are LhF subiect ol.hr< AgreemenL.

22. TIis Agreemeni is made in Engtish in more than on€ copy each oiwhich shal be deem€d to be anorisinel and ma1 lal e been iranstated ro another language. AIt ,u.l ."f,"" *u ,"ria *a i, ."* of..i;. ::..:.. ...\t., 
"."" ","",1-"-.".;;.' 

"' "' "-"
:: THIRD P.lRT]'RJGHTS
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!

IAll notices required or permitted under this Agreement shall be in writing aDd shall be deemed

delivered when delivered in person or by fax or five [5) days after rhe date postmarked ifsent by

registered or certified mail or courier, return receipt requesled, postage prepaid, addrcssed as

follows:

lf for Glenmark Pharma€euticals Limited:

B/2 Mahalaxmi Chambers,22, Bhulabhai Desai Road, Mumbai - 400026, India and its €orporate

office at GlenmarkHouse, B D Sawant Mar& Chakala,Andheri (E), Mumbai 400099,lndia

Iffor the Institution: MGM Medical College and Hospital, N-6, CIDCo,

Aurangabad-431003, Maharashtra, India

If for Lhe lnvestigator Dr. Deepak Sadashiv Bhosle, Flat No 201, regency Royal, Surana Nagar

Aurdngabad-4Jl003,Maharashrr" lndid

If for the SMO: Grapeciry research Solution LLP, Prakash housing sociery, Btock No 2, Thergaon,

Pune, Maharashtra, India

25.2. A Party may change its address from time ro time by p roviding written notice to the otherPariies in

the manner set forth above.

(Signature Page to Io ow)

{
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IN \!ITNESS WHEREOF, the Parlies hereio have caused lhis Agreement lo be executed

Name, SuYog ShettY
Title: General Managel -

For the Insdtutionu!*
Name:Dr Rajendra Bohra
Title: Dea&

Inv€stigator

\L/
k *Nu "t'

Name: Dr Deepaksadashiv Bhosle
Title: Principal lnvestigator

FoTSMO

JEAN
Ucl,l's MEDICAI C0LLEGE

AURANGABAD

Tide: Director

C'r"
Name: Dr Sushil Chaudhary

.dF



t" A\\EXIJRF 1

PROTOCOL

The Protocol title and protocol numberare as lolloivsl

Protocol Title: Ret "A 24'week, randomised, doubl€'blind, double-dummv parallel group, multi cenire,

active'controlled study to evaluatc cfficacy and safety ofremogliflozin etabonate in subjccts with type'2

diabetes mcllitus.

Sub: Clinical Trial A8reement

Protocol Number: GPL/CT /20t6 /oo9 /ttl

Clinical Trial Phase: Ill

Protocol has already been provided to the Investigaior separately and will form an jDtegral parr olthis



1.1

ANNFXTIRF 2

Descrit,tion of Resnonsibllities

OBLIGATIONS OF THE INSTITUTION AND THI INVESTIGATOR

The lnstitution and Investigator hereby represeni and warrant that it has the expertise, lacilities aDd

all appropriate registrations, licenses, permits and aurhorisations necessary to provide the Services

and more particularly to conduct Trial to the highest ofthe proiessional standards and in accordance
with this Agreement, the Protocol, ICH GCP and all applicable standard operating procedures.

Throughout the Term ihe Investigator shall:

1.1-1 appoini appropriately and professionally rralned, experienced and qualified personnel to
perform the Services under this Agreemenli

1.1.2 appoint the Co'investigators who meet the condjlions stipulated in AurexrrIej, time to time

revlew eligibility ofsuch Co'investigators and discontinue/remove those Co-investigators irom
further conducting the Trialwho no longer meet those conditions;

1.1.3 use allreasonable endeavours to ensure the smooth running ofthe Trial at alltimes as per the

Prolocol and time lines menrioned in Amexule 4 and will ensure that the Co_investigator
performs the Trial in accordance with the terms ofthis Agreemenl, the Protocol and as per the
provisions olall laws and practices applicablei

1.1.4 act proiessionally and responsibly as the necessary interlace between the Co'investigatot
Institution, site and Glenmarkj

1.1.5 collec! all information aDd data required by Glenmark pursuant to and in furlherance of lhe
Trialj

1.1.6 immediale reporting to Glenmark in accordance with the SAE reporting plan on becoming

aware oiany SAES at lhe Sites,

1.1.7 lully co'operale wilh Glenmark throughout rhe Term and even thereafter in respect of the
performance of rhe Services and compjlation and use of inlormation and data generaled irom
the Trialand followall directions and instruclions relating to the Trjalprovided by Clenmarki

1.1.8 use all reasonabls endeavours to ensure that the Trial is planned, performed and coDCluded

within the estimated Trialtimeline as perthe proiection

1.1.9 Where required as explicitl,v inlormed bl, Clenma.k nom:nate:.r Gl.::--ark. ::::.r:l :::
aopro!:iate:!Tb.r.:CoIr'.i.::aei..iar::l:=.-::::l:::::i..:::.:::: :,:: - ::i



1.2.2 .ompile.ind prepdredll documenralion necescary for seeking EIhics

ior conducting such Trial:

1.2.3 obtain all appropriate approvals and autho sations an'l make all necessary arrangements

for:

committee's approvals

1.2.3.1

1.23-2

initiation. continuation and performance of rh€ Trial in all selected Sitesi

\ro.rpe dnd aominLrrarron ol the lrvesrrsrrronJl Producls rl everv sirF lor use.rn rhe,l''' rl

: :'"?.;;:,i;;';;i, il,,",i,r, ,' " ar ^ """i' 
proc" ing or raoor"rorv sdmpres and d"r"

rrk.n lrom Subiects in the Trial:

1 2.3.3 obtain the necessary approvals lrom the Ethics Committee at each Site for the conduct ofthe

' ' - " ;;; .4"'"ce and use of the tnvestigational Produc!;

1.2.3 .l prepare all necessary documentation for the performance of the Trial including language

'--' 
i."i"L"tio"" ofconsent Forms and patientdiaries intolocal languagesi

]2.4edrrcaieandtrainallsitepersonnelinvolved,dilectlyorindlrectly,lntheconductoftheTrialat
e". i: e regardins ICH cce g''d""""t ""Ji"i"la!i;n 

tocr'at;ngdnd mainrdininq rhe n"ce's"ry

ro,menra.,onrequrredo'"','*":;];'h;i;"li"'i'ai'e'r'"nl'""e'mentand'ompilar;onor
ihe Siie File;

1.3 In pre!aration for and during the conduct and perlormance oithe Trial' the lnvestigator shali:

1'3.lateachSiteensurethattheTrialisperformedspecifical]yinaccordancewilhtheProtocolandthe
obligarions hereunderi

t.l.2aIFa(n'r"ensurethartheCo.ln\e.rlgatorismonir:r;ngthe,tonduc!ofthe,lrIdlaIlheSlLcand
h,< . omDlered all CRFs lhroughout lhc perlorma

1,3.3 ensur e that Site has adequate and appropriate processes eslablished and operating to ensure:

1.3.3.1 patient randomisation in pursuance with the Protocoli

1.3.3.2 mainlenance orall studv related loss regalqln-c screenlnq:i-:he Subiects and thelr enrolment

-* t;;i;;i;;;;"p"r colreciion and storage oral consenrForms'

13.3 3 proper accounting and storage o i Investigalional Product and Trial Materials whilston Sitei

: : I ' r::r.: rele'ant and applicable communications and information re-gardins the Subjecrs

... -..:: ' .-' '"":'L"c'i:; 
" 
'"ii'a'"g "r"pr""" 

r"ss oi clrnLcrl questions' cRFs

I

d
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1.3.3.7.2 ensuring any Ineligible Subjecl is nor enrolled or participate in the I: l:.

1.3.3.8 ensure randomisation oi Subjects in the agreed tineframe and ensure adequate process
lor scheduling Subject visits as specified in lhe Prolocol ro ensure lhe Trial is in compliance
with the Protocoli

1.3.3.9 conduct a close out visit at the Site on termination or expiry oflhe Trial or this Agreement
as the case may be, during which any Trial Material, unused lnvestigational Product or any
other material exclusively procured tbr the Tnal purposes shall be collecred and submitted
to Glenmark or to the Central Storage Facility or by the Co'lnvestigators at thc Sites
pursuant to !he writtcn guidelines ofGlenmark;

1.3.4 l'he hstitution and the Investigator will provide all Decessary support to Glenmark in fulnlling its
obligations relating to rhe Trial including all support and expertise required for Adverse Event
and SAE follow-up, rracking and reporting to applicable Agencies, Instilutions and Sites, and
providing status reports to the applicable Agencies.

1.3.5 The Institulion and the Investigatot will at all times permit GleDmark and/or iis nominees to
conduct an audit at such intervals as required by Clenmark of all S€rvices provided by the
lnvestigator under this Agreemenr including all records and documents relating to the Protocol,
Services and Trial, and any equipment or materials supplied and/or maintained by the
Institution and the Investigator in connection lherewith and will provide such assistance as

reasonably requested by Glcnmark in connection lherewith and shall ensure that Clenmark can

audit rhe Sire and the records ofthe Insutution of such Site [including the lnvestigator's records)
applicable to lhe Trial and Services.

1.3.6 l'he Institution and rhe Investigalor will promptly notify Glenmark if the Co-lnvesrigator ceases

io be employed or engaged in the performance of lhe Trial at a Site together with the reasons
$rhy such lhe Co lnvestigator is no longer involved and lhc lnvestigator will use bes! efforts to
nnd a replacement acceptable to Glenmark as soon as possible.

1.4 The institulion and lhc I nvestigator warrant and represent thal in entering into this Agre€ment t has

not committed, any olthe following acts:

1.4.1 providing or offering to provide to any person in lhe employment oithe InstitutioD and/or Site

any gilt or consideration other than tha[ which is a reasonab]e financial arrangement either
under this Agreement or by anyother arrangemen!,

1.4.2 making payment or agreeing to make paymenr of any commissioD to any person in the
employmen! of the Institution;

1.5 lnstitution and the Invesiigator will comply with all applicable laws and regulations iD its/his/her
perlormance ofactivities under this Agreemen!. Institution and lnvestigator will provide reasonable

assistance to Glenmark so that Clenmark may comply wilh any applicable law or regulation iD the
performancc of the activities under this Agreement

1.6 Witho\rt limiting the generality oiSection 1.5, I nvesugator will:

1-6.1 Take appropriate aclions so that he/she will properly disclose protected or sensitjve health
rnformation created or received by lnvestigator to Glenmark pursuant to any applicable Privacy
Rule. Glenmark agrees to take appropriat€ measures to protec! lhe privacy and confideDtialiq' of
ihe protected health informalion received in connection with the Trial

1.6.2 Oblain a Clenmark approved written mfonned Conseni Forn from each Trial subject and u7i11

maintailr a signed originalolthe lvritten informed Cons6htForm in the Studv subject's records

2. Clenmark Resnonsibilities:

cPL / CT /2016 /oo9 /tr1
CTA-Dr. Deepak Bhosale
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2.1 Glenmark agrees and acknowledges thar it will ensure that the Investigational Producl supplied

for the Triaiis manufactured an; supplied to the sites as per the Protocol and thar it complies

wilh the obligarions of a clinical Trial sponsor as dclegaied under this Agreement in accordancc

with secrion 5 oilCH GCP.

2.1.1 Prior to commcncement ofthe Trial, Glenmarkshalll

2.1.1.1 prepare aDd finalize the Protocol, palient informaiion sheei and Consent-Form iD English'

investigator brochure and provide lhe Trial Material to the lnvestigator for compiling lhc

submissions for Eihics Committee approvalsl

2.1.1.2 develop and nnalise lhe monitorjng ancl source data verification plan ('Monitoring and SDV

Plan"li

2.1.2 Durins the course of lhe Trials, Glenmark shaUl

2.1.2.1 appoint a physician to act as a medical monitor to respond to Site quesrions regarding

Suljects, theii eligibilitv, dose modifications ol the lnvesiigational Product and to develop'

authorise and maintain Prorocol exceptions and/or deviationsi

2.l.2.2reviewAdverseEventsandSAEreportsasreceivedfromthesites,alongwiththedrugsafety
contact of lhe lnvestigator who will be primarily responsible for Adverse Fvent and SAE

managementi

2.1.2.3 establish and maintain lhe saletv database for each Silci

2.1.2.4 notify all Siles, the Co Investigators and Agencies ol reported Adverse Everrts and SAEs as

required bY s!atutorY bodiesj

2.1.2.5 prepare periodic status reports forthe study forthe Agenciesj

2.2 Gtenmark shall assist rhe Insritution and the Investigaror in the performance oi services lclating to

.""Xing ana obtaining approvals from the Ethics Committce, providing and maintaining on'site

speclfii training/supporti; the Investigator to enable it to provide appropriate training and supporl

to each Site and archiving ofTrial related documents'

RESPONBILITIES OF ALL PARTIES:

1. A1l Parties iurther understand, acknowledge and agree thal prior to or at any time durjng the course

ofthe Agreement, Glenmark may amend or vary the Services and/or the ProLocol ln such an event:

1,1'thelnslitutionandthelnvestlgatorwillco.operatewithGlenmarktopromptlyincorporatcand
act upon such amen.lments in its performance of the SeNices going lorward includins

underiaking further Silc audits, training oi personnel at each Site' sceking approlals to the

amendm€nts as appropriale from th€ Ethics commitleesl

1.Z. Ali Parties lvili negotiate in good laith anv amendrnen:s t! r:rodrli'ations rn !r''E ' ': : t 
'

Annexure5 ifapplicablea;dr€qxiredh:r"ingresa:':r::'r:i'J:r':o::re"::r':::: : :: ::'

-N'
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The following Standards are applicable to the provision of the Sewices by the Sewice Provider and

Glenmark under this Agreement:-

. The Protocol annexed hereto as ADnexue-L and any subsequentamendments

. ICH GCP

. ScheduleY(Ifanlndianstudyonly)

. Otherlocal laws and regulations
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ANNEXURF 4

FPI and cRF completion tlmelines

First Patient in rFPI) lul2017

FPI to last Patient in [LPI) )d 2A17 - lan 20LS

LPI to Last Pattent Out [LPO) lan 2018 lul 2018

CRF to be completed within 3 days ofparientvist.
All DCF. should be re,ol!"d wrlh.n 2 days ofrssudnce
All SAEs reporting to Glenmark, Ethics Committee and Regulatorv Autho rities to be done as per

local rcgulatory requiremcDls.
All salety reports/updarcs from other siles provided by Glenmark to the Site shall be submittcd

by the lnvcstigator to the Ethics Committec within 7 days oi the receipt ol lhe same or within

such period as may be staiutorily laid down.
In case oi no recruitment wiihin 30 {tays of Site lnitiation a joint decision would be taken by

SpoDsor and lnvestigators for continuation in the sludy

'iiEi'l

t .l"Ot-



Site Budqet
Visit Details Cost
Visit 1 (Screening & Lead-ln) 5800
Visit2 ( Baseline Day 1l 5500
Visit 3 [Day 8) 3900
Visit4 (Day 29) 4200
Visit 5 (Day57) 4200
Visit 6 (Day 85) 4400
VisitT(Day112) 4204
Visit I ( Day 141) 4204
Visit9 ( Day 1691 4604
Visir 10 ( Day 183) 4000
Total Per Patient INR45000
Intitutional Overhead (20%) INR 9OOO

Travel Reimbursements per patient
all visit (100o/pervisttx 10 visits

INR 10000

Description of Payments
Cost(INR)

No. ofpatients
Droiected at site Total

45000 30 13,50,000

Instilutional Overhead Charges(20%) 9,000 30 27,0000
'lravel Reimbursemenls per patienl all
visits 10,000 30 300,000

Site Facility Charges:- ECG(300x5)
1,500 30 45,000

Serum bicarbonate test 500X10
5,000 30 150,000

Serum Lactic acid test 1500X10
15,000 30 450,000

INR
2,565,000

1. Patient travel reimbursemenr is upto maximum INR 1,000/- per visit and as per

actuals, The amount for patient Eavel reimbursement mentioned abovewouldbe paid

on actuals based on invoice received.
2. Local Laboratory and local test charges would be paid as per actual on case to case

basis afte r conlirmatio n from Sponsor.
3. S€rum bicarbonate and Serum laclic acid test will be performed at local laboratory.

4. PaymeDt ior the recommended rescue medications lafter confirmation from sponsor)

would be paid on actuals, bascd on invoice received.
5. A maxinum of 30% screen flailed patients would be paid of the total randomized

subiects an amount ol Rs. 3000 as screening expenses only if screening procedures

are cooducted as per protocol at lhe end olihe r€cruitment period.

6. As it is a .ompelitive t.!al, the budgcl lvould be based on lolal number oi patient
.:r.. l.r o:r p:o-r;ia brsis aor:h. gralt meniioned abov€i lor each completed palient'

- :,: ::l i1:1.::: i:!:: ::.r-'.:.:::n. ::d I:1s:r:rte ptments IDS will be deducied at

, .:::..::::.= '-.: ,.,-::.:r::.:f::::.:s:a:irg:jreamountonlnvestigator's
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12.

14.

9.

10.
11.

15.

16.

13_

letter head/lnslilute Ietterhead and signed by Investigator/Hospital Authority after
veriiied by the monitor per the completedvisits and source data verified CRFs
The final paymcntwould be released at the time ofclose out.
All payments made hcreunder will be made in lndian Rupces.
Clenmark shall be entitled to deduc! from any sums due hereunder any wthholding
taxes and other statutory duties which is mandatory to be deductcd according ro the
applicable laws in force on the date of payment or invoice booking whichever is

CSI (Goods and Service Taxl at the prevailing rate shall be payable by Glenmark in
addition to the above Consider.iioh
A1l invoices shall mention the GST (Goods and Service Tax) numbcr along with HSN
code as mandated by law' If Grapeciry Research solution LLP is exempted lrom GS],
Deccssary certiiicates and declaration shall be provided by Grapecity Rcscarch
solution LLP lo Glenmark. IfGrapecity Research solution LLP fails to comply with the
above, then the invoice will not be payable by Glenmark.
Grapecig/ Research solution LLP shall pay all its GST liabiliq, & file its return on time
to enable Glcnmark to claim credit ofthe CST. Il Grapecity Research solulion LLP fails
to comply wilh the same, then Sponsor will raise a debit note on Grapecity Research
solution LLP for the defaul! amount which Grapecity Research solurion LLP will be
liable to refund to Glenmark.
Any interest so charged by the authorities on clenmark for default of Grapecity
Rcsearch solurion LLP, will also be recovered by Clenmark from crapecity Research
solution LLP byway ofraisinga debit note on Crapecity Research solurion LLP.
Ifyour site is given a laptop and/or dongle by clenmark, then the same wiu be
retrieved arom your site befo relduring the Close Out Visit ofyour site.

GraDeciW Research solution LLP

PAN No. AAPFG8185L

Name of rhe Bank and its
Mailing address

ICICI Bank plotNo 1A, culmoharRoad, aundh, Pune

Btanch Aundh

BankAccountNo. 007305009846

IFSC code rcrc0000073
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I ANNEXURE 5

Conditions andicahlelo eachlhe (oilnlestigator

Each Co lnvestigator:

1. must bc free to participare in the clinical Trial and there are no rights which may be exercised by or
obligations owed ro any third party which might prevent or restrict his performanco of rhe
obligations detailed in this Agrocrnent.

2. mus! not be involved in any rogulatory or misconduct litigation or investigarion by the Food and Drug
Administration, rhe Medicines Control Agcncy, the European Medicines Evaluation Agency, the
Ceneral Medical Council or other regulatory Age ncies. No data produced by thc Co-lnvestigator In any
previous clinical study has beeD rcjected because of concerns as to ils accuracy or because it was
senerated by lraud.

3. must have considered, and is satisficd that, facilities appropriate to the l rial arc availablc to him at
the Site and that he/she is supported, and willconlinue to be supported, by medical and orher srafof
suilicient number and expericnce ro enable the performance oithe Trialcfficiently and in accordance
with the oblgations undcr the Agreement and Protocol.

4. must during lhe Trial, not serve as the Co Investigaror or other significant participant in any clinical
Trial for another sponsor if such activity might adversely affecr his/her ability to perform his/her
obligations under this Agreement.

5. has not nor have his spouse nor any dependent children, entcred into and will not enrer inro any
fiDancial arrangements with CleDmark or rhc Investigator to hold financial interesls in clenmark or
the Investigator tha!arc required to be disclosed pursuant ro the US Code ofFederal Regulations Title
27, liafi54, namely (i) any financial arrangcment whereby the value ofthe compensation paid in
rcspcct oflhe performance oithe Trial could be influenced by the outcome ofthe Trial [as dclincd in
21 CFR 54.2[a)), (ii] any proprietary interesi in the product bcing tesred [as defined in 21 CFR
5a.2tcl), (iiil any sisnificani equiq, interest in Glenmark or the Investigator fas defined in 21 CFR
sa.2(bll and [iv) any significant payments tuom clonlnark or the Investigaror such as grants to fund
ongoing research, compcnsation in the form of equipment, retainers for ongoing consultation or
honoraria [as defined in 21 CFR 54.2[f)]. ID the case of subparasraphs (iiil and [iv] rhe Co-
lnvesligator understands lhat such prohibitions relate to the period that the Co-lnvestigator is
carrying out the Trial and for l year following completion oithc Trial.

, '',\'
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CLINICAL TRIAL ACREEMENT
Protocol # LRP/LNPl892/ 20 16 /0O1

This CliDilal Trial Agreemenl (''Agreement") is made as on I4'h!ugust, 2017 behveen

Lupin Limifud, incorporaled u der the la\\s of lldia with its reg;steled olficc located at l'd Irloor. Kalpataru
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I
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Oll'Westem Elpress Highrvay. Santacruz LasL Mumbai 400055 and having PAN:,^AACI 1069K,
its successors. assigns and Aftiliates (hereinalier "Lupio '); 1



Dr Sudhir Kulkami

and

Confidential

Dr Sudhir Kulkarni, an Indian cilizen/ rcside t, wilh his address at

rl*"ri."ti.- Clinic, Iilak Nagar. Alrrangahad 131001 and havins

"Principal Investigator")l

and

Advel. ll3. Samafih Kidney and

PAN: AUPPK6988tl (hereinallcr

Mahatm:r Gandhi Mission Medical College and Hospital'
.1:lI003 (hereinafter "Irstitution")

and

\\ith its address at N 6. CIDCO. .ALrrangebad

(iranecitv Rcsearch solutions LLP, lrurired liabilit-v pa(nership halillg i1s regislered address at Block

ili,l'ir,..'0,"i"'i,'ir.-. 
-i".i.,i rt.* Krlervadi Faia' rhcrgaon Pune'rll0ll and havins PAN:

AAP|Gsl851. (hereinaftcr "SMO ).

LuDin wishes to supporl a.lrnicat trrrl cnliiled Protocol # LllPi LN Pl 89'20 i 6/001 "A Rai'omized'

"i,i*," 
r,ii,ra. pi.*U. (-onlrollcd. Phasc 2 Stu'1,"- to Assess rhc Ei'llcac) Ph'rm'cokinelics'

pt,rr,".oa' n"n, i.. and Safei) of t,NPl892 (MonotheIapl) in Chronic Kidne) Diseas€ (CKD) Palienls

;iii ';#i;;;; iG;;"",.1-1,"|:o,ai.. (srrPr), r 
'n Drar\\rs and Mt orr Dral\ si"..r.-Protocor") 10 be

r,uJ:.teoa l-.ri rir.or'rroro'r '.trerr,,r's,ro''rl'"nl'ccli\el)',.Trial " -slutl\ l'

'lhe pades agree as fbllo$'s:

\. Dctinitnrns:

I,l Alfiliate: cans wilh lespcct to a Person. any olher Pelson $hich, directl} or in.]irectly ihrough

one or ore intcrme.lialies, Conlrcls. is Controlled b) or is under cornnlon Corirol \\'ith the fi$i
merrrionedPerson...Conllo]..shallneanwithrespectloanyParly.thepossession.direcd]or
inai.".ii". of So"r; *rll"rc olthe !oring sccur Iies anLl or thepotcrtudlre'tulcauseihedirectlon

ol the boarci andl or managemcnt anJor lulicies ol tllst Per'on \\hcth<r lhrough oq'nership ol

r nrr r, .ccrr|rric.. c,'rrtrr.l . 'r u.ne\r i'c

1.2 Applicable Laws: nreans an) srarule. law, regLllation ordinance |ulc judgment' injunction' order'

a.'.i"., rullng, liccnse. pclnlit. con..,rl a,proral, dircctive' agreemcnt guidelinc policl or

."sri"iion, oinnu ,"quiicment or decision oi interpretaij\e legislalive or adnrinirtr'rive 'clion 
oll

o, d.t",roinutio,i b,'_,'un) .^ulhorit] l1aving iurisdiction orer' the nrattcr in queslion- or olhcNise

"ppli."-bi.," 
L" ei,l".. \thcther in ct-t'ecr asoirhc dare olthis Agree,nen! or ar an) riDre lhercalieri

ali in.lu.line all dato proleciion. pri\rLJ. drus, ant toLrpetltr\c' anti-corruption' anli bribery as

,'".t1 as e*po_rt anA re_crpofl laws and regularion"' t'CP anrl relrtsd L nitcd Stxtes lrood and Dnrg

AdministlaLion ('fDA"), b,uropean Nltdiclrrt\ Alerrt-\ ('EMA ):rrxl lrldia Irood and Drugs

Administration (or an) other similar Authorily), regulations and guidclines'

1.3 Authority: mcans an) constilutiorlal. ludicial go\trnmcntJl' qua\l-go\ernmcntal- lcgislalive'

stalutor).' quesi_judici;1, dcpartmcntal. rcgrLl'ror\ or pub r' bodl 'un\lltulcd 
b! an-v slalute or

u,Jinun"" o, ty u .,r,ni of competenl jurisdiction or an) aLrthorily ha\ing jurisdiciion oler thc

Pafiies or the subject natier oflhis Agreencnt'

1.4 Intellectual Prope ) Rights: includes patents. tradcma s lervicc marks logos' irde names'

inlemct domain namcs, cirpyrigttr and Dloral righis, dalabese riShts semi_conductor lopography

Aec.nrenl Codc: 10000181
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Dr Sudhir Kulkarni

$ls. riirhts in dcslgns. righl. in in\entions, rights in kno$_ho\\ and olher inlellecllral property

,igr,it, i,'"".r,.^. 
'iL"iheircgi't.,ed 

or unregislcred andalldghtsorfo lrs of.protcction having

cfuiralent or sirnilar cftecl anl\\hete in the \orld and tlre tenn 'regislcred' ircludes registrations

"ia "p1,ii"",i."t 
for registration, righis to Study ResulN economic cop-rrights and knou ho*

thercin'conceived, generaied or reduced to praclicc during the Stud)'

1.5 Inlention: sha1l be undcNtood in lhc widcsi sense ol the word in particular including but nol

limiied lLr paienmble and non-paleniable tecllnical inventiolls 
'liscoverics' 

improlenrcnts and

inno\alions ol an)' kind.

1.6 Partl: means Lupin. lnstilution. Principal In\'estigalor and SMO and "Paliies' shall ncanalloi

t.7 person; rneans any indiridual. conoraiiLn company. pannership. trust, linired liabiliiy conrpan),

n '.u' i.ji,'ll cr,'l .crer'rll.

1.8 StudJ Site: means thc premiscs on hlch the Study Nill be canicd out

L9 Studr_: ncans lhe inlest;gation to be conducted rl the Slud) Site in accordance \\'i1h the Protocol'

1.10 Stud) Team: nlcans the Principal 1n\c\riUdtor' SLrb lrr\t\lrgatt'rGr'ln\ritlfidn staf]: emplo]ecs 01'

InstitulionsAtllhalesoranypersoninroivcdinthecunductulrl)eSludlatlhc\tudySile-

Lll Regulrtory Approvrl: rnean an-1 and all peflnils. consenls glerls' eplrolals' aulho[izalions'_ 
laa-"r"t- rlaivcrrs, exemptions. conccssions, sanclions' pcrmissions' rcgislraiions' ceftilicat,:s'

,!"""*"s, o.a"", a..farations' 11lings' repofls or noliccs oi" $ilh or to an) Authoritl pursuant lo

Applicablc l-ur.

1.12 ResrArch Staff: Institution stafl. cmplo)ees ollrstitution's Affiliates or any person in\olled io

the conduct ofthe Stud) al the Sllrdy Si1c.

2. Investisators and Rescarch Srali

2.1 PrinciDal Investisalor. Ihe Principal lnvesligator is an emplo-ve€ olihe Inslituiion rho \rill be

,.,,p;.ilr]" l'". tl* ,t,rection of tlie I rial in accoldance rith applicable Insiitlllion policies' The

pili,.ipol tnu.trigutn. commits himself anrl his Rescarch Slaff to conducl the Tda! as pcr the

Prot;ol and thc Applicable Lalls, against l'air compcnsatioll'

2.2 Sub-investisaloN and Rcsearch Slaff: Principal In\esligetor \rill en\urc thal onl) I ]'li\idurls \h"
; "pptqr*"1-t1r"i 

,rcl qualified assist in the conduct ofthe lrial as Sub-investigalofs or

Rcsearch Staff:

l.l Oblieations of Pri ciDal lnlcstigator' Principal Invcstigalor sh'rll bc solel-v responrible lbr stricl

il;il"* b}11lffi including the Sub investigato$ ard the Rcsearch Stafl wilh the

i"r,n'.,,ltni.,lgr".ln"ni. P ncipal Invesliaalor shulll ensure that an) pcrsonncl \\'ho e\sist in the

conduct ofthe irial arc intbnrcd ofand alrec to abide bt all terms ofthis Agreement applicable

iottte actinities tt,.v pertonn. Principal lnr-cstigrror uil JJsLrmt al tho\e fcsJrL'nsibiiities assigncd

i" 
"li 

pri".ip"f inueitigators undcr rrriuus App icablc la\\" rlrles' rcgtLlJrion\' guidelines and

,iunaur.t, in"tr.li,',g without lirrharion all relivanr Intcmatiorral Confcrence on Hanrmnizalion

Good (llinical Prxciicc ("lCtl CCP ) guidelines and standards' and all Applicable I-a\\'s inclLrding

thosc relaling to rhe conildentiality, privacy and security ol palicnt infoanrtion'

Alreehent Codc: l00l)018J

l'.Bc I ol25



ConfidcnrielDr Sudhi. Kulk3l1ri

The Principal Irvestigator shall bc solely responsiblc and liable for Perlbnnance ofthe obligat;ons

un.ler this Agreement b) the Stlrd) l eam- An,,' breach committed b) thc Sub-invesliSalor or an)

other mcmber ol lhe Stlrd! Team shall be deeDred to be a blcach connnillcd by the PrinciPal

tnvcsrigator. Nolhing contained hercir shall dischargc or relie!e Principal Investigalor fioln its

obligalions or liabilil) hereundcr.

No Substitulion- Prlncipal Invenigalor mal nol reassign the conduct of the Trial io a ditlerenl
principal invcstigator wlthout prior $,ritten allthoriTaiion lioln Lupin. In the elcnt l.upin appro!cs

such rcplacement. such rcplacenent principal investlgalor $'ill be required to agree to fie lel,ns
and condilions of this Agreenrent scparalely in wriring. In the eve t l-upin does nol apprcve a

replacencnt principal investigator, I-upin will have the oplion to lcmrinate fiis Agreelnenl in

accordance $ith the tenninalion prDvisions below-

2.4

2.5

2.7

3.

3.1

3.2

1.

4.1

2.6 Dclceation oldulies bv Principal inreslisator. Principal Invesligator ma) delegale dulics and

responsibilil;es ro Sub-inresligators or Research Slafl only to the exlenl pemitled b) Applicable
I-aw goveming thc Trial Conducl. as described belo\!.

Compliance v!ilh lnstitutional Policies. Principal In\estigator $'ill compl) \tith the policies,nd
procedures of the Institution. uifi which PriiciPal Investigator is aiflliate.l. including any

applicable fin.ncial policies. Principal Invcsligator \aill nolily Lupin pronrpll) ofan) conuict
belween d1e lcrms ofthis Agreemenl and an) such policy or proccdure. and lhe Parties will allenrpl

Lo reach an appropriate accornmodation.

!48]!ql. Thc Princlpal lnvestigator shall conduct the Trial in accordance \\ ith the Prorocol.

Amendments. The Protocol mr] be nnrdillcd o l-v bl a written Anendncnt. signed by both. LLrpirr

and the Principal Investigator. The partics ackno$iedge that ProLc,col .,\rlendrnents are also subicct

to approlal b) dre responsible lnsritutional [lhics Commitee ( lEC )-

Energcncv Amendmenls. Ifil is ncccssar) to change thc Protocol on an eriergcncy besis lor the

safet] of1he Tial SublccIS (he reinafter .le fined ), PrincipaL ln\esligalor will notill i-upin and the

responsible ILC as soon as practicable but. in anJ cvent. no later than lhrec $o*ing days aller lhc

changc is inplemenled. An) emcrgcncy change lo the Protocol lrlust be firllort'ed bl- a \!.it!en
Anendrnenl dulr' excculed by L.upin and lhe P ncipal lnvestlgator.

No Addirional Research. Principal )nvestigator .eprcscnts and $'allants lhal no addhional research

will b.3 conducled on liial Subjects during thc conduct oflhe Tri11, unless ii is approve.l by Lupin
in wriling, and documented as e companion protocol or an Amcndment 10 the o ginal Prolocol.

Such prohibited reserrclr actirilies include anallses o1'biological samples liom 1'lial SLrbiccts tbr
an) non{herapeLrlic purpose.

lnstitutional Ethics Committcc. l]efbrc lhe Tdal is irlitialed. I' ncipal Invesligalor will cnsure ihat
both the Trial and lhe infomrcd consent fo n arc approved b] an IEC that conrplics \\'hh all
applicable rcgulations- Principal Invesligalor \\'i11 lullher ensure lhat the Trial is subjecl to

conlinuing o!e$ighl by lhc ILC throughoul ils condlrct.

Triai Disippro\a1. 11, rhrough no fault ofPrincipal Investigalor. the I rial is disappro\'cd bl- lhc lF.C,

this Agreernenl nill imnrediatel\ termiiate $'ilh no penaltt to d1e Principal In\esligator. as outlifed

fr.\.7
s\Jd
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Dr Sudhlr Kulkami

Trial Conduct. Principal ln\'esligator will conduct lhe Irial in accordance uith the Ptotocol'

Lupin s or its designee s writtcn inslruclions and Applicable Law

Trial ll1itiarion: Pior lo inhialion ofthe Tdal. l-upin shall organize an inlesligalor meetirg 1br all

inresligators who arc hking part in the clinical l al for Lupirr Drug. at such place and rime as

finalizit by Lupin ( lnve;tigator Me€ting"). The PuQose of the Inlestigaror Mecring Nill
inclucling but nol li iled 10, ro nrake the in\estigators a\rare about (i) scienrific asped ol rhc

clinical ;;al: (ii) slandard opcrating proccdures including documenralion process and ad\erse cvent

rcporting; (iii) Prorrcol ard various regulalory guidelincs $'ithin !rhich rhe investigator need\ to

conducl"cllnical lrial for Lupin Drug. lhe P ncipal In\esligator agtees 10 lllend ihe seid

ln\cstigalor Mccting along \\irh such members of its Rescarch Stafi', as apprcved b) Lupin

(*Atte;dees ). I-upin agrees that it shall arrange lbr lhe travel and boading and lodginS ofthe
Investigator Meeting Aftendees.

Lulrin Drue. Lupi \\ill providc lhe Pdncipal Investigator wilh sufflcienl quantilies of Lupin

ftidu.t tt*,t it b.ing.,rdied C Lupin Drug") to conduct the frial lt'requircd b] ilre Prolocoland

unlcss other\rise agreed in u,riring, Lupin will also pro\';dc pl:lcebo or comparator drug

( Comparator Drug").

(\tq!J !!d Di5IlI! . PrinciPal lnvestigalor !\'ill adherc ro Applicable La\\' and induslrY

sranda'dr ,.quiring cor.lul custod) and dispensing ol Lupin Drug or Compatato' Drug, a\ \rell as

appropriatc documenlalion of such aclivities.

ea!]ti]l. Principal Investigator uill nraintain afpropriate control of supplies of I-upin Drug or

Comparalor Drug and $ill not admirlistcr or dispcllsc it to an)onc $,ho is not a Trial Subicct. or

pr'ovidc access ttiit to arrl-'one e\cept Principal Investigalor. Sub_in'restigators. or Rescarch st'u'

6.i Lirc. Principal lnvestigalor lrill use Lupin Drug or Comparalor Drug onl) as specified in the

Pror(,col. ,fn,"_ olhcr us; of LLrpin I)rug or Comparator DrUg constitutes a rlrateial brcach of this

Agreemenr

O\\,ncrshio ol' Lupin Drus. Lupin Drug is and remains the sole and exclLrsive propenl of Lupin'

Lupin grants or assigns Principal Invesligaror no exptess or implied inlcllectual propcft) righls in

Lupin Drug or in an) methods of naking or using 1.upin Drug.

Pavment lor [-ur]in Druq or Cornnaralor Dmq. Principal Invesligator will not charge a Trial Subjccl

- rhird-par1 pale, lor t.upin DtLrg or Conlpamtor Drug or lor any serviccs rcimbursed by Lupin

undcr this Agrecment.

Rcp.esentation and Warranties:

The Pdncipal lnvesrigator and Inslilulion hereb) jointl) and sererall) represent and \\arranl 10

Lupin the fbllo\ting:

a. TIle Principal lnvcstigalor is lraired and qualifled to condrrct clinical dals at ihe SlLldy

Sitc. and thc Study Tearn r-orking on thc Stud) sl 11 bc appropiatcll- trained in lCl{ GCP

and the Protocoll

b. The Principal hlvestigalor and thc Studl Tcam shall perl'orm the Sludy in an ellicicnt and

professional manner and shall complclc the StLId) tlithin the linlc period as inl'ormed by

I rp r :o' 't re ro li' e:
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d.

The Principal ln\estigator and lnstirution shail dul) observe and fbllow all direcliles_
conditions and rcsltictions, if anv imposcd by rhe respccti,re Authori0(ies) unde. the
applicable Regulalorv Apprcyal. It shall not in an) during rhe coursc of i6 business wllh
anv other parr), breach dilcctl) or indirectlr-. any Applicable La\\, whlch ma) have an
inrpact on the Stud) in any manner;

The Principal Investigatff and thc Stud) Team shall conduct lhe Stud) under thc rc\icw
aod direcl supervision of Lupin. the EC. or an approp ate independent rcvie\\, commiltee
ofscicntists or other qualificd individuals or an) such board. body or committce aLrthorized
to co-ordinale. rcview and safeguard thc dghts. saiit) and $ell-ireing olthe T al Sublecll

The rcprcsentation. \\,arrr:rnties sel out hereunder ma) be relied upon in alU applications lo
an) Aulhorit)(ies):

The Principal h\'estigator and,/or ihe lnstitulion shall not, at all timcs dLlring the rerm
hereoi: neithcr appoinl nor utilizc the sen,ices nor assig the activilies oj'the Stud]
contcmplaled under thc Prolocol to anv Sub-in\,estigator(s). urho is debarred under rn)
requlaton rcquirements/ Laws or statules from undcrraking or perlbrrring lhe Siudl orthc
obligetions hercunder;

Ihe Principal lnvesligaftn'shall ensure the safb custod), ofthe Srudv DrLrg in rccodancc
wirh the Prclocol and shall not use thc StLrd! Drug 1br any purpose other than lhe punose
olthis Agrccmenl

Thc Principrl Investigator and/or lhe Insliiulion shalt publish an], dara in conneclion wirh
the Sludy onl) in accordance rvirh rhe Protocol:

The P ncipal Investigator and the lnstitution shali promprl) nolifi l_upin in writing ofan),
change in thc lruth oiany ofthe aloresaid reprcsenlations:

The Principal Invesligator shall take neccssary and appropriale sleps to inform its Stuclv
Team ofthc lerDrs and condilions ofthis Agrccnrent andto cnsure thar suchpcrsotls compl)
with the rerms and conditiolrs ofthis AEeemenri

'Ibc Principal Invcstiqakrr and thc lnstitution shall al all times be accountable to l_Lrpin 1br
an) and all breach. aciion. inaction or onission. cotnmitled b) the Studi Team, suppofi
slalFand pcAornel provided br- it lbf conducting the Studyt

In thc cvent t]le Stud) Site is inspectcd and the Stud) data are audited / examined b\ anv
Aurllorhy(ics) having competerlt jurisdicrion under thc regutalory rcquiremenis or
Applicable l.ars- the Principal Invenigator and/br rhe Insrltution sh:r tbfthwith notit\
Lupin in rdting of such lnspection. inquirl. audit o[ c\aminirrion conducterl by sucir
Authority(ics)r

The Principal Investigatln shall co-ordinate- ciiopemtc $ith and assisr in conducting the
Stud) and shall perform such obligations and duties- as rnar be assigned or inpose.j upon
hinriher. in a limelv manncr, in accordancc $i1h the rcgulalo\' requiremcnts and
Applicable l.a!v:

The Principal Investigator afd,/or lhe Institution shall nor in anl durin{ the coursc ofirs

k.

h.

c.
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business *ith anl other parl), brcsch directly or indirectl), any Applicable I-a!\' which nla)
have an inpact on dre Study / Study Agreemenl in any manner;

o. 1he Principal Invesligalor and the Institution shall appl) I'or. aod obtain, maintain. rcne$'

all the applicable apprcvais including Regulatory Approvals, ifan). during ihe tenn olthe
Agrccnlcnt. [urlher, rhe Principal Inlcstigator and the Inslilulion shal] during ihe lerm ol
this ,^greement abide b)' all Applicable Laws, as amendcd fr-onr time 10 time:

p. The Principal Investigator and lhe Institulion shall peform such other roles.

rcsporrslbilities and duties rclalcd lo the Trial, as ma) be reasonabl] required by Lupin
fiom time lo liinc: and

q. lhe Principal Inlestigalor sltall maintain true and complele linarlcialrccords relaling to the
Stud) pc.fonrcd under this AEeemenl including costs and e.\penses incuffcd :n

conncclion $,hh dre Slud).

F.ach Pat) hel€by represens. \larranis and undertakes as follo$s:

a. it has iaken all necessarj aclion on its pam requifed 10 aulhorizc lhe e\ecution and deliver]
of this A{reemcnt:

b. this AEeemenr constitulcs a legal, valid and binding obliSalion ofthe Pafiiesi rnd

c. neitherthe executlon nor fie delivcr) ofthis Agrcement nor its pedbfinancc \rould violate

anv agreemenl nor cLrnstirute a dcfault under an) such :rgreenents 1() which lhc Padies are

i parl).

Lupin hereb) represenrs and \rarrants io thc Institution that it Nill. during the tcnn of this
Agrccmcnt abide b), all Applicable Lau,s including provisions of the Dlugs and Cosmetics Acl.
19,10 and the Drugs and Cosnrelics Rules. 1945, as amended fiorn tirre to time.

Intellectual Property Righfs

The Principal Invesligator and/or thc lnstitution shall Llull notif,! Lupin. in a confidcntial trritten
nolificallon. of an} hventlon and/or Intellectual Propefly Righls arising as an incident io and/or
du ng ihe conduci ofthe SrLrdJ.

Pincipal lnvcstigalor and the Institution acknowledgc and egrcc lhat any lnlellectual Property
Rights relating 1o lhe Stud! shall bc dccrncd to be works lbr hire crealed lor Lupin. who shall clairn
such Inlelleclual Property llighrs rhrcugh I-upin and shall hold sole tillc lo such lniellectual
I,roperty Iiights- All such Intellecrual Propett Righls shall be dcemed assigned to Lupin. and the
Principal lnvestigakrr rnd lhe lnslilulion shall do or cause to be done all such things and delircr or
caLrsc lo bc dclivered all such documenis as are necesser,'_ to give cllcct to this provision The

Principal lnvcstigator shall enslne that all meDrbeN ol dle Slud) Iearr assign all Inlellectual
Propedy Rights to Lupirl. {

Prir\cipal lnvestigator and the Institution herebyjoirll) undefiakc fiat:

a. l'hc Principal In\,estigator \yill unequivocall) l|ansfer to Lupin the righl lo oblain Palent on
In!ention.

7.3

8.2

8.1

8.1
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b. Principal lnlestigator shall take all slcps necessiry 10 secure hl\cllliorls and Intellectual
Properlr_ Rights lbr ihc bcnclft of Lupin. To ensure ths dutics s!'t fbrth in dlis Section are

carried oul. Lupin ma). at its own cost. requen thal Plincipal Investigatu prepares and siglls
appropliate documenls ani aulhodsations. as well as peforns ani olher actions necessal'_

forthe rights to Inventions and lntellectual Properl) Rights to bc vesled luli) and ellectivcl)
in Llrpin. Lupin has the e\clusive righ{ to choose the firnr ol protcction ot' intelleclual
propel1y.

c. P ncipal lnvesligator shall reliairl fl'om taking an) actions thar \rould prejudice the

lnlcllcctual Propert) Righls ol'Lupin in an] wa)_- Moreover. Principal Investigabr agrees lo
intinn Lupin olany kno{,n intiingenrenl ol'ils lnlellccllnl Propeft) Ri8hts, and io suppoft
Lupin- at t-upin's e\pense. in aclions inlendcd lo plolecl I-upin's hrtellecrual Propefiy Rights.

d. Lupin shall havc exclusive and undispuled o$nership of an)1hing related 1(] the Sllrdy.
including witholrt limilalion. lhe Cooj'ldential Inlbrmatior, the Stud) Drug, rhc CRF5. the

Prolocol and thc Stud) Ilesults

8..1 A ! and all lntcllectual Propety Righls in rclelion to the lbregoing in Seclion 8.3(d) shail vest

exclusi\el) in Lupin.

8.5 The provisions ol this Sectilnl shall survlve the expiration and/or termination ofthis Agreement
indelinilel].

q. Be$_eal Grall. Funding will be madc to rhe SN1O on behalfofthe Principal Inlestigator. by ray
of gr ant palnr enls in accordancc w ith Attach ment-B. The granl rcpresenN Princ ipal lnvesligatoi s

costs ofconducting the Triil. All amounls are inclusivc olall dircct. indirecl, overhead and olher
costs. including labomtolv and ancillar) servicc cha[ges. and will remain firn1 lbr the duralio]1 of
lhe Trial. unless odrerr\ise agrccd in $riring by the panies. The Principal Inlesligator \lill rot
direclll or indirecil) seek or receive compensation iiom patien(s) participating in the Tdal ( Trial
Subject(s) ) or third-paat pa)ers ior an) matcrial. treatmenl or service thal is required bl- lhe
Protocol and providcd or paid b1 l-upin, including- but nor limiled lo. Lupin Drug. Comparator
Drug.liial Subject screening. inl'usions. ph,"'sician and nursc scrviccs, diagnoslic tesls- and Lupin
Drug andr'or Comparator Drug adnlinisralion.

Principal Invesligator and the lnslitution hercb) agrce lhat Lupin can make all palments to dre

SMo on their behalf and that thc l']rincipal Inlestigatn and/br the Irstitution do not |lave any
obicction to the same.

ir is the rcsponsibilily oflhe SN,IO. insritution andthe PrincipalInvestigalor to sorl oul a ) pa]mcnt
relalcd disputes amongst themselves and Lupin shall nol be responsible in an) nanner !!hatsoe\er
fif ihe same. The SMo, Principal Invcsligator and thc lnstitution hereb] joindy and se\erall)
indeminl,,' Lupin flon an) loss that Lupin mal sutl;r as a resull of such dispute ellecling lhc Tdal
in ant manner.

I0. Trial Subject Enrollment. Principal lnvcstigator has agreed to enrcll Trial Subiects in lhe Trial in
accordancc Nilh the Protocol. Lupin reserves the dghl, on \lrillen noticc, to limit the nunber ol
Subiecrs 1o bc included in the Stud). including. but nol limitcd !o instances where the rccruihenl
target has been reached.

lll.l Mulli'Cenlcr Studics. I-upin mal discontinue patient enrcl1mcft ifthc lotal enrollment needed lor
a multi-center Trial has been achie!cd.

6es
FJJ
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ll.

t2.

13.

Infomled Consent. Principal Investigarcr undenakes that it will oblain a t{rificn Inlbrned C]onsent

I-orm ( lC}'") lbr each Trial Subjecl explaining the Trial Subjecl's righrs in connection with ils
relelionship $i r lhe lnstitulion and Principal ln\estigator. l']rincipal Invesligator will maintain a

signed oiginal ofthat lCl'in rhc lrial Subject's record. Principal In\esligato. will providc Lupin
an opponunit) 1o re\'ie\! and approve the conienr olthe ICI:, ircluding anl revisions made during
the course ol'the Trial, belbrc it is uscd. Principal In\,esiigator will allo\,,' Llrpin or its dcsigrcc to
inspectsigncdlClrsorphotocopiesrhereolduringDronitoingvisitsoraLrdirs.Principal lnvesligator
\\il1 submil any modilications il nra) proposc lo thc lCIr to l.Lrpin for re\ie\! and u,ritten appro!al
b.,- Lupin before subnriiring thc ICI for lllc approval. The Principal In\,estigalor \\,ill e sLre that
every Tdal Subject signs an ICF apprc\ed b) Lupin and lhe ILC belorc thc lrial Subjcct begins
parlicipaiing in rhe Trial. \\'hen required. the approvcd lCll; \r,ill bc modiiled to reuect amendments
to thc Prolocol.

Adverse lrvenls. Principal In!esligator will rcpolr ad\ersc c\,cnts cxpclicnccd by l rial Suhjectr in
accordance wilh inslruclions in the Prorocol and applicable regulations. This includes, $here
rcquircd. prompt repol1inlr b) telephone. ll a Trial Subject is ph)-sicall) injured by Lupin Drug or
properly perlormed llial procedures and thc lnstirution, Principal lnvcsrigator and other
individuals pafiicipating in the conduct ofthe Trirl have lbllo\\'ed Ihe Proloco1. all Applicable La*s
and regulations and all directiolrs of Lupin. Lupin \\'i1l rcimburse d1e reasonable costs ofrnedical
cxpcnscs ncccssalv to trcal thc iniur),

Prorected Healfi I nfo rat ion. The Panies recognize a connron goal o1' sec uring all ind ivid ual ly
identifiable health inforrnatio0 and holding sucb inibrmalion in confidence and protecrirg it lrom
unauthorized disclosure. Principal lnvestiSator represents and \\,arrants that helshe will conrply
wid) the provisions ofany Applirable La$s relariig to dre conljdentialily. pr-ivacy and securirl ol'
such lnfol$ation.

13.1 Authorization to Usc end Disclose Heallh Inlbnnarion. Principal Investigar(n will oblail] a \\dl1en
privac] authoriTation. complling $irh Applicable La\\'. for cach llial Subjcct which r!i11 enablc
Principal Inyesligator to provide Lupin and other penons and eniities designated b) I-upin \\,ith
complctcd Clase Repo( Fonns ('CRFs ). source docunlents and all other inlirrnetion requircd bt
the Prclocol. Llrpin, though not a co\,ered enli1l. recogrlizes dml. putsuant to dlis Agreenlenl il has
the responsibilit) ro proteci all indi\ iduall) i.tentifiable palient inlbmation and to restrict the use
olsLrch lnlbnnarion 1() lhose persol1s ard entiries, including consultanls, contraclor's, subcontraclors
and agents. \\ho musr ha\'e access to such infbrmation in order to lirlfill their assigned duties wilh
rcspecl 1o lhe Tiel. Such use also will be resnicred 1lr lhose uses pennitted in rhe authLnizalion
fonns and neilhcr Lupin nor an) parly 10 \rhom Lupin ma) disclose individually ider)tillable health
infbrmation rnay use such inionnation 10 recruit research subjecls 1o additional studies. to advedise
additional iudies or products, or to pe*blm marketing or ma*eting research. Principal
Investigator rill providc l.upin an oppoduniiy to rcview and approve fie cLnllent of the
aulhorization (including rn\ re\isions made during thc course ofthc liial) bcfore it is uscd.

l,l. Conlldcntial lnfofination. DL[ing lhe course of the Tria1. Principal Invesrigaior and/or the
Instilulion ma] receive or generate inlbrmalion that istonfidential to t,up;n Atflliatc.

l1.l Definirion. lxcept as specified below. Conlldenlial lnibrmarion inclLrdes all inlomlarion provided
by l.Lrpin. or developed lbr l-upin. lnvcntions (hereinafter dcflned). ard ali data collected during
the'lrial, including without lirnitation resulls, refiofts, tcchnical and cconomic inlbmlatjon. the
existence or-te ns of fiis or other Trial agreements \\ith Lupin. commercialization and Trial
strategies. t[ade secrcts and kno\\'ho\r disc]osed b] lupin to Principal lnlestigaror and,/or thc

Arrc.ncii Codc: l0{r00183
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lnstilution directlv or indircctly. \rhethcr in $ lins, electronic. oralorvisualtransmission. orwhich
is de!eloped undcr this Aereemcnt.

14.2 E\clusions. Co fidential lnlbnnation docs nol include infbnnarion thal is ir fie public domain
prior to disclosure bv I-upin: becomes pad of dre public domain du|ing rllc tenn of this
confldcntiality obligation b) anv mL-a ! otrcr than hr(r!h.t rhi, \lreffienr b].principal
lnvestigalo.: is already known to Pincipal Invcnigabr and thc Institutior al lhe limc ol.lisclosLrrc
and is liee ofanl obligalions olconfidentialit),: or is obtained b1 principal Investigalor and thc
Instiiution- llee ot'af) obligations of confidentiality from a third pa[] lrho has a liuful ghr 1()

disclose it.

I1.3 Obligations ofConUdentielil!. Unless L.0pin provides pdor wrinen consen! principal In\esligator
ma) nol rse Contldcntial Infonnarion for an) purpose otherrhan $ar authorized inlhis Agreenent,
nor mat Principal ln\estigator and rhe InstitLrtion disclosc Contldenrial hlbmration to;n),third
part) e\ccpt as autholized in rhls A$eement or as required by la$,. Iicquired discloslBe oi
Confidential Informalion Io dlc IEC or to an applicable Aulhoril]. ;s specilicall]. aurhorized.

14.:1 Disclosure Required br Larv. Il disclosure of Coniidential Inlbnnatjon be\,ond that cxpressl\
a lhorized in thir Agreeme l is requ;red b' At.flicablc Lrs, rhat dis.losure joes not constitutc a
breach olthis AEeenrenl so long as principal Investigator and/or thc Inslilution notij,les Lupin or
I-upin in \\,ri!ing as far as possible in adlance ofthc disclosure so as to a o\\, Lupin ro tak; iegal
action ro protccl irs confidcnlial lnfonnarion. discloses onry rhar confidcrtial Infbrnarion req.iicrl
io compl) with die legal requiremenr. dnd conrinue\ to tnirntxrn thc cuntldenlialitv of ihi\
Confidenrial Information $irh rcspect to all other third pafties.

l;1.5 Survival ofOblieations. For Ctonlldential Inlbrmation orher than Trial Data an.l Biological Sample
Anahsis Dara. thcsc obligations of nonuse and nondisciosln€ survivc ter-minariou of this
Agreement. Pcrmitted uses and disclosures of lrial Dala are describcd in Sections l8 (publicalions)
ofthis Aqreement.

14.6 Retlrm ol Confldentiai lnformalion. ilrequestcd b)- L_upin. ftincipal lnvestigalor *ill rcium all
conlidentiel Infornation. al Lupin s expense. exccrrl that reqlrired to bc retainid ar rrre stud\ sile
by Applicable Law. Ho$,evcr. principal lnvestigator rrla\' i.crain a singlc archj\al cop, i1 ,1.,"
Confidenlial Information for the sole puDosc of detellniniDg the scope of.obligationi incurred
undcr this Agrecmeni.

15. 'l rial Data. Biological Samples. and Records.

l5.l Iriel Data. Dudng rhc cou6e oflhe Trial. principal inlestigator \\ill coliect and subnlir data to
hrpin or its agent. as specified ilr the protocol. Thls ircludes CRFS (o[ their equi\.alent) or
electfonic data rccords. as $elr as any odler doclnnents or nlateriars creale.r for the Trial and
rcquired to be submitted kr I-upin or irs agcnl. such as X-ra).. Mlll, or olher rvpes ofmedical imagcs.
ECC. LEC. or other tlpcs oftracings or.printouls, or Llata summarics (coliecrivell.. ,,Trial Data,.).
Principal Invcsligal.,.will ensure accurate and tiorcll colleclion. recordin{, and submission olTrial
Drt:r.

a. Onnership ol Trial Data. Subiecl to principat Investiget(n.s righl ro publish. rirh prior
written ;nlimation ro Lupin, the reslrlts ofthe'liialand the non_exclusive iicense rhar nemirr
ceflain uses, Lupin is dtc exclusivc owner ofall ]_rial Data.

AEee.r.ir Codr 70010131
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b. Non-ExclLrsivel-icense.
licensc, uilh no righl to
purposcs,

c. Meclical Records. Medical rccords relating to Trial Slrbjecrs that are not suhmitied to Lupln

rna) include somc ofthe same inlbrmation as is included in lrial Dala; ho$'e!er. Lupin

makes no clain ofo\\'nership lo those docuficnts or the irlormation $e! conlain'

d. Penonal Infomation Proleclioll. Each pal.ty lcpreserts a d \\'arranls that procedures

compatible r!ith rele\ianl petsonal infbmlation and datr protection Iaws and regulations will
be emplo)cd so ihat proccssing and lransfar ol such information and data idenlifier\ u ill nol

bc inpeded-

I5.2 Biolosical Sarnoles. IIso spccitled inthe Protocol, Principal |lv,3stigator ma! colled and providc

1l) Lupin or i1s designee biological samples (e.g.- blood, urine. lissue. saliva, etc ) oblalncd lrom

Trial Subiects for tesiing Lhal is not direcrl,'' relaicd to patienl carc or saf'et! monitoring. including
phannacokinetic, phannacogcnomic. or biomarker tesiing ("Biological Sanrples").

a. tbg. Prilrcipal In\esligalor $ill not use Iliological Samplcs collecied undcf the Plotocol in

an] nanner or lbr any purpose other than that descdbed in the Protocol

h. Sarnplc Data. Lupin orits designees will tcst Biolo.cical Samplcs a5 described ir the Prorocol.

Unless otherwise spccilied in the Protocol. I-Lrpin \\'i1l not provide the rcsults ot' such lests

("Sanrplc Data ) to the Principal Investigator or l'rial Subiect. Sample Data will bc treated

as Irial Datal therelbrc. ifLupin provides Salnple Data nr lhe Principal Inlestigalor, Ihat dala

$ill be subiecl to the permitled Lrse of liial Dala as oLdlned in this Agrccment.

l5.l Records. Principal hrlesligalor will ensure 1al Iiial Subjecr's Trial records. *hich include the

Principal Invesligator's copies ofall Ttial I)ata as well as rclcvant source documenls (collecti\'el],
*Records"), arc kept up to dale and aintained i11 accordance \4ilh Applicablc I aw.

aonfidcntial

Lupin granls Principal Investigatol a rc)rll) ftce non-exclusivc
sublicense- to use Trial Dara tbr internal lcsearch or edLrcalional

Retenlion. Principal Invesligalor wiil retain all records and documents pefiaining to the Trial
lbr a period in accodance $ilh Applicable Law and the Protocol- Principal Invesrigalor \\'ill
rctain Records. undcr storage condilions conducive to their siability and protccllon, fbr a

period ol filtecn ( l5) )ears alier iennination olthe Trial unless Lupin authoriTes, in $'riting.

earlicr destRrction. At thc end oI such required reiention period- I'rincipal investigator l\'i1l

nol destroy any such reco s unlil il has oblained Lupiis prior written pcrmission to do so:

frc\,ided, ho\\cver, that if Llrpin does not give $rittcn permission lo Principal Invesligator

lo destro)_ such rccords whhin thi11) (30) da)s ofPrincipal lnvestigator's reqlrest to [.upin.

rhcn Principal lilesligator ma) for\\,ard all such records to Lupin. al Lupin s cxpense, or
conlinLrc ro [etain slrch records. Principa] InYesliSator fu,lher agreer 10 permil Lupin b ensurc

thal the records are retailrcd for a longer period if necessar), a1 Lupin's expense. under an

arangemcnt that prolects fie confldcntiality ollhe lecords (e.9.. secure oli sire stomge). \

/-{.f!
l.; 

/t(
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16. lnspcctions and Audits

l6.l Access. l-lpon reasonable request b) Lupin, audrorizcd rcprcscrfativcs ofLupin. and/ol authorized
rcprcscilialives ofthc applicable Aurhority. may during regular business hours examine and copr_:

ail CRtrs and other Trial records (including Trial Sub]ecl records and medical charls; 'Jial SLrbjecl

consenl docunlenls; drug receipt end disposiiion logs)l examine and inspect the f'acilllies and other
activilics rclaiing to drc I\'ial or llt ll.Ci and observe the conducl ()1 1he Tri,tl.

I 6.2 Notice. Princlpal lnvesligal.,r and,'or thc I nstitutlon $ i I I i nform I -upin \r ith in twent) - lour (1.1) ho urs

olan) cflol1 or requcst b) rcgulalor) authorities or other persons 1() inspecl or conlacl the Principal
Investigato or research stell $,ith regard 10 lhe Trial: will providc Lupin \ilh a copl- of alll-'

communicarions ssnt b] such pcrsons; and $,ill provide L.upin or l.upin the opfonunit] rc
pa(icipate in any proposed or actual responses by Principal Invesligator lo such cunrmuniealil)n\.

16.3 CoopeBtion. Principal lnvesligalo[ and the Institut]on will ensurc lhc lull cooperalion olthe
researchers and IEC nrernbels *ith an) such inspection and will ensure rilnel) access lo applicable
records and dala. Prinoipal Inlesligat(n will prompd) rcsolve an) discrepancies fial are idenlilied
bet$ccn ihe I rial Data and thc lrial Subjcct s mcdical rccolds. Pdncipal lnvcsligator $,ill promptl)
ioruard to Lupin copies oi any inspeclion tindings thrt Principal Investigator receives lionr a

rcgulalory agencj in relarion 1() lhe Tial. Whenever l'easible. Principal lnvestigaior \\'ill also
provide Lupin with an opportunity to prcspeclivelv re\,ie!! and com.rent on anv reslon5es o
regulator."- agency inspections in regard 1o the Tial.

1',7.

18.

I!]q]LiaI!. IIlhe conduct ofTrial results in an] invention or discolcr) $,hcthc[ Darcniablc or not
("lnvention ). Principal Investigator and/or the Inslitution will prcrrlptl) inlorm Lupin. Principal
lnvcsligalor will essign r11 interest in an) slrch lnvention to Lupin. liee ofany obligrrion or
consideration belond thar providcd lor in lhis Agrccmcnl. Pincipal l1rveyigator \!ill provitle
reasonable assistance ro l,upin in iling and prosecuring anl patellt applicadons rclarLng ru
Invention. at l,upin's c.\pcnsc.

Publicalions. Principal Invesligato ackno*ledges that Lupin has lhe right lo use the Stud) iiesults
in an) manncr dccrned appropdate lo Lupin s business iDlerests. both durirg- and folio$,ing
terninatiodexpir) of. this Agrccmcnl. Lupin sl1all haye the sole Iighr to retain the orvnership ol
eny and all dala arising out o{ lhe conducl ofclinical trials in relation to the StLrdv. Upon complelion
orrhc Slrd), Lupin shall publish lhe resulls ol'1he authorized clinical trial, ejrher positive or
negalive- in scienrific jounuls and with mention olthe l.C of clinical rcscarch that apprlrvcd thc
siud)- \\ herc Principal Inlestigaror requires the use oi the Stud] Results f publication, the
Principal In\cstigator shall scck Lupin's llritten approvai 90 (ninel,"') da,,-s in adrancet such consent
shall nor be unrearonabl) $ithheld. Iipafi ofa multi-center 1rial, ],dncipal Invesligator agrccs lhat
thc filst publicalion i5 10 be ajoinl fub]icatim involving all cenlers. Principal lnlestigatol is frce
to decline 1o panicipate or be listcd as an auihor in thcjoinl publication. I1'a joint manuscript has
nol been submirted lir publication within twelve (l2) rnonths ofcomplerion or lenninaliul ol'Tdal
at all pal1icipaling silcs, PrincipaL Inyesligalor is liee 10 publish separatelv- subject 1() the othcr
reqLliremenls of !hls Agrccmenl.

19. Publicitv.Ncithcrparl\willuselhenrmeo Lh<oLher pitr orrnl ofirs cmll,,\cc\ lirr promotional
or advcrtisirlg pumoscs wilhout \\rillen pennission fiom lhe olher pan). Howe\ er, Lupin reserves
the righl ro i.lentiry the Principal lnvestigator in associadon \\,ith a lisrlng ol thc Protocol in thc
National Institutes ofHeal$ 0{lll) Clinlcal Trials Data Ilafk. other publicly availablc lisrings oi
ongoing clinicrl lrials- or odrer patient recruilment serrices or mech:rnisms.

Dr Sudhir Kulkani Contidentlal
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Dr Sudhir Kulkarni

20. lndennlillcarion.

20.1 Lupin agrees 10 indemnif and hold ha nless ( lndemnil"! ) lhc Principal lnvestigato, thc

Inslilution. its olficers. agcnts. and enlployeesl and the IEC that approvcd the Trial (collectivel),

"hldemnified Pr(ies") againsl ar] clai,n Uled by a third paflr lor darnages. cosh. liabililies.

cxpenses aising out of a Tdal Subject injury, the design ofthe Trill, or the specilit'lions ofdre

Trial pr orocol. Trial S ubicct I nj u+ neans a phlsical iniur! or dru g-r'e lated ps) chiali c event causcd

b) edministration or usc ofl-upin D|ug required b) the Pftnocol lhal the Trial Subjecl would likcl)
n;r hale receivcd ilthe ldaL Subje.t had oot pafticipated in the Triel. Lupin fir(her agrees to

reimhurse Pdrclpal Invesligaror tbr the rcasonable cost of diagnodic procedures and medical

lrealmcnl necessaD !o treat i Trial Subject inlury. Principal lnvesligalor agrccs to provide or

arrange fir pl(nn pt diagnosis end nedical lreatrncnt of anl med ical i ni ury_ etpc[ienced b] a l ria l

Subject as a result ofdle lrial Subject s panicipation il1lhc'lrlal. Principal ln'restiSrlot llrrther

agrees 10 pronpd) norif Lupin in $riting oiany such rnedicrl iniury.

a. Exclusions. Excludcd fiom dlis aEeemenl lo lndcmniL- are ant claims fin-damagcs resulting

fiom (a) failurc bl an Indennrificd Party to comply with the Proocol or \rille inslructions

fiom Lupln (b) failure ofen Indemnified Pafi) to conlply with an) Applicable La and

covernmental reglrlalions. or (c) lraud, negligencc or $'illtul misconduci b) an lndclnnified

Pa{v.

b. Notice and Coopcration. Principal Investigator agrces to prolide Lupin wilh prolnpi notice

oi, ancl lull cooperation in handling, any clninl that is subiecl to indernnification. If so

rcquested by Lupin. Prifcipal Investigalor agrees to aulhoriz-e I-ufin to caffy out the sole

managemenl ofdcfcnse olan indennified clailn.

c. Selllcment or Conpromise. No settlemcnt or compronlisc of a clain subject to this

indemnificalion provision 1\,ill be binding on Lupin \lilhour Lupin s prior wrillen corlsent.

Lupin will noi unreasonabl) \rithhold such consent ofa \elllenent or comfmni\c Neither

parry will admit ]'auh or1 bchalfol the othcr pal1] rithoul lhe written approval ofthat pad).

20.2 Principal Investigator and the Instiltrtion shalljoinlly and seve|a111 indemnif)' and hr)ld h,11fless

Lupin including its.lirectors- crrplolees, reprcscntati!es. agenls elc-- and shall be lully liable firl

all claims. da ages- losses. liabilities- cosls or expenses (including reiNonable lcgal ltes) resulling

or arising liom:
a. lailure b) the Principal InvesliSalor and the Slud)-lcam (rhich shall include his/her

employees- agcnts and representatlves) to complt with the Applicablc l-a\\', the lenns ofrhlr
Agreement, ICH GCP end'/or other nationally cstablished guidelines. the approv,l ofrhe lFlC-

Pro.oc^ ,'r'\rirr(I ir).t11.rin h fiorr LL,pil,
b. anl finding, rcquircment. delenniration or obseNalion by an! Arrthorily (including but nol

limilcd to the FDA) \!hich makes it necessar! or desirable lbr Ltrpin to redo the Stud):

c. failure by ihe Pincipal Invesligalor, thc Smd] Tean and/or lhc Instilulion io compl] uith
Applicablc Law;

d- an] negligcnt acl or omission or lvillful nrisconduct or fiaud b\ Principal Inlestigator, lhc

Siud) Team and/or lhc Institulion. liaud o[ miSlepresentalioll.

20.1 Except in lhe casc offraud, u,il1t'ul miscondLLct, gross ncgligence or bre.ch ofenr_ Applicablc l-aw,

neither Parl) shall be enlillcd to jncidenlal. itlditect, conseqlEntial or special damages under anl
theorr ol Applicable Law arising in conneclion \rith such del'aull or breach of the other P:rrt) s

obligalions under this Agreenrent. o. an) docurnenls rclarcd thereto.

ff*R,^lreemenl Codc: i000i)llJl
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10.'l In the event ofan) acl of Princlpal lnlcstigator and/or the lnsliturion. which renders the Study
invalid. lo the exrent Principrl lnyestigalu and/or the Institulion is liablc, Lupin shall. in addition
to an] od1er ghl rhal Lupin may ha\e under la\\ or equhy. have the oplion at ils sole disctction !o
eilher (a) requesl Principal Invesligator to repcat thc Slud] al Principel hvesrigator'! o$ n !u51, or

lb) require Pr i nc ipal I nvest igaior and,/or the Institution lo promptll rcflm d L,upi n the conl pcnsarion
rcccilcd b) Principal lnvcstigaror and,'or thc Instilulion Lrnder this Agreemenr and bear an)
additional costs that I-upin rnay incLrr for repeating the Slud). l'ufihcr uhhout prejudicc to any
other rights that Lupin rnay have urder la$ or equit]. I-upin ma), at its discretior. fbfth\\,ith
temrinalc this Agccncnl.

21. l cfinlnation.

21.1 Iq]]l]ll fa Lc-er-td ilLqD. 'l_h is Ag ccmenl term inatcs uporr 1l1e earlier o f an) ol the lbllo$ ing events:

a. Disappror,al h\ IEC. ll', th.ough no fault ofPrincipal Investigalor. the Tri.rl is never lnitialcd
because o1'llC rlisapproval. this Agreernent u,ili terminatc imolcdiarclt.

b. liial Complction. Iror purposes ofihis Agreenent. the frial is considered co plctc aftcr
conclusion ofall Prdocol-required activilies lor all cnrollcd l_ al SLtbiecls: rcceipt b) Lupin
ofall rele!anl Protocol-required data, Trial documents and lliological Samples: and receipt
olall palments due ro cithcr pal1y.

c. Earlr'i cnninalion ofTrial. lflhe Trial is ierminated earl)- rs dcscdbcd below- rhe Agreenrent
will lerminate ater reccipr bl Lupin ofall relevanl Protocol-required data, Trial doclnnenls
and Biological Samlles and rcccipt ofall palments due ro either par1v.

(l ) Terminalion of l rial Upon Notice. Lupin reseNes the right io tcrnioate the l ial lor
an) reason upon ihi11] (30) days $,rificn nolice ro Principal Inveslisator.

(2) Immediate Terminalion of l dal bt Lupin- Lupin lurther rcseNes thc right 10 te ninite
drc l-rial imnredialelt upon wrltten nolificalion 1l) Principal In!estigarcr and./or rhe
Institution for causes ihat include (i) f'ailure to curc a ,"- brcach within l5 davs of
$ritten noricc by L pin notii,!ing Principal Investigaror ofsuch brcacht (ii) t'ailure to
cnroll Tial Subjects at a rate sufficicnt to achie\e Trial perfb nance goalsi (iii)
inatcrial unaulhoized rier'iations fiorn the Eolocol or rcporting requil,t]rnenls: (i\)
circumstances that in Lupin's opinion pose risks to the health or wellbeing of l rial
Subiccts: or (v) regulator) agenc) actions relating to the Trial or Lupin Drug or'
(lomparaior Drug.

(3) lmrrediale Termin-aliaq !i IIrIL bI !I1M! a![. Principa] In\esrigetor
reseNes the right lo lerminale rhe Tial immediarel) upon notification 10 Lupin or
Lupin ifrequested to do so b) fic responsible IEC or ifsuch tenirinalion is required k)
prolecr thc hcalth ofTrial Snbiects.

21.2 Parnenr upon Terminatia!. Ifthc ldal is tcnninaled.ea ) in accordance $i1h this Agreement.
Lupin u,ill providc a tcrninatioD pr\ment equal to ihe aDroLtnt or,,,ed lor $ork alread) perlbrmed
up 1lr and incllrding thc efl'ective dare ol'tenninalion, ;f accorda.cc $ith Attachnlent-B- less
paynrents.rlread) made. The termination pavmcnt !\i1l inclucle anl non-cancelable e\penscs. other
than lirture personnel costs, so long as they were properly incu|red and plospectivel) approvcd bv
I-upin, and. orl] 1o d1e e\lenl such costs cxnnot reasonabl! be miligaGd. lfthe Trial was neler

Dr Sudhir Kdlkarni
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23.

21.

25.

)6.

21.

inhiatcd bccausc ol disapproval iry lhe lEC Lupin will reimb$se Principal lnvestigator lbr any

,,if,"r.*p."t* tfl* ""." 
prospectivelr_ approveLl in writing' b] Lupin-

21.3 Refuld M!rculs tlnlcss Lupin instructs other\rise in *riiing' Principal lnvestigator \\ill

..,;,,r ., rrcr: ' '-Ppl 
c'l b\ I upr'r' dr I fin ' e\''cn'c' lor lfirl ror'r (" dr'd :rr\

i;ll ."1;':i,"i;":i;,',"v-iL'i',: ,,,'.',""'o''rr'-rrurndno 'deJru\ ''re'rui-e'rblruDi r'

;;rri l.'itr""J.. i,"r.ss othcr*isc specified b) l.uplr' rn) unused Lupin Drue or comparatLrr

Drug.

22. IniualIg. Ihe Prircipal lrresligator \!ill secure and malntain in itll lorce and efftcl lhrou!'hout

ilffir;,;";; oiir]. rn"t luna tnlto"lng tennlnlrion olthe l rial to cover an) claims arising

fionr lhe T al) rnsurance coverage lor mediial protessionel liabilil) w ith liln is in tcc orlla nce w ith

iu",,i .i"rau.at ro. utt lrledical prol'essionals conducting the Trial'

D!&I]IsI1J-r'!.r!!,fl!Ir!!! 'c P :' c:Dd l-\J'ri''Jror r lo ll'e In'r '- irrr ;": i''
lhi\ arr'ol rl<b-1<d o_-ein:rtd''rnt"nd' tri re' 

"1'ra' 
i'e'''l_ d srll

l"i ri"'," "'"i."r*ii, ,;'"" 
t..i "' anl person debarrerl or restricled riom conductins 'linical

,.*",.i 
""a!, 

,q;,pfiJ"ble l.a* *irh respcct lo services lo be pefonned undcr this.AEeenent'

i,,j".t"rf i*.*f*1", and thc lnsrituuon also ccnitles rhat lhet are nor excluded_1i'on any

l.^*";.; li,.; ; -," Joelor. rtinc'r.,r r r'.n'sJ,u' . ,1, ,' r innirLri''n rL-r'lcr ' c'rill 
.rndr 'L<I

::.':]":1."i-,,""";';l:'".' - '"."a'''-"i'n''e'i* 
rerie elr xn'r ra'-o'rol-"r "t )

l"], .,i)""iii i;.ii,.i;- "r'..,":',"'o''e'.'1,1:6n-' 
e. ;':rr-ercrmur rh'' \j'<c cnd'd

ill i;:..'il4;il;;:',.,i, n"iio"' p'"'ip"r ln-vestigator ancl the hstirLrtion "ill rorir) l'upin

;,.;:.ii l".,.,; ;;; ".;. ",'.' rr":he *rr, r r"o ':' '''' rc da'' i' <irni' ^r Ihc'r
P"rl"I"'.;;.d:;";,,,n. la.c 

'ri"n' "' 
ne$ i,Lrr ) drr''r ^r 'r /rini'Da' ln\e"'-a Jr qe'o-''

;.";;;;;" material isslLcs related 10 ihe medical licensurc ofan) associated lrial rcsearchers'

iit;::; i;i".;il;;ilir.. i".ii.,;"" *irr 
'"perate 

*ilh t.upin regarding an"' resporsire :criort

nccessar).

Assisnment an,:l Dele{ation. l.upir n1a} 
'a| 

an\ time an'l rlpon \\ritlcr1 notice to Principal

fiffiil;.d/* tion assulne the obligalions and righls ol Lupin or substillrte Lupin

,riifrli",f'.* i"a.p",a"11 conlnctor. None t,1 tlrc iigtus ,,r obttgction" under thr! n gr.(cmon will

il;;t;;;;.;;;"i;,;ied b! Principal ln\ estiErtir and or rhe lnstiruriu'l " 'i:if.:"..').i'h'*t 
th"

"',,,,,,.:i,.^.., 'g.1 ol I 'p'n. a n rn' e\D'e\.-dHr(erlre'I cl f irlc'nJ' lr\c'ri'"ro'r1(l^r lhe

i""1,., ";,. i r:, 
'"':L 

'r" iio. 'i:. ''"* 'r* i'r'c 'ir """' nrr'' ur' P :r"i' : l l-'r'Lr1:rr'r 'rrd 'h'

;,il;;;i:; ;;:r ";,,-' i,r'', -' r""., 
oo,-,,re*r,r.': dri\d'r'( Jr'''no''1e ' I'othcr

ir,."ti"" iLi. ,"'g':eem",r1 \;ill bird and inLLrc ro llt" t'tn"tit oftt't tut"tttors and permillcd assigns

ol Lupin.

F.llinment,i.uDinma\olovide,orarraogctbravendortoprovide,cetairlequipmcntlbruseb}
,#L"l,,r"ri,-.i", u|"i",il.."rA*i"f ,f* Triat (,,[,q;ipmc]rt '). Ftquipment use. orDership

r rJ di1",.. i"r 'cfln' 
".( rurlhe' u'rl"''eC i1 Al r''\n enl 

''
s,|l\i\:,1 or t )ql'6.,1:o',... U\lrea,"]. r('dl:"; ro Rc'idr''' ('rrr''' ( n'rfidc"'ral l''^r_:'':''r'
il;il; Reffi tblicari; s' Publicir-\' Debaanerrr rnd E\'ltrqrurr' Ind lndcrnnification

sulv]ve ler,ninatiol] of lhis Agreenlent. as,.1o a,$ oth.. prrlrision.in tlris Agrcenle|t or its

 .uu.f,,r",,tt 1t,", frl its natln e a;d inlent rcnains val id alier the terrr o I the A greemenl'

Entire Aereemenr. thisAsrecmentconra;n\1he(ufrplcrctrrrLlerslJr,:lirlHoltf:f1l:l::lr'1\\'ilr 
as

,t iffioir":out", .rplrserle all othel agrenrent" benrecn rhc.pa tie\ !nn':cmlng lhe spcciiic

Tdal. This Agreemenl mal onlr_ be exleod':d renc\\"1 omthcn\i\e sncnded in \\riling b) the

A-!!ee0ctt Codc: 10000181
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28.

29
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32.

:10.

31.

mulual consent oflhc panics. No wai\er ofany tern. provision or condition ofthis Agreement. or
brcach drereol, whether b) conduct or olhcnvisc, in an] one or more inslances u,ill be dccmcd ro
bc or conslrued as a liulher or continuing \r,aiver of an) such lenn, pro\ ision or conditjon. or any
prior- contemporancous or subsequent breach thereof: ofanv other term. pro\ision or colldition ol
this Asreement \lhelhef ola sanlc or dilfcrenl nalure-

Conflict u,ith Attachnrcnts. fo lhe e\lent lhal tenns ol provisions ofthis Agreenrent contlict \{ilh
the lerns and provisions ofthe Protocol. the tlrrms and pro!isions ol'this Agreemenl $,ill conlrol
as 10 lcgal and buslness nlatters. and the tenns and provisions olthc Protocol \\ill conrol as to
technical research and scienllllc nratters unless exp.esslv agreed in a \rriting ben\,ecn thc t)aflies.

Relationship oflhe Pa(ies. The relationship ofPrincipal lnvcsliealor and/or the Instilution to Lupin
ir one of independenr contraclor and not one oi partneNhip. agcnt and principal. emplo)ee and
emplolcr. joinr \'enlure. or othelf!ise.

Force Maieure. Neither pafty will bc liablc for dela) in perlbrming or fti[rre to pcrlorm obligations
undcr this Ageemenl if such dela] or iailure ,esults liom circumstances outsidc iN reasonable
contol (including. \\ithoui limitation. anl act of God. sovcnlnenlal action, accident. strik..
tenodsm. biorenn isln. Iock-olrt ol- other folm ol indusn ial aclion) pronrpll) notiflcd to lhe other
parl\ (Iorce Majeure'). Anr- incident of Forcc Maleure $il1 nor constitute a brcach of lhis
Agreenrent :rnd the timc for perlbmrance will be extended accordingll: ho$ever. il it persists fdr
morc than lllirt] (30) da\s.lhen thc pallics ma\ enter into discussions wilh a vic\\,to alleviating its
ellecls and. ifpossible, aereeing on such allemari\c affangemenrs as ma) be rcasonablc in all of

Coverninp I-au.. Subjecl lo the temrs oflhe Trial Conducl as outlined above. this Agrecnenl shall
bc governed b-- and construcd in accordance with the ia$,s ollndia, wilhout giving eflect to conflict
of lau provisions. The Pal1ies agrcc 1() submil ail their disputes arisillt olrt olor in connection with
lhis Agreement to thc exclusive jurisdiction ofthc cou6s of Mulnbai-

Notices. All noticcs required under this Agrccmcnl will be in \iritlng and be deenred to have been
giren when hand dclivcred, sent by overnight couricr or cenified rnail. as lollorvs. provided that all
urgent maiters, such as selcl\ rcpo s. lvillbe promptly connnullicated viatelephone. and confinned
in $,riting:

.IO 
LUPIN:

Attn. I o: Dr Dhanania) Bxkhle
Execurive Vice Prcsident
Lupin Lin1ile.l (Research Park)
Survcy. No. ,16A/.17A. Village Nandc.
Taiuka Mulshi. Plrnc .112i 15, N{aharashtra. lndio

TO PR INCIITAL Ir.\VLSTIGATOR i

Attn. To: Dr Sudhir Kulkami
Mahatma Candhi Mission Mcdical College an{ Hospiral
N-6. CIDCO. Aurangabad 431003.
Maharashtra. lndia

A-ercedem Code 10000I6l



,I'O 
INSTITIJl ION:

Aftn. To: Dr Rrjendra Llohra
Mahatma Gandhi Missiorl Nledical Cotlcgc and Hospital
N 6. CIDCO- Aurangabad 43100j.
Maharashra- India

In thc clenr thal thc parlier e\ecutc this Agreemenl b] cxchange olclccnonicall_v slgned copies or lacsimile
signed copies. the panics agree thai. upon being signcd b), both parlics. this ABreemcnr will becolnc
cfftcti\'e and binding and thar l'acsinile copius rnLJ,,r eleltro ( \ !|3turc5 \\lll Lonstiiule cvidence a
binding Agreemcrt \\,ith the expcclalion thal original documenjs rna) later be exchangei in good t'aifi.

Dr Sudhn kulkarni

IINTENTIONALLY LEm BLANK; SIGNATURX PAGE FOLLOWSI

AA..m..t Code: r0000181
Page 17 ol25



Dr Sudhir Kulkarni

B_Y,

Signature \ nW\LY/

ACCDPfED AND AGREED BY:

PRINCAAL INVESTIGATOR

B)'
Signature

-?.L:lsldXif--,kitfk-cl-o-,
Printed Name

D"t":o_Aufr-,&

ACCEPTED AND AGRTED BY:

INSTITUTION

Printed Name

L\F a rrt tvF vt(f: PeisrD;Nr MiDrral
Titlt R6's E BR(H

ACCEI'TID AND AGREED BY:

LUPIN LIMITED

t-
3!**,," ,qo,YP
DP. DHANA{,TAV BAKHLE

ACCEPTED AND ACREED BY

SMO

B),
Signature

OIL 5u : B-LL C,vrfrurollr^11---7
Printed Name

DtQ--scr'ar...
Title

toIfr..r.rorr-ffi

Printed Name DB RAJeN DRA tsl'H Ra

Title DE-AN

\erccDrcrr Codc: 10000181

./
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t)l Sudhir Kulkarni Confidential

Protocol

I he clinical Trial ro be perfornred pursuant to this Agrccrne t shall be that set lirth in the Protocol dated
l5 Deccmbcr. 1016 and incorporuted into this Agreement attached hereto by refcrencc in addition !o all
c unefi and firllrre amcndments thcrclo. $ hich is incoryoruled inro this Agreem enl b) ref'erence and e ntitled:

Protocol # LRP,'l,NPl89li20l6/'007 'A Randomized. Double Blind. Placebo' Contfollcd. Phase:
Stud) to Assess ihc Efficac). Phanracokinetics. Phanaacodlnamics and Safet) ol LNPI892

(lt1onolhcrup)) irl Chonic Kidney Disease (CKD) Patlents with Sccondar) l l)pcryaHth) roidisln (SHPT),
On Dial)sis and Not on D;r1\sis '

AgLeenr. (lodlr 70000183
PaBc 19of25



Dr Sudhir Kulkami Confidcntial

Attachment ts

RfSEARCH GR{NT PAYMENT TERMS

ll'1. GeneBl Terms. Prirlcipal In\esligator ("Palcc") will be paid the pcr paticnl grant amount as
ourlined on Attachment-D (Rcscarch Cmnr Uorkshe.rlner rirl Sirblc(t frof(rll enrolledindtc
Trial . I his anrounr constitutes dre tul I compcnsation lbr the work to bc complcted b) the Princ ipal
Investigator. includi.g all \\'ork and care specificd in fie Prorocol lor thc lrial. along $ilh all
o\crhead and adlninistrativc scr!ices. No compensation $ill bc available i'or Trial Subjects cnrolled
or conlinuing in the Trial inviolalionolfieProtoool.

B-2. Pa\rncnt Temrs. Research granl pa\ments tbr each lrial Subied\}ill be made in Indian Rupees
(lNR) quarterl] and based on approval ofirl\oices submiltcd. tn\oices \\ili be issucd b) payee

upon r:olice delivercd b) L pin. Pa\ments Nill be rnadc irr accordance !\,irh cCRFs subnitted and
monitored. and in accordance \!ith Alachment D'Rescerch Grant Worksheet". Monitoring will
occur based on site enrollment and conrplerion ofdala ennl. Paymcnts ill be made in quancrly
installmenrs on a pro-rata basis. Undisputcd invoices $ ill be paid bi Lupirl \\,ittrin 60 (sjxr)) diys
ol slrch in\oice issue dale.

B-3. Non-Procedural Costs. Palce \!i1l be paid fbr additional non-prccedLtral cos6 that are pre-apprcved
b! Lupin. as sct lo{h in Attachrncnl D. To requesl pavrncnt for.such costs, Pa}cc $ill remil an
itenized invoice to LLrpin or its designee with documenraljon and €ceipts substantialing agreed-
upon passlhrouuh expenscs. An) non-procedural pass-lhrough expcnses \\i11 be invoiced onll in
ille anrounl aclually incuned \{,ith no malk-up- up to ihe ma\imuIn arnounts shown in Attachffent
D.

Il 4. Final Pa\mcm. At the conclusion ofthe Trial, all CRFS and Trtal-rclared documenis ri bc
pronrptl\' made available i'or l-upin's rcvieu. The final pa\tnenl $il1 be paid oncct all CRFs have
been cornpleied and recei\cd: dala queries havl- bcen satisiied: all Lupin Drug is returnedl and al1
close out issucs arc resolved and procedures completcd. including final IEIC nolitlcalion. .\ll qucries
must L,c resolved \\,ithin fi,"e (5) days ofrcccipt b) Payee an) rirne during rhe Trial. Lupin or its
designcc \!ill perlorn finai rcconciliation ofall pa)ments madc to date aqeinsr total alnount due
and will prompil] pa! P:Nee ainounrs rmrnrng urp.rid. i cn\. Pr\c( riil pr..rlptly rcirnburse
Lupin anrounrs overpaid !\,ilhin thirtt (10) dals ofnotificarion b\ Lupin or desigfec.

B-5. le\es.
(l) Allpalmenls to Paycc b) Lupinwill be subjectto ieduction olfDS.
(2) Thc Pay-ee shall conrpl\ \ri1h all ils obligarions under appticable rax laws in fbrce al the tirne.

irrcluding all latrs. rules and regulations under the Goods and Services lax (..CST-') regintc
( CST La$i'). In pa{icular. rhe Pavee shall par its taxes and make all flljngs necessan under
CSTI-a$,.includingrheCSlR-ilorm_\vithinrhcprcscribedrimelincs.t'hepayeeshaIdcfend.
indemnil_1 and hold Lupin harnlcss againsl all Iosses. claims and ljabilitics arising out ofeny
fitilurc br- the Palee to ]ncet its ob]igations under CST l-a!\,. ircluding an] failure or enor thal
results in denial ofan) tax credit under GSI la\\-t(, LrLfin lhr'pa\rc \hJ I tully co-oper.rte
*ith l-upin to rcspond to rhe rclcvJft ra \ JUth,r.itie\' dclnend\. anll to resol\ c .rn] misnralch of
Lupin and the Patcc s CST filings l\ithin rhc timetines prescribed under the GS I' Law.

(3) Pa)ee acknou,ledges ard agrees thal il is solel) responsihlc for the pay,nent of an), and all
.onlribLrlions and la\es imposed br an) applicable Autho l.r wirh respect to or nleasured bl
compcnsation paid to Pavce Under. this Agreemenr. Lupill rvill not bc rcsponsible f'or the
rlilhholding or palmcnl of any such rcquired contrihulions or laxes. pa)ee acccpts I'ull

f*n
&!*4r

Alxc.mcfr Code: l00i)0lNl
Page 20of25
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a -:ir:i1l.l

re+!d:It ib lEpofiing all payments rcceived, under this agreement, to the relevant taxation

rrirriiE 6 rEqsired by local rcgulations.

8-6- ize.a F.iE- A Sfieef, Failure is a consented Trial Subject who fails to meet the soeening visit
.r*ri1ad ; furs.d eligible for effollment into the T.ial. Scrcen Failures will be reimburse4 if
d eIL 3s o|.iioed i.! Attachment D, based on work cornpleted pursuant to the Proiocol

B--, Pa*rtr Earel reimbulsement. LupirL wiil reimburse reasonable patient travel rclated expenses per

Eial bjed \risit, up to the ma-ximum amount listed in the Attachm€nt D. Any reimbursement

e\ceeditrg this limit will require prior written Lupin apploval. Any payment will be based on the
iNoice together with suppofting documentation (i.e receipts) submitted to Lupin.

B*. Administr"tive Stari-uLEEcL This is not applicable fot this sile

B-9. Necessarv Prccedures. Payee will be reimbused for valid necessary visits and procedwes. Palment
for aay necessary procedute due to patient safety will be reimbus€d at the agreed upon unit cost in

the budget, or ifthere is no such unit cost in the budget, at the apprcpriate unit cost pre-approved

by Lupin in \fiiting and will cquire a sepmate invoice with documentation for the medical

necessity of the procedure. mere pmcticable, Lupin's prior written consent wili be obiained,

lmless it will compromise the integ.ity ofthe Trial or affect Trial Subject safety, in which case

Lupin will be notifled as soon as practicabie after the fact.

B-10. Pqyeg. The rcsearch grant palments will be made to the following payee and adalrcss:

Payee \ame: Grapecit) Research Sotution! LLP
Payee Address: Block No. D/2, Prakash Hsg. Society, N€ar Kalewadi Fata,

Thergaon, Pune _ 411033, Maharashtra, India
Payee GST Number: AA270817044417 Q
Payee PAN No. : AAPFG8186L
Payee Bank Account Details: Curr€nt Bank Account
Bant Namei ICICI Bank
Bant Address: GulmoharParb Plot no, 1A III Road, Aundh Pune- 411007
Bank Accounl Number: 007305009846
IBAN Number: NA
I|SC Code: lClCO00007J
Email address for rbmittance information: sushilrc.chaudhary@gmail.com

In case ofchanges in the Payee's bank account details, Payee is obliged to infona Lupin in writing,
but no amendment to this Ageement shall be required.

B-11. Invoices. Al1 invoices must be issued and forwarded to the following as instructed:

I-upin l-imiled (Research Park),
\-\e\ \,' lr'A 4-4.
\ I oe \dloc. . a t lr \lrr .h'.

Pune .11I I 15. Mahrrashtu, India
Atln: Dr Rajesh Kunrawal

Each in\oice mLrsl cortain: (1) l-upin narne, (2) Protocol number- (i) Proicct code. ('1) a sunnnary

of the reirnbursement kr be nrade in cornpliance wilh the Rescarch Crant worksheei. and (3) rhe

Ageement Code: 70000i83



C.nlldcnlial

: :iCST rcverce chargc nrechanism applies. de note.,GST reveEc

;n\ paymenls lbrpass through cxpenses $,hcreb-- Pavee has l':riledto produce
or other documentation clea l subsrantiating that the expcnditures were

and veritleble in the amount subnilted fbr compensation.

i:j !ubmitted b) rhe Palee more than 45 (tbftv fire) davs after lhe databasc bck will not

A9.cuclr Code 10000ttl



Dr Sudhir Kutkami Confidential

Attachment C

NQUIPMINT USE, OWNERSI.IIP & DISPOSITION

llE. Dr[ing thc lenn ofthis Agreemcnl_ principal Invcsligaror ma]- usc Equipmcnt only fu i)urposesofthis Trial.

()$nership. Until ihe tcrmination of this AStecrncn!. fiis Equipmdnr rentxins rhe DroDe(\, ol the\.t\rra\\<rl^r,rn.r1-\cl-o\.oe,ltl,ccouinre,.rr,,l pl, ,nd ru.r tc"erurncC'.:.le *irrlo
reasonrble.pedod of lime upon requcst b) l,upin. noi to exceed five (5) calendar dals. or immcdiatelv
upon termination ofrhis Agrccnent. principal Investigator agrees to return thc Equip,r.ni in ifr.
l:lll' 9i 

..S! b-r iupin rI substx|ii.ril,! the same comlition as \rhen recci\e.l b1 principal
lr\e.lr5.ro,' Plcin"l lr\cri.."tor a; ie\ to bL Ir). lL.J,l. r(\p^tr.ihte.l.r r.r"in:r,. iir, rlrncc rocoler an) loss ol destruclion to Equipment \\lrite in prinripal tn\esrigJtor.!.art_ rit,rcl exceeds
ordinar) \r'eat and tcar and/'or lacks a reasonJble .aLrsaL rel.rtionship ri proper perti)rmance of the]-rial Prjncipal Invesrigaltlr tu[her agrees rhsr untes\ orherl\ise auihonzed'in rl,iii^g Uv r.rp;" 

"frhis lrial, Principal Invcsligaior \!j nor alter rhc fq!ipmrnt in dn.\ ,r a1. t rirr.ip,l tnr !"iigaror musrnol i stall an) romponenrs or sofllvare. il appticnbie, uith"ur'einrL:.r 
"ppio,at 

.r:Lupir. er1.
'on\\Jrr fr.\:ocJ rc P .,.,o"t J.,\c.ru,ro- I d\ 10r 1,. o.rLr .: cd pr:rLi;d. f,i,".,,-,,,"r.. o.
lerrlrrlled lo r' e,5c iqrit. e, .lr,nt ,,rl c| our.. ! tra tol Lc per,^r1td||(( ^, i,., 1r,, ,,

accordance \rith dre Protocol. Lupin shall oot havc an."- liability for damages ofany son. including
pcrsonal iriury orpropc r damage, hrsurting ftorn the use of Equipmentlxcept to trre extcnt that
such damagcs \velc causcd by rhe negligenee o, \\rllful mrsconlucl ol Lupin. as applicablc. and(^.rlr -ori.e\c.r|,h-r a -<..orrr i1.Lr. con.l .r.(. d.o,oe..1hle l.idt . njcct i.i.11 ,, Uepa,"h\ Lufir a" dr\cribeJ in lhr\ \-r-.--nr.fr

Beullr I!Lt!rd!- After complcri-on orrLiar conduct or at an earrier.rinre specilied b). I-upiri. I,rincipal

l'l':il'{l"l':l,l ,,*q.,lo, rclL,n, ofIquip,nenr afd Lupin n,atedats. ai 1q,i,I,. "",1)*r". u, r.rpjn
or .L o!eU,,n de\rgn.Ied h\ Lup n

AEecment Code: 70000181
t'ec 23 ol 25
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Dr Sudhir Kulkami Confidenrial

Attachment D

RESEARCT{ CII{NT WORKSIIEET

Grant Worksheet

Pritrcipal Iov€stigator: Dr. Sudhir KulkarDi
Protocol No. : LRP/LNP1a92 nofi / 001

hflestigalor Gru t Per Pdtieht Cost (INR)'
Screening (Al1 acti! ities per prclocol) 9.000
Day I (All aclivities per prolocol) I t-000
Day 8 (A1l activilies pcr protocol) 4.000
Day l5 (Allactivilies pcr protocol) ,1,000

Da) 10 (Ai1 activities per prolocol) I I.000
Da\'60 (All acti\ities Der protocol) I 1.000
Da) 90 (AIl ecii\'i1ies per protocol) r 1.000
Day 97 (AIl activities per prolocol) 9.000
Total per patirnt amount - Main Study 70,000

lnttestigator Gru l Per Palie t Cost (INRI
Screening (All acti\'ities per protocol) 9.000
Day I (All activilies per protocol) 6,000
Day 2 (All activltics per protocoi) 3.000
Day 8 / F.O I (All activities pcr prolocol) 6,000
Day 9 (All activiries per prolocol) 2 000

Da] I0 (A1l activilies per protocol) 2.000
f).,\ ) ll \,.r, \i'-(ri\ilrc.-e.-roto.ut, 2,000
Tot.l per patient amount- PKPD Study 30,000

TOTAL PER PATIENT GRANT AMOIINT (I\tr{IN
STUDY & PK PD STI]DY)

1, oo,oo0

Adlitio,rql Stad! Related Costs Cost
/INR)

Screen Feiluresl 9.000
Patient tra\'el reimburscnent 500
l2 Lead ECG (Onl] at Prorocol scheduled iinre poirlrs) 500
Uitra-Sonographv (USG) Neck (Onl), lror Main Eludt,
Paralh),rcjd GlanLj siTe asscssmeni al protocol scheduled
tilnc poinrs)

1.800

Hospital Pcr da-- charge! (\ighlslal) (As per l,K PD
protocol schedule onl!)

2,800

,\grccDr.nt C odr: 700001E1

/

Main Studv

PKPD Study



Henodialysis cicle (Post randonization per c)cle cos1.

onl\ lor Daticnts randomized on hcmodial-rsis arm)
2,800

lnstilutional Ovcrheads' t()%

Invoiced Aarye! Cost in
1,\n 

j

Archival Fees (l:or l5 Years) 10.000

TOTAL Invoiced Charges 30.000

Tolal Cosls are inclusi,re ofindirccl cos1.
:Ratio: l:1 (One ( I ) Screcn Failure for ever] onc ( l) subjecl randomizcd into the Stud]. Scrccn };ails are
ilnsrilulional Ovcrhcads \\ould be calculatcd per totxl investigator grant l)alnlent and $ould be paid as a

part oleach quafte y Pa!ment.
'lnvolced Charges lo be paid upon receipl olinvoicc from Principal ln\esligator. belbre site closc oul.

Agr€€ment Code: 70000183
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clflontho
reseorch limited

cP/04/12.NA.87

To'

Date: 30 Mar 17

Dr. Lakshmi Rachakondal
oBGY, Mahatna Gandhi Mission Medical College,
N-6, Cidco, Aurangabad,
Maharashtra 43 1 003, India.

Subjecf SIF Binder

fu!- CP/01/12: A rarulomized, open label, patallel-group, actjle-comparator controlled, muhi-center study to

eraludte tfu efrcacy lnd safety ofLllipristal acetate (5 ng tablets), as comparcdwith Leuprolide acetate (3.75 mg

intramusculal injection) for 12 weeks, in the preoryratiye h,eatment of moderate to severe swptomatic uterine

fibroids

Dear Dr. Lakshmi,

Please note that I am dispatching SIF binder today.

Sr.
No,

DocumeDt Type aty.

1.
SII Binder :

Volume 1 and Volume 2
2 Files

Please provide us copy of acknowledgement once you rcceive the letter'

In case of any clarification requiled, please feel ftee to contact me on below mentioned contact details.

Ms. Jimi Polel
Clinical Research Associate,

Cliantha Researah Limhed

granchOlflce:GardenvlewcorPo6teHouseNo.&Opp.audaG.rden,Eodakdev,ahm€dabad'380054'lndia
T: +91 79 6621 9500' F: + 9179 6627 9s49

Retd. Office : Commerce House ll, Opp. PushprajTow€rs, NearJudges BunSalows, Bodakdev, Ahmedabad _ 3Em54' lndia

lliantha Research lndia Limited Tel: +91-22-662 1 9568 ] M: +91 -9624 345 833 l 
jp@ll!&

ACKNOWLEDGEMENT RECEIPT (To be completed by Site Staff)

Letter Reference No.: CP/04n 2.NA.87 SIF Binder / Dr' Lakshmi Rachakondal

Comments

Received By:

jalat Vharai
Role in the Study:

5c
Signature & Date:

$)4.egFPrir lI
Please fa.r this signed copy of Acknowledgem efiRecetpt at +91-79-66219519

Confidential

T:+9179 2685 3088. F: + 9179 26E5 3093

clN : U731ooGJ2OO4Ptco44659 ' wwwcliantha in



I
MACLEODS
PHARMACEUTICALS
LIMITED

CLINTCAL TRIAL AGREEMENT

Datet 1910312017

An agreement made in Munrba bei/veen l\,4acleod's Pharmaceutjcals Ltd, (also called the sponsor) G_2,

{Vahaka i Caves Road, Shanti Nagar, Andher (East) [,lumbai-400093, ]nda

AND

Dr. Anuradha Patil, (NlBBS, DNB P astic Surgery) ai N,4Glvl l\,4edical College and Hospital, N 6, Cidco,

Aurangabad - 431003, l\,'laharashtra ndia

AND

Grapecily Research Solutions LLP, a egaL enlty having its registe.ed office at Bock no.2, Prakash

Housng society, Thergaon, Pune-411033 lvlaharashtra lndia duly represented by Dr Sushil R Chaudhary

hereinafler reierred to as '_ Grapecity Research Solltions LLP ."

AND

Mahaima Gand h i lvlissions [Iedica Col]ege and Hospital, N_6, Cidco, Auranga bad ' 4 31 00 3, I\Ia harashka,

lndia

Whereas Llacleoci's Pharrnaceuticals Lld wishes to conduct the fo lowlng Study with Dr. Anuradha Patrl as

lhe Principal lnvestigator:

L Title An open label, Two Arms, Comparaiive, Phase'lV Clinical Study evaluatLng safely and efficacy of

Oratil LZ (combination of Cefuroxime 250m9 + Linezo id 600m9) versus L nezolid 600m9 in patiefts with

Diabetic Foot lnfectons.

Prolocol No.: CT'1 92-CELI-201 5

2. The objective ofthe trial is to compare the safety and efficacy safety and effic€cy oratil Lz (combination

of Ceturoxime 250m9 + Linezolid 600m9) versus Linezolid 600m9 in patients with Diabelic Foot

lnfections.

Page I of4

MACLEOD)
Iilililililililililililililt

qetPerr-!!--E!!iss !
304 Atlanta Arcade, Marol Church Road,
Andheri (East), Murnba 400059, INDIA
Phon. , +91 99 66769800
Fax : +91 92 99956599n9956999
Website: wwwmacleodspharma com
cN u24239MH989P1C052049

I.aa.rch Cant?e :
G-9, Mahakali Caves Rodd, Shant Nagar,
Andheri (East), Mumbai 400 093,
INDIA
Phone, +91 99 98306435/98314617
Fax . +9T 99 98304641



MACLEODS
PHARMACEUTICALS
LIMITED

MACLEOD)
ililililllllllllllllllllllll

It is hereby agreed by and between Macleod's

Mahatma Gandhl Missions Medical College and

here to as follows:

1. The site of the tlial would be MGM Medical

431003, lraharashtra, lndia

PharmacEuticals Ltd., lhe Princlpal lnYestigator'

Hospital And Grapecity Research Solutions LLP

College and Hospital, N_6, Cidco, Aurangabad _

2. Thet alwillbe conducted as perthe provision of'Declaration of Helsinki''

3. The Pdncipal investigator will be paid a sum of INR 14375 plus Laboratory lnvestigation Charges

per patientenrolled ancl as perthe visits completed in the study

-Norcf 

vlsits

-Payment 

(Rs.)

Visit 0 3000/-

Visit 1 3125t-

Visit 2 41251-

Visit 3 41251-

Role and responslbiliues of Dr' Anuradha Patil (Princlpal lnvestigalor)

1) To conducl the above referenced Study asthe Principal lnvestigator'

2; The Principal investigator has to complete 10 patients The number of patients can be increased by

Macleod's Phamaceuticals Ltd

3) The recruitment period for the gtudy is one months The sponsor expects a total of 1 O patients ftom he

site du ng the recruitment period Any changes in achieving the target enrolment would have to be

discussed among allthe 4 gignatodes and decisions to be made accordingly'

4) The Principal investigator should be aware of' and should comply with' GCP and the applicable Ethics

committee requirements.

5) The investigator/Co - investigator should be available and pemit monitoring and auditing by the

sponsor, and inspection by the appropriate authority

6) The investigator along with Co ' investigator should ensure that all persons assisting with the study are

adequately informed about the protocol, the investigationalproduct(s), and their tda|-related duties and

functions.

7) The investigator should conduct lhe fial in compliance with the protoool agreed to by the sponsor and'

which was given approvaufavorable opinion by lhe IEC'

8) The investigator should not implement any deviation from' or changes of lhe protocol withoui

agreement by the sponsor and prior review and iicumented approvayfavorable opinion lrom the

IRB/IEC of an amendment, except where necessary to eliminate an immediate hazard(s) to trial

subjects. page 2 of4

Cotlorj!lc Ofli.c .
3c4 AtdiLa Arcdde, Mdro -Church Road,

Andh€rl (Easi), MLnba 400059, INDIA

Phone +9T 99 66169404
Fdx +91 92 ,9956599/99956999
\(ebslte, www.nracl€odsPhdrma.com
cLN U24239fl|11989P1C052049

Liaalcl Callia ,
G-g Mah6k6li Cavat Road Shanti Nagar,

Andheri (East), Mumbai 400 093,
INDIA
Phone: +9'l 99 983064354831461 'l

Fax : +91 99 98304641



MACLEODS
PHARMACEUTICALS
LIMITED

NACtEOD}
ilillilllllllllllllllllllltl

9) The lnvestigator/Ce lnvestigator is responsible for obtaining and clocumenting infomed consent the

investigator_shouldcomplywiththeapp|icableregulatoryrequirement(3),andshouldadheretoGcP

and to the ethical principles that have theirorigin in the Declaratlon of Helsinki'

Allsedousadverseevents(sAEs)shouldbereportedimmediatelytothesponsolexceptforthose

sAEsthattheprotocolorotherdocument(e.g',lnvestigatoisBrochure)identifesasnotneeding

immediate reporting. The immediate reports should be followed promptly bv d*"*o' *1n"1 
1"1:1":.-

10)

11) Macleods Pharmaceutiels Ltd would like to have intemittent report every as required dudng the

course of ihe study.

12) Macteods Pharmaceuticals Ltd would like to have all the documents of investigations such as

completed case record forms, completed informed consent' investigation reporb (i-e source

documents)-if any' kial repod _ with signature and stamp of ihe investigator

13) Contents of the repod during the clinical fiial should not be revealed to any other company in lndia or

outside lndia.without written permission from lvlacleods Pharmaceuticals Ltd'

14)ThedataobtainedduringthetrialcouldnotbepublishedbytheprincipalinvestigatorMerein
I\,acleodsPharmaceuticalsLtd.shouldbeac*nowledged.IvlacleodsPharmaceLtticalsLtd.wi|lhavethe

rightto use this research Paper'

15) ln case the Principal lnvestigator fails to recruit the agreed numberof patients wthin the discussed and

agreed limelines then the Principal lnvestigator/Site willonly be eligible for the payment for lhe number

of patients who are enrolled in the study

1 6) Data obtained from the trial should not be used for any other further compaison 6tudies'

17) Undertaking will be taken from each member of investigating team (other than employees of Macleod's

Pharmaceuticals LTD.) expressing total secrecy during & after research vis_a-vis the products

mentioned above

Role and rosPonsibilities ol Macleod's Pharmaceutlcab Ltd

1) The sponsor is responsible for impEmenting and maintaining quality assurance and quality control

systems with written SOPS and training to ensure that trials are conducled and data are generated'

documented (recorded), and repoded ln compliance with the protocol' GCP' and the applicable

regulatory requirement(s)'

z) Th-e sponsor is responsible for securing agreement from all involved parties including Co'lnvestigator'

Hospital etc.

3) The sponsor is responsible to provide appropriately quallfied individuals to carry out the overall

conduct ofthe study, to handle the data' to verify thexata' to conduct the statistical analyses' and to

prepare the trial reports
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PHARMACEUTICALS
LIMITED

4) The sponsor will be responsible for providing insurance to the study subjects and lndemnification to

the entke site and any other services providerwho will be part of the 6tudy.

5) The sponsor witl be responsible br supplying the investigator(syinstitution(s) with ihe investigational

product(s).

6) The sponsor will be responsible fo. monitoring and auditing of the study.

It is hereby aqreed by and between lvlacteod's Pharmaceuticals Ltd, Grapecity Research Solutions LLP,

MGI', Medical Colleqe and hospital and Dr. Anuradha Patil (Principal lnvestigator) to all the terms and

conditions as mentioned in this agreement

MACLEODS

Name: Dr. Ashish Mungantiwar

Designatjon: President -l\Iedical Servicel

Addrcss: Macleods Pharmaceuticals Ltd

G-2, I\,4ahakali caves Road,

Shanti Nagar, Andheri (East),

Mumbai - 400 093.

Sionature
t /_\ \A
l\P _--

Name : Dr. Rajendra Bohra

Designation- Dean

Address: MGM MedicalCollege and

Hospital, N6, Cidco, Aurangabad -

431003, Ivlaharashtra, lndia

fifACLEOD)
ilil11ililililililililililil

Name : Dr. AnuEdha Patil

Address: MGL Medical College

and Hospital, N-6, Cidco,

Aurangabad - 43'1003,

Ivlahara6htra, lndia

Dr SushilChaudhary

Desiqnation-Dkeclor-

Grapecity Research

Solutions LLP.

Address; Elock no. 2,

Prakesh Housing society,

Thergaon, Pune-411033.

l\Iaharashtra. lndia.
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CLINICAL TRIAL AGREEMENT

MACLEOD)
ilililililililililililililil
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Datf: 21.04.2017

An agreement made in t\,,lumbai between Macleod,s pharmacoufjc€ts Ltd, (atso ca ed lhe sponsoo G_2,
Mahakali Caves Road, Shanti Nagar, Andheri (East) [4umbai_400093, tndia

AND

I DrDeepak sadashivBhosre [MBBs,M.D(Grad. Diproma in Diaberes) Mahatma GandhiMissions mecricar
college & Hospilat, N6 Cidco, Aurangabad, 4310003 ([IH), tND|A.

AND

Grapecity Research soruuons LLp, a regar enrity, having its registered offoe at Block no. 2, prakash
Housing sociely, Thergaon, pune-411033. Maharashtra, tndia. duty represented by Dr Sushil R Chaudhary
hereinafter refered to as ,_ crapecity Research Solutions LLp ."

AND

Mahatma Gandhi Missions l\,4edic€l College and Hospitat, N-6, Cidco, Aurangabad - zt31 OO3, Maharashba,
India.

Whe.eas Macteod,s pharmaceuticab Ltd wishes to conduct the foltowing Sfudy with Dr Deepak
Sadashiv Bhosle as the principal lnvestgaton

L Title: An open labet, Two arm, Comparative, Randomized phase lV Clinical Study evatuaUng efficacy
and safety of Alrista Forte (Epatrestat 150 Mg + Melhylcobalmin 15oo Mcg + pregabalin l5o Mg) Tabtet
versus Pregabalin I 50 Mg Capsute in patients with Diabetic Neuropathy.
Protocol No.: CT-21&E[4p(F)-2016

2. The objective of the triat is to compar€ the safely and efficacy of Atrista Forte (Epalrestat 1SO Mg +
Melhylcobalmin 15OO tvcg + pregabajin 1SO Nlg) Tabtet versus pregabalin ISO Mg Capsule in palients
with Diabetic Neuropathy.

Ccriciatc otti<c ,
3o4-Atlanta Arcade, Marol-Church Road.
Andheri (East) Mumbai 400059, INDIA
Phone r +91 99 66769800
Fax . +91 99 99956599/99956999
Vebsite: www.macl€odspharma.com
ON I U242391',1H 989P1@52049

na3cai<h Ccrtta a

G-9, Mahakali Caves Roa4 Shanti Nag6r,
Andheri (Easq Mumbai 400 O93,
INDIA
Phone: r91 99 98306435/9831461 1

Fax . +91 99 98304641
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MACLEOD)
ilililililllllllllllllllllll

It is hereby ag.eed by and between macbod's Phamaceuticab Ltd., the Principal lnvestlgato.,

Mahatma Gandhi Missions Medical colloge and Hospital And Grapecity Research Solutions LLP

here to as follows

1. The site ofthe trialwould be I\IGM MedicalCollego and Hospital, N-6, Cidco, Aurangabad - 431003,

I\raharashlra, lndia

2. The trial wjll be conducled as per lhe provision of 'Declaration of Helsinki'.

3. The Principal investigator will be paid a sum of INR 12000 includiflg overhead and Laboratory

lnvestigation Charges as per actualbillfor patient enrolled and as per the visits completed in the study.

No. of Vlsits Payment (Rs.)

Visit 1 20001-

Visii 2 2AOOI-

Visit 3 25001-

Visit4 2500t-

Visit 5 3000/-

Role and responsibilites of Dr Deepak Sadashiv Bhosle (Principal Investigator)

'l) To conducl the above referenced Studyas lhe Principal lnvostigator.

2) The Principal investigator has to complete 20 pationts. The number of palienls can be incleased by

Macleod's Pharmaceuticals Ltd.

3) The recrultrnent period foa the study is one months. The sponsor expects a total of 20 patients from the

site during the recruitment period. Any changes in achieving the target enrolmenl would have to be

discussed among allthe 4 signatories and deci6ions to be made accordingly.

4) The Principal investigator should be aware of, and should comply with, GCP and the applicable Ethics

committee requirements.

5) The investigator/Co - investigator should be available and permit monitoring and auditing by the

sponsor. and inspection by the appropriate aulhority

6) The investigator along with Co - investigator should ensureihat allpeBons assisting with the study are

adequately inrormed about the protocol,lhe investigational product(s), and theh trial'related dutios and

functions.

7) The investigator should conduct thelrial in compliance wilh ihe protocolagreed to bylhe sponsor and,

which was given app.oval/favoBble opinion bythe lEC.

8) The investigator should not implement any deviation from, or changes of the prolocol without

agreement by the sponsol and p or review and documented approvayfavorable opinion from the

IRB/IEC of an amendment, excepl where necessary/lp eliminate an immediate hazard(s) to lrial

subjecls,
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e)

10)

'11)

12)

PHARMACEUTICALS 111ililililililil1ililililil
LIMITED

The lnvestigator/Cc lnvestigator is responsibte for obtaining and documenting informed consent, the
investigator should comply with lhe applicabie regulatory requirement(s), and shoutd adhere to GCp
and to the elhical principles that havelhekorigin in the Oeclaration ofHelsinki.
All serious adverse events (SAES) should be reporled immediatoly to the sponsor except for those
SAES lhat the prolocol or other document (e.g., tnvestigato/s Brochure) identiites as nol needing
immediato reporting. The immediate reports shoutd be folowed prompUy by detaited, writen reports.

Macleods Pharmaceuticals Ltd. would like to have intermiltent report every as required during lhe
course of the study.

Macleods Pharmaceulicals Ltd, would like lo have all lhe documenls of investigations such as
completed case record forms, completed informed @nsent, investigation reporls (l.e. source
documents)-if any, trial report - with signature and stamp of the invesligator

Contenls of the @port during the clinical tdat should not be evealed to any other company in lndia or
outside lndia without wriiten permission from Macleods pharmaceuticats Ltd.

13)

14) The data obtiained durlng the t al could not be published by the principal investigator wherein
Ivlacleods Pharmacouticats Ltd. shoutd be acknowtedged. I\Iacleods pharmaceuticals Ltd. wil have the

rightlo use this research paper.

15) ln case lhe Principal lnveslgator fails to recruit lhe agreed number of patients within lhe discussed and

agreed timelines then the Principat lnvestigator/Site will only be eligible for the payment for the number
ofpalients who are enrotled in the study.

16) Dala obtained from lhe trialshoutd not be used forany other further comparison studies.
1 7) Underlaking will be taken from each member of invesligating team (other than employees of l\/acleod,s

Phermaceuticals LTD.) expressing total secrecy during & afler rosearch vis_a_vis the products

mentioned above,

Role and responsibilities of Macleod's pharmaceuticats Ltd
1) The sponsor is responsible for implementing and maintaining quality assurance and quality control

systems with written SOPS and Uaining lo ensure that triats are conducted and data are generated,

documented (recorded), and rcported in compliance with lhe protocot, GCp, and the applicable
regulatory requirement(s).

2) The sponsor is responsible for securing agreement from all involvod parties inctuding Co-investigator,

Hospital etc.

3) The sponsor is responsible to provide appropriately quatified individuals to carry out the overa
conduct of the study, to handte lhe data, to verify the dala, to conducl the statistical analyses, and to
prepare the lrial reports.

4) The sponsor will be responsibte for providing insurance to the sludy subjects and lndemnific€tioo to
the entke sile and any other services provider who w t be pad of the sludy.
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5) The sponsor will be responsibte for supplying the investigato(s)/institution(s) with lhe investigational
product(s).

6) The sponsor wil be responsible for monitoring and audjling ofthe study.

It is herebyagreed byand belween Macleod,s pharmaceuticals Ltd, crapecity Research Sotutions LLp,
IVGIV Medical Coltege and hospilal and Dr Deepak Sadashiv Bhosle (principal lnvestigatoD ; a the temsand conditions as mentioned in lhis agreement

Name: Dr. Ashish Mungantjwar

Designation: President -Mectical Services
Address: Ivlacleods Fharmaceuticats Ltd.
G-2, I\rahakati Caves Road,

Shanti Nagar, Andheri (Eas1),

Itlumbai- 400 093.

kLY
Signature

Nam6: Dr. Rajendra Bohra

Designalion - Dean

Address: MGM MedicatColtege and
Hospital, N-6, Cidco, Aurangabad

431 003, Maharashtra, lndia

Signature

Name: Or Deepak

Sadashiv Bhosle

Principal lnvestigalor

Addre6s: MGtlt l\,4edicat

College.and Hospital, N-6.

Cidco, Aurengabact -

431003, Maharashtra, lndia

Signature

Dr SushitChaudhary

Designalion-DirecloF crapecity

Re;earch Solutions LLp.

Address: MGM Medicat Coltege

and Hospitat, N-6, Cjdco,

Aurangabad - 431003,

IVaharashtra, tndia
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CLINICAL TRIAL AGREEMENT

Dabr 21.04.2017

An agreement made in lvlumbai between Macleod's Pharmaceulicals Ltd, (also called the sponsoo G-2,

Mahakali Caves Road, Shanti Nagar, Andheri (East) Mumbai -400093, lndia

AND

I Dr PBshant Darakh ltilBBS, DNB (Urology) Gandhi lvlisslons medical colege & Hospila , N6 Cidco,

A!rangabad, 4310003 (MH), lNDlA.

ANO

crapecily Research Solutions LLP, a legal entity, having its registered ofiice at Block no. 2, Prakash

Housing society, Thergaon, Pune-411033. I\Iaharashtra, lndia. duly represented by Dr Sushil R Chaudhary

hereinaftea referred to as '_ Grapecity Research Solutions LLP .'
AND

Mahatma Gandhi Missions l\,4edical College and Hospital, N-6, Cidco, Aurangabad _ 431003, Maharashtra,

lndia.

Whereas Macleod's Pharmaceuticals Ltd wishes to conduct the following Study with Dr Prashant

Darakh as the Principal lnvestigato.:

l. Titl6: An open label, Prospective, Comparalive, Randomized, Clinical Study evalualing efficacy and

safety of Treatment A (Tamsulosin 0.4 mg lrodified relea6e Capsule) Versus Treatnont B (FDC of

Deflazacort 30 mg Plu6 Tamsulosin 0.4 mg Tablet) in the Patients with ureteral stone.

Protocol No.: CT-203-TaDa(F)-2016

2. The objeclive of the lrial is to compare lhe safety and eflicacy of T.eatment A (Tamsulosin 0.4 mg

Modified release Capsule) Versus Treatmenl B (FDC of Deflazacorl 30 mg PIus Tamsulosin 0.4 mg

Tablet) in patients with ureteral stone. /!.
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No. of Visiis Paymenl (Rs.)

Visit 1 4000/-

Visit 2 4000/-

Visit 3 4000/-

rilACL=ODIPHARMACEUTICALS ililililililillllllllllllll
LIMITED

It is hereby agreed by and between Macleod's Pharmaceuticals Ltd., the Principal lnvestigator,

Mahatrna Gandhi Missions Medical College and Hospital And G.apeclty R6oarch Solutions LLP

1. The site oI lhe tdal would b6 MGM i/edical College and Hospital, N-6, Cidco, Aurangabad - 431003,

Maharashtra,lndia

2. The trialwillbe conducted as perlhe provisjon of'Declaration ofHelsinki'.

3. The P ncipal investigator will be paid a sum of INR 12000 including overhead and Laboraiory

lnvesligation Charces as per actualbillfor patientenrolled and as per lhe visits compleled in the study.

Role and responsibilities of DrPrashant Darakh (Principal lnvestigato4

1) To conduct the above referenced Study as lhs Principal lnvestigator.

2) The Principal invesligator has to complete 20 patienls. The number of palienls can be inc.eased or

decreased by Macleod's Pharmaceuticals Ltd.

3) Th6 recruitment period for the study is one month. The sponsor expects a totalof20 patients from the

site during lhe recruitnent period. Any changes in achieving the target enrolment would have to be

discussed among all the 4 signato es and decisions to be made accordingly.

4) The Principal investigator should b€ aware ol and should comply with, GCP and the applicable Ethics

committee requiremenls.

5) The investigalor/Co - invesligator should b€ available and permit monitoring and auditing by the

6ponsor, and inspection by the appropriato authority

6) The invesiigator along with Co - investigator should ensure lhat all persons assisting with th6 study ar6

adequalely informed about the protocol, the investigational product(s), and their trial-related duties and

functions.

7) The invesligator should conductthe kialin compliance with the protocolagreed to by the sponsorand,

which was given approvaufavorable opinion bythe IEC.

8) The invesligator should not implement any deviation from, or changes of the protocol without

agreement by the sponsor and prior review and documented approvayfavorable opinion from the

IRB/IEC of an amendment, except where necessary to oliminate an immediate hazard(s) to lrial

subjects,

9) The lnvestigalor/Co- lnvestigator is responsible for obtaiiilg and documenting infomed consent, lhe

investigator should comply with the applicable regulatory requkement(s), and should adhere to GCP

and to the ethical principles that have their origin in the Declaration ofHelsinki.
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All sedous adverse events (SAES) should be reporled immodiately to the sponsor excepl for those

SAES that lhe protocol or olher document (e.9., lnvestigato/s Brochure) identifes as not n€€ding

immediate reporting. The immediate reports should be followed promptly by detailed, written reports.

I\racloods Pharmaceuticals Ltd. would like to have intermitient report every as required dufing the

course of lhe study.

IiIACLEOD)

10)

11)

'12) I\racleods Pharmaceuticals Ltd. would like to have all the documents of investigations such as

completed case record form6, completed informed consenl, investigation reports (i.e. source

13)

14)

documenls)-if any, trialrcport - with signature and stamp of the investigalor

Contents of the report during the clinical tial should not be revealed to any other company in tndia or

outside lndia without written permission ftom Macleods Pharmaceuticals Ltd.

The data obtained during the trial could not be published by the principal investigator wherein

Ivacleods Phamaceuticals Ltd. should be acknowledged. lllacloods Pharmaceuticals Ltd. willhavethe

right to use lhis @search paper.

1 5) ln c€se the Principal lnvestigalor fails to recruil lhe agroed number of patients within the d;scussed and

agreed timelines lhen the Principal investigator/Site willonly be eligible for the paymont for lh6 number

of palients who are enrolled in the study.

16) Dala oblained from lhe trialshould not be used for any other furlher compa son sludies.

1, Underlaking willbe taken from each member of investgating team (other than employoes of Macleod's

Pharmaceuticals LTD.) expressing lotal 6ecrccy dudng & afrer research vis-a-vis lhe products

mentioned above.

Role and responsibilities of Macleod's Pharmaceuticals Ltd

1) The sponsor is responsible for implementing and maintaining qualily assurance and quality control

systems with written SOPS and training to ensure that trials are conducted and data are generated,

documented (recorded), and reported in compliance with lhe protocol, cCP, and the applicable

regulatory requiremenl(s).

2) The sponsor is responsible for securing agreement from ail involved parties including Co-investigator,

Hospitaletc.

The sponsor is responsible to provide appropriately qualified individuals lo carry oul the overall

conduct ofthe study, to handle the data, to verify the data, to conducl lhe 6tatisiical analyses, and to

prepare the lrial reports.

The sponsor will be responsible for providing insurance to the study subjects and lndemnification to

lhe entire site and any other seNices provider who will belart of the study.

The sponsor will be responsible for supplying the investigalo(s)/institution(s) with lhe investigational

product(s).

The sponsor will be responsible for moniloring and auditing of the study.
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It is hercby agreed by and between lvlacleod's Pharmaceuticals Ltd, Grapecity Research Solutions LLP'

MGM lvledical College and hospital and Dr Prashant DaIakh (Principal lnvestigatoo to all the tems and

conditions as mentioned in this agreement

Name: Dr. Ashish Mungantiwa.

Designationi President -luedical Services

Addressi Macleods Pharmaceuticals Lid.

G-2, I\,4ahakali caves Road,

Shanti Nagar, Andheri (East),

It'lumbai - 400 093.

[tv]
Signature

Namo: Dr. Rajendra Bohra

Designalion - Dean

Address: I\IGIV l\/edical College and

Hospital, N-6, Cidco, Aurangabad -

431 003, Ivlaharashtra, lndia

Name : Dr Prashant Darakh

Principal lnvestigalor

Address: MGM lledical

College and Hospital, N-6,

Cidco, Aurangabad - 431003,

Maharashtra,lndia

Signature

Dr SushilChaudhary

Designation-Dkector- Glapocity

Research Solutions LLP.

Addressr MGM Medicalcollege

and Hospiial, N-6, Cidco,

Au6ngabad - 431003,

Maharashtra, lndia
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CLINICAL TRIAL AGREEIT4ENT

Date: 21 04 2017

An agreement made in lvlumbal belween Macleod's Pharmaceuticals Ltd, (atso ca led the sponsor) G-2,

[4ahakaliCaves Road, Shanti Nagar, Andheri(East) [.4umbai 400093 tndia

AND

Dr Rajendra Bohra (lVBBS, [4S ENT) al [,4cM lr4edicalCottege and Hospitat, N-6, Cidco Au€ngabad -

431003, trlaharashlra, lndia

AND

Grapecity Research Solulions LLP, a legal enlity, having its regislered offce at Block no. 2, Prakash

Housing socrety Thergaon Pune 411033. Ivlaharashtra, lndia. duly represented by Dr Sushit R Chaudhary

herelnafter referred to as ' Grapecity Research Solutions LLP .'

ANN

Dr Pravin Suryawanshi (Deputy Dean), Nlahalma Gandhi l\,lissions l\,ledicat Cottege and Hospitat, N-6,

Cidco Aurangabad - 431003, N,4aharashtra lndia

Whereas tr/acleod's Pharmaceulicals Ltd wshes to conduct the following Sludy wjth Dr. Rajendra Bohra as

lhe Principal lnvestigator:

L. Tille: A Two arm, Comparative, Parallel, Randomized, double bllnd double-dummy Clnical study to

eva uate and compare the efficacy and safely of Cefrine (combination of cefdinir 300 mg + taclobacilLus

60 million cells) Capsule versus Cefuroxime 250 mg Tablet in the ireatment of paiients wiih Upper

Respiralory Tract lnf ecilons

Protocol No.: CT-21 1-CELA(F)-2o16

2. The objeclive of the trial is to compare the safety and efficacy safely and efficacy Cefrine (combinalion of

cefdinir 300 mg + lactobacillus 60 million cells) Capsule versus Cefuroxime 250 mg Tablet in the treatmeni

of palients with LJpper Respiratory Tract lnfections.
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It is hereby agroed by and belween Macleod's Phamaceutlcals Ltd', the P.incipal lnvestigator,

Mahatma Gandhi Missions Medical College and Hospltal And Grapecily Res€a.ch Solutions LLP

1. The site of the trial would be MG[il lt/]edical College and Hospital, N_6, Cidco, Aurangabad _

431003, I\,4aharashtra, lndia

2. The trial will be conducted as per th6 provision of'Declaration of Hel6inki'.

3. The Principal investigalor ll be paid a sum oflNR 12000 plus Laboralory lnvesligalion Charges

per patient onrolled and as per lhe visits completed in the study

No. of Visits Paymenl (Rs.)

Visit I 4000/-

Visit 2 4000/-

Visit 3 4000/-

Role and responsibilities of Dr. Rajendra Bohra (Principal lnvestigator)

1) To conductthe above refelenced Study as lhe Principal lnvestigator.

2) The Principal investigator has to complete 20 patients. The number of patients can be incrcased by

I\,lacleod's Pharmaceuticals Ltd.

3) The recruitmenl poriod for the study is one months. The sponsol expects a total of 20 pa{ents from the

sile during tho recruitment period. Any changes in achieving the target enrolment would have to be

discussod among all Iho 4 signato ss and decisions to be made accordingly.

4) The Principal investigator should be aware of, and should complywith, GCP and the applictble Ethics

committee requirements.

5) The investigator/Co - investigalor should be available and permit monitoring and auditing by the

sponsor, and inspeclion bylhe appropriate authority

6) The investigator along with Co - investigator should ensure that all percons assisting with he sludy are

adequalely informed about the protocol, the invosiigationalproduct(s), and their i al-related duties and

functions.

4 The investigator 6hould conduct the trial in compliance wilh the protocol agreed to by the sponsor and,

which was given approvaufavorabb oftiion by lhe lEC.

8) The investigator should not implement any deviation flom' or changes of the potocol without

agreement by the sponsor and pdor review and documented approval/favorable opinion from the

IRB/IEC of an amendment, except wherc necessary to eliminate an immediate hazard(s) to t al

subjects.
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investigator should comply with the applicable regulatory requkement(s), and should adhere to GCP

and to the ethical principles that have their origin in the Declaration of Helsinki

All serious adverse events (SAES) should be reported immediately to the sponsor except for those

SAES that the protocol or other document (e.9., lnvestigator's Brochure) identifies as not needing

immediate reporting. The immediate reports should be followed promptly by detailed, written reporis.

Ivlacleods Pharmaceuticals Ltd. would like to have intermjttent report every as required during the

course of the study.

rila(tEoD)
ilililililililil1ililil11111

10)

11)

12) lMacleods Pharmaceuticals Ltd. would like 10 have all the documents of investigations such as

completed case record forms, completed informed consent, investigation reports (ie source

documents)-if any, trial report - with signature and stamp of the investigato.

13) Contents of the report during the clinical trial should not be revealed to any other company in lndia or

outside India wiihout written permission ftom Macleods Pharmaceuticals Ltd.

14) The data obtained during the tial could not be published by the principal investigator wherein

I\,,lacleods Pharmaceuticals Ltd- should be acknowledged. Macleods Pharmaceuticals Ltd will have the

right to use this research paper.

1 5) ln ca6e the Principal lnvestigator fails to recruit the agreed number of patients within the discussed and

agreed timelines then the PrinciPal lnvestigator/Site willonly be eligible for the paymentfor the number

of patientswho are enrolled in the study.

1 6) Data obtained from the tflal should not be used for any other further comparison studies.

17) Undertaking willbe taken from each member of investigating team (other than employees of luacleod's

Pharmaceuticals LTD.) expressing total secrecy during & after research vis_a_vis the products

mentioned above.

Rols and responsibilities of Macleod's Phamaceuticals Ltd

1) The sponsor is responsible for implementing and maintaining quality assurance and quality control

systems with written SOPS and training to ensure that trials are conducted and data are generated,

documented (recorded), and reported in compliance with the protocol, GCP, and the applicable

regulatory requirement(s).
2) The sponsor is responsible for secu.ing agreemeni from all involved parties including Co-investigator,

Hospital etc.

3) The sponsor is responsible to provide appropriately qualifed individuals to carry out lhe overall

conduct of the study, to handle the data, to verify the data, to conduct the statistical analyses' and to

prepare the trial reports.
4) The sponsor will be responsible for providing insurance to the study subjects and lndemnification to

the entire site and any other services providerwho will be part of the study.

5) the sponsor wil! be responsible for supplying the investigator(syinstitution(s) with the investigational

product(s).

6) The sponsor will be responsible for monitoring and auditifrg ofthe study.
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ililililililililililililil11

It is hereby agreed by and between lllacleod's Phamaceuiicals Ltd, Grapecity Research Solutions LLP,

I1,4GI\,4 l\Iedical College and hospital and Dr. Rajendra Bohra (Principal lnvesligatoo to all the terms and

conditions as mentioned in this agreement

Is^/y

Namo: Dr. Ashish Mungantiwar

Designalion: President -Medical Selvicer

Address: I\Iacleods Pharmaceuticals Ltd

G-2, I\,4ahakali caves Road,

Shanti Nagar, Andheri (East),

I!,lumbai- 400 093.

Signature

Name: Dr Rajendra Bohra

Pfincipallnvestigator

Addross: MGlvl Medical College

and Hospital, N-6, Cidco,

Aurangabad - 431003,

Maharashtra,lndia

Signatory

Dr Sushil Chaudhary

Designallon-DirectoF

G6peciiy Research

Solutions LLP.

Address; Block no. 2,

Prakash Housing society.

Thergaon, Pune-411033.

Maharashlra,lndia,

Signature

Name : Dr. Pravin Suryawanshi

Designation- Deputy Dean

Address: I\,4GM Medical College and

Hospital, N-6, Cidco, Aurangabad -

431003, Maharashtra, India

Page 4 of4

corpor.t. orlils l
3o4-Auanta Arcade, Mdro -Church Rodd,
Andheri(East), Mumba 400059, NDIA
Phone , + 9'l 99 66162804
Fax +91 99 99956599 /99956929
Webslt€, wvvw mac eodspharmd com
cN u242t9t1H989P1C051049

Rcrc.r<h Cerllrc :
G-9, Mahdka i Caves Road, Shant Nagar,
Andher (East), Mumbai 400 093,
IND A
Phone i-91 92 98306435/98314611
Fax , -91 99 2a304641

ra

a



MACLEODS
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Date:'18/03/2017

AnagreementmadeinMumbaibetweenMacleod,6PharmaceuticalsLtd,(alsocalledthesponsor)G-2,

Ivlahakali Caves Road, Shanti Nagar, Andheri (EaBt) Mumbai -400093' lndia

AND

Dr. Swati Shiradkar (M.B.B.S. M.D. - Consultant Gynecologist) at MGlMedical College and HospiGl'

N-6, Cidco, Aurangabad - 431003' l,Iaharashtra, lndia

AND

G€pecity Research Solutions LLP' a legal entity' having its registered office at Block no 2' Prakash

Housing society, Thergaon, Pune-411033. lvlaharashtra' lndia duly represented by Dr Sushil R Chaudhary

hereinafter referred to as '- Grapecity Research Solutions LLP ''
AND

Mahatma Gandhi l\rissions Medical College and Hospital, N-6, Cidco, Aurangabad _ 431003' Maharashtra'

lndie

Whereas Macleod's Pharmaceutic€ls Ltd wishes to conduct the following Study with Dr' Swati Shiradkar as

the Principal lnvestigator:

l. Tiile: A ProsPective, I\rulticentric, Phase lV Clinical Study evaluating safety and efficacy of Leuprorelin

3.5mg lnjectlon plus Enzomac Tablet (Trypsin 96 mg + Bromelain 180 mg + Rutoside Trihydrate 200 mg)

versus Leuproretin 3 smg lnjection in the treatment of patients diagnosiswth Endometrio6is

Protocol No.: CT-205-LEEN-2016

2. The objeotive of the trial is to compare the safety and efficacy safety and efficacy of Leuprorelin 3 smg

lniection plus Enzomac Tablet (Trypsin 96 mg + Bromelain 180 mg + Rutoside Trihydrate 200 mg) versus

Leuprorelin 3.smg lnjec'tlon in the treatment of patienls diagnosis with Endometriosis'

PHARMACEUTICALS il1ililililililililililililt
LIMITED

It is horeby agreed bY and

Mahatma Gandhi Missions

here to as follows:

between Macleod's Pharmac.uticals Ltd., the Prtncipal Investigator'

Medical College and Hospital And Grapecity Research Solutions LLP
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'1. The site of the trial would be [rGM [4edical College and Hospital, N-6, Cidco, AuEngabad _

431003, Maharashra, lndia

2. The trialwillbe conducted as perthe provision of'Declaration ofHelsinkl''

3. The Pdncipal investigator will be paid a sum of INR 14375 plus Laboratory lnvestigation Charges

per patient enrolled and as per the visits completed in the study'

No. of Visits Payment (Rs.)

Vislt 1 4125r-

Visir 2 5125t-

Visit 3 5125t-

Rolo and r*ponsibilitie6 ot Or. Swati Shiradkar (Principal lnvestigator)

1) To conduct the above referenced Study as the Principal lnvestigator'

2) The Pdncipal investigator has to complete 12 patients The number of patients can be increased by

Macleod's Pharmaceuticals Ltd.

The recruitment period for the study is one months' The sponsor expects a totalof 12 patients from the

site during the recruitment period. Any changes in achieving the targei enrolment would have to be

discussed among allthe 4 signatories and decisions to be made accordingly'

The Principa| investigator should be aware ol and should comp|y with, GcP and the applicable Ethics

committee requirements

The investigator/Co _ investigator should be available and permit monitoring and auditing by the

sponsor, and inspection by the appropriate authority

The iflve6tigator along with Co'investigator lhould ensurethat allpersons assisting wilh the study are

adequately informed aboutthe protocot, the investigational product(s), and thefu trial-related dulies and

functions.

Theinvestigatorshouldconductthetrialincompliancewiththeprotocolagreedtobythesponsorand.

which was given apPrcvalfavorable opinion by the IEC

The investigator should not implement any deviation from' or changes of the protocol without

agreement by the sponsor and prior review and documented approval/favorable opinion from ihe

IRB/IEC of an amendment, except where necessary to eliminate an immediate hazard(s) to t al

subjects,

The lnvestigator/Co_ lnvestigator i6 responsible for obtaining and documenting informed consent' the

investigator should comPly with the applicable regulatory rcqukement(s)' and should adhere to GCP

and to the ethical principles that have theh odgin in the Beclaration of Helsinki
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10)

the sPonsor except for those

Alt se ous adverse events (sAEs) should be reponeo rmtr'':':':]-:: 
-:: I,i-r,r-. as not neeoing

#" i[];;"6 or other doc,ment (e's ' rnvestisatois-Brochu::]l::ili:""-il":',"r"-".

11)

sAEs that the protocol or ou'Er "--'"'-"' ' 
"r,o 

* 
"ll"red 

promptly by detailed' written rePorts'

immediate rcpoffng' The immediate repo'ts sh

Macleods Pharmaceuticals Ltd' would like to;ave intermittent report every as required during the

;:::""::'1".:H:"""'"ars Ltd' wourd rike to have * .n" 
T"T.::::::":'.:*t;1"::

such as

source12) Macleods Pharmaceuule'|' "" "-_- 
i* infomed consent, investigation reports (.e.

completed case recold foms' compl€

,#;;.;, "' 'eport-with 
sisnature and **l:t* :]:"i':^"t:

,., :"fi1?':lfiTJ:1ffi;J#;;; ";;,:::::.::::::::ll 
o'ihe'r companv in rndia or

;J";;-'.;'i -t-en-permission f rom Macr*" 
lf i''11Y" ^tll.

il:':::':#ffi' lj;;' ;" ;;;;;; ";; 
* *1':l""t l:"..::i::: ::::l':11 ,:ln:14) The data obtaineo ounng "" "" *_,1"*no**ned. 

Macleods Pharmaceuticals Ltd' willhave the

Macleods Phamaceuticals Ltd' should be

course of the study'

dght to use this research paper' 
- ' ' -ecruit the agreed number of patients within the discussed and

15) lncasethePrincipatlnvestigatorfailstorecru[meag'Ewrreiiw'--:;rh".,,mentforthenumber
'"' ;"";" ';;;n 

the P;ncipal lnvestigator/site will onlv be eligible for the pavment

of patients who are enrol'"d'l tn:.*::.,""0 
tr any other further comparison stdies'

16) Data obtained from tn" tni' "n"''1:o]:;0", of investigating team (other than emplovees of Macleod's

17) undertakins willbe t** n"'"":li:T"";;;;*--" 
after research vis-a-vis the products

Pharmaceuticals LTD ) expressing totr

mentioned above

Rolg and respoGibilities of Macleod's Pharmaceutlcals Ltd

;'";;;;;"", s responsbe ":,y:**{* l:1":,i3:'::fi::'::r;ij i:"::"::;J::
systems with witten soPs and t6|nrng rc er.u;"" 

;;" p.to"or. ocp, and the appticabte

documented (recorded)' and rcported

,, ffJ$:["J;:]r"::"'lie ror securins asreement ftom arr invorved padies incrudins co-investisator'

HosPitaletc'

3) The sponsor is responsibre to provide appropriatery quarified individuals to carry out the overall

conduct of the study' to handle the da;' ;;erify the data' to conduci the statistical analvses' and to

prepare the trial reports ,,hieds and lndemnification to

4) The sponsor will be responsible for'providinq insuEnce lo the study subjeds and

the entlre site and any other services provider who will be part of the study'

o The sponsor wilr be ,""0o"",0," ", "uoorrn;he 
n6estigatorG)/institution(s) with the investigationar

Product(s).

, in" "r""*, 
** o" 

"sponsible 
for monito ng and auditing of the study'
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It is hereby agrced by and between Madeod's Pharmaceuticals Ltd' GEpecity Research Solutions LLP'

MGM llledical college and hospital and Dr. swati shiradkar (Principal lnvestigator) to all lhe terms and

@nditions as mentioned in this agreement

MACLEODS

/, *L

-yA-V-#",-ryt-
Name: Dr. Ashish Mungantiwar

Designation: President -Medical Service

Address; I\racleods Pharmaceuticals Ltd

G-2, Mahakali CavesRoad,

Shanti Nagar, Andheri (East)'

[Iumbai- 400 093

vv
Signature

Name : Dr. Rajendra Bohra

Designation- Dean

Address: MGM l\Iedical College and

Hospital, N-6, Cidco, AuEngabad -

431003. Maharashtra, lndia

Name : Dr. Swati Shiradkar

Address: MGM Medical College

and Hospital, N-6, Cidco'

Aurangabad - 431003,

Maharashka, lndia

MACLEOD}
ililililililillillllllllllll

Authorized Signatory

Dr SushilChaudhary

Designation-DirectoF

Grapecity Research Solutions

LLP.

Address: Block no. 2, Prakash

Housing society, Thergaon'

Pune-411033 Maharashtra,

lndia.
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Stud-v Code Dl 699C00001
Stud-v Site Number: -1524

CI,INIC A L STIJ'DY ACREEMENT

between

ASTRAZENECA PHARMA INDIA LTD

Block N1, l2th Floor,

Manyata Embassy Business Park,

Rachenahalli, Outer Ring Road,

Bangalore 560045, Karnataka, INDIA

Phone: +91-80- 61748600" Fax: +91-80- 61148851

And

Nlahatma Gandhi Mission Medical College & Hospital,

N-6 CIDCO, Aurangabad-43 I 003 Maharashtra, India

And

Dr. Prashant P. IJdgire

Assistant Professor Departrnent of Cardiology, Mahatrna Gandhi Mission Medicai College & Hospital,
N-6 CIDCO, Aurangabad-43 1003 Maharashtra, India

Phone Number: 9503 I 81 I 1 I

STUDY NAME: A Study to Evaluate the Effect of Dapagliflozin on Incidence of Worsening Hearl
Failure or Cardiovascular Death in in Patients lvith phronic Heart Failure with Reduced Ejection
F-raction.

STUDY CODE: Dl 699C00001

STIIDY SITE NIJMBER: 3524

Master Cllinical Sh-rd.r Agreement (CSA) wrth Institution and Investigator
Version: 1 0 Date 3 November 2016
Loca} versionr I 0 Local version date. 21 March 2017



Study Code: D1699C00001
Study Site Number'. 3 524

CLINICAL STLTDY AGREEMENT
PARTIES

(1)AstraZeneca Pharma lndia Ltd, a compan)/ incorporated in India, whose registered office is at

Block N1. 12th Floor, Manyata Embassy Business Park, Rachenahalii. Outer Ring Road,

B angalore-5 6 004,5, Karn ataka, India (the "Company");

(2)Mahatma Gandhi Mission Medical College & Hospital, N-6 CllDCO. Aurangabad-431003
Maharashtra, India (the "Institution"); and

(3)Dr. Prashant P. Udgire, Assistant Professor Department of Cardiology, Mahatma Gandhi Mission
MedicalCollege & I{ospital, N-6 CIDCO, Aurangabad-431003 Maharashtra.India
(the "Principal Investigator"),

together the "Parties" and each a "Partv""

I}ACKGROUND

(a) The Company intends to conduct the Stud_v

(b) The Institution has the appropriate facilities and personnel, and the Principal Investigator has

the necessary qualifications, training, experience and expertise. to conduct the Study"

(c) Ihe Company wishes to engage the Institrtion and the Principal Investigator to conduct tlie
Study on its behalf.

EFFECTIVE DATE

The eiTective date of this Agreement shall be the date on which the last of the Parties signs this
Agreement.

AGREED TERMS

1. DEFINITIONS

lJnless otherw'ise specifically provided in this Agreement, capitalised terms shall have the meanings
set forth in Appendix A.

2" CONDUCT OF THE STUDY

2.1 The Company hereby engages the lnstitution and the Principal Investigator to conduct the
Study.

2.2 The Institution and the Principal Investigator shall conduct the Study at the Study Site in
accordance with this Agreement, the Protocol and all Applicable Laws.

2 (26)



Studl L-ode. Dl 699C00001
Studv Site Number: 3524

2.3 The Institution andlor the Principal Investigator will not deviate from the Protocol unless
in order to eliminate an immediate hazard to Subjects. The Institution andlor Principal
Investigator shall promptly notifu the Company upon becoming aware of the deviation.
The Company andlor Principal Investigator will notiff the Ethics Committee of deviations
in accordance with Applicable Laws.

RESPONSIBILITIES OF THE COMPAI{Y

AstraZeneca AB, a company incorporated in Sweden whose registered office is at SE-151 85

Sodertiilje, Sweden has assumed the role of sponsor of the Study, and has engaged the Company
to conduct and manage the Study in accordance with this Agreement, the Protocol and
Applicable Laws, and has authorised it to enter into this Agreement.

RESPONSIBILITIES OF TITF', PRINCIPAI II\TVESTIGATOR

T'he Principal Investigator shall be responsible for the da,v-to-day conduct of the Study.
including training, leading and supen,ising Study Site Staff.

The Principal lnvestigator shall:

4.2.1. ensure that he/she is appropriately qualified by training and expeftise, and obtain
and maintain all contractual, regulatory and ethical approvals, notifications and
authorisations required (including approvals from entities by which helshe is
employed or to which he/she is affiliated), to enter into this Agreement and conduct
the Study in accordance rvith Applicable l-aws (and provide evidence of the same

to the Company on request);

4"2.2. provide, or ensure that the Institution provides. appropriately qualified Study
Site Staff, and ensure that they are supervised and are made aware o1-, and
comply with the terms of this Agreement, and, as appropriate, with the Protocol
and Applicable l-aws;

4.2.3" obtain and maintain all Frthics Committee approvals required forthe conduct of
the Study, keep the Clompany informed of the progress of all applications fbr the
same and provide Company with copies of such approval(s) on request"

4.2.4" ensure that any amendments 1o the Protocol are approved b1, the Ethics
Committee and/or the Regulatory Authoritv prior to implementation trl
accordance with Applicable l,aws, and ensure to maintain all approvals from the
relevant Regulatory Authority, if not instructed otherw.ise by Company;

4"2"5. once all necessary regulatory and ethical authorisations, notifications and

approvals have been obtained, use his/her reasonable endeavours to enrol the

target number of Subjects into the Study. However, the Subject enrolrnent
period may be extended or shortened and the number of Subjects that Institution

3.

4.

4.1

AA+L

j (25)



Studv Code: D1699C00001
Studv Site Number: 352,1

4.2.6.

4.2.1.

4.2.8.

and Principal lnvestigator may enrol in the Study may be changed, at the
Companl's sole discrction:

enslrre that informed consent is obtained from each Subject, and maintained" in
accordance with the Protocol and Applicable Laws, such consent to include
authorisation for the use and disclosure of the Subject's protected health
information jn accordance with Applicable Laws;

repoft to the Sponsor all Adverse Events in the form and within the time frame
set out in the Protocol and in accordance with alJ Applicable Laws;

provide such other assistance in connection with the Study as the Compan)' may
reasonably reqnesl from time to time: and

4.3

4.2.9. ensure that each subject: a) receives patient engagement communications and

ongoing studv communications promptly upon receipt by the Compan-v or its
Designee prior to Study Closure: b) receives the post study communications
provided by the Company or its Designee no later than 2 months after Study
Closure.

Principal Investigator and/or Study Site Staff may be invited to attend and participate in
meetings relating to the Study" The Parlies agree that there will be no additional
compensation for attendance or participation at such meetings by the Principal
Investigator or any Study Site Staff. If the Principal Investigator and/or Study Site Staff
are required to perfonn any addilional tasks, over and above those reqr-rired for the
conduct of the Study, the terms and obligations for the provision of such services shall be
subject to a separate agreement.

RESPONSIBILITIES OF THE INSTITUTION

5.1 'Ihe Institution shall:

5.1.1" provide appropriate premises, facilities and equipment for the StLrdy, including
the Study Site, and provicle such assislance, resources and cooperation as the
Company may reasonably request in connection with the Study;

5.1 .2. provide, or ensure that the Principal Investigator provides, appropriately
qualified Study Site Staff and ensure that they are made aware of, and comply
with, the terms of this Agreement, the Protocol, and Applicable Laws; and

5.1.3. notiJy the Company immediately if the Principal Investigator ceases to be
employed by or associated with the Institulion, or is otherwise unable to act or
continue to act as the Principal lnvestigator.

5.
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6. STI]DY DRUG AND MATERIALS

The Company shall use commercially reasonable efforts to supply (or procure the supply),
at no cost to Institution or Principal Investigator, the quantities of Study Drug required to
conduct the Study in accordance with the Protocol and Applicable Laws.

The Institution and the Principal Investigator shall ensure that the Study Drug is stored,
dispensed and administered under proper conditions and in accordance with the Protocol,
the Applicable Laws and, where relevant, the Company's instructions.

The Institution and/or Principal Investigator shall promptly report to the Company any
adverse findings in relation to any Study Drug delivered to it, and the Company shall take
such steps as are reasonably practicable in the circumstances to provide replacement
Study Drug or otherwise to minimise the impact on the Study. If the Company andlor any
Regulatory Authority deem that a recall of Study Drug is required, the recall strategy shall
be developed by the Company and followed by the Institution and the Principal
Investigator with strict regard to the requirements in terms of timing andlor any other
conditions imposed.

The Study Drug must be used only for the purposes outlined in the Protocol and, neither
the Institution nor the Principal Investigator shall use, supply or otherwise make available
any Study Drug for any other purposes, nor engage in any promotion or
commercialisation of Study Drug for any unauthorised indication.

The Principal Investigator shall maintain cgmplete and accurate records relating to the
Study Drug consistent with the Protocol and as required by Applicable Laws. At the
completion or termination of the Study or earlier termination of this Agreement all
remaining Study Drug shall, at the Company's option, be returned to the Company (at
Company's expense) or disposed of iri aicordance with Applicable Laws.

The Company will provide the Institution and the Principal Investigator with the
Materials required for the conduct of the Study. The Company shall retain all rights, title
and interest in and to the Materials r.rril6rr otherwise ugr.id by the Company in writing.
The Materials may only be used by the Institution, the Principal Investigator and the
Study Site Staffto the extent required for the conduct ofthe Study.

The Institution and the Principal Investigator shall be responsible for keeping any
Materials in good repair and in such condition as they were on the dale of delivery (fair
wear and tear excepted). The Materials shall be kept and operated in a suitable
environment and used only for the purpose for which they are intended, by trained staff in
accordance with any instructions provided by the Company.

At Study Site Closure or at Company's earlier request, lnstitution and Principal
lnvestigator shall promptly return all Materials to the Company, unless the Parties agree
that lnstitution or Principal Investigator shall acquire the Materials for their fair market
value. Any such acquisition of Materials shall be subject to a separate agreement between
the relevant parties.
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7 " STIIDY DOCI]MENTATION

The Institution and the Principal Investigator shall compile and maintain all Study
Documentation, the investigator study file (including but not limited to copies of CRFs,
data queries and Adverse Event reports (if applicable)) and all other documents required
under this Agreement, in accordance with this Agreement, the Protocol and Applicable
Laws.

The Institution and the Principal Investigator shall make the Study Documentation
available for the Company and the Regulatory Authorities in accordance with Applicable
Laws. The Study Documentation shall be retained for a minimum of fifteen (15) years, or
longer in accordance with the Applicable Laws, after the Study Closrue.

8. MONITORING AND AUDIT BY THE COMPANY

The Institution and the Principai Investigator shall permit the Cornpany or its Designee to
access the Study Site during normal business hours and on reasonable notice in order for
the Company to monitor that the Sludy has been and is being conducted in accordance
with the Protocol and Applicable Lar,vs.

The Institution and the Principal Investigator agree to cooperale fully u,ith the Ciompany
during monitoring and audits, including making all Study Documentation available for
review by the Company or its Designee (subject to reasorrable safeguards fcrr the
protection of personal data and medical confidentiality as set out in Clause 13).

The Institution and the Principal Investigator shall ensure that all questions and action
items arising from monitoring and audit pursuant to this Clause 8 are resolved within such
reasonable period as the Parties may agree"

INSPECTION BY THE REGI]LATORY A'I]TIIORITIES

9.1 A Parfy shall notifr all other Parties as soon as reasonably possible (and in any event
within two working days) following:

1"1

1.2

81

82

8.3

9.

9. r "1.

9.1.2.

receipt of any request from a Regulatory Authority for an inspection of the

Study Site (or the conduct of any inspection if without notice); or

receipl of any w'ritten or oral enquiries from a Regulatory Authority, regarding

any' aspect of the activities pursuant to this Agreement or the conduct of the

Sttrdy,

and shall provide copies of all associated correspondence with the Regulatory Authority.

9.2 To the extent reasonably practicable, the Institution and the Principal Investigator shall
al1ow the Company or its Designee to attend any inspection by a Regulatory Authority. If
the Company or its Designee are not allowed to attend any such inspection, the Institution
and/or Principal Investigator shall provide the Company with a detailed sunmary of the
Inspection as soon as reasonably practicable thereafter.
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93 The Institution and Principal Investigator shall notify the Company of any violation or
deficiency noted by a Regulatory Authority. The Parties shall cooperate with each other
in relation to the preparation ofany response.

PAYMENTS

10.1 In consideration of the services rendered under this Agreement, the Company sirall pay
the Institution and/or the Principal Investigator in accordance with Appendix B.

10.2 Payment will not be made until the Company has received an inr,oice or such any other
documentation as set out in Appendix B evidencing that the relevant services have been
completed. T'he Company shall pa-y any invoices w.ithin sixlv (60) days of the date of
receipt by the Company. PROVIDED T'IIAT if an1' amount included in the invoice is
disputed, the Cornpany shall not be required to pay the disputed amount until the dispute
is resolved in accordance with this Asreement"

10.3 The Pafiies acknowledge tliat tt 
" 

-r-or.,nts 

to be paid by the Company under this
Agreement are reasonable, represent fair market value and are for serv'ices actuallv
performed by the Institulion. the Principal lnvestigator and/or Study Site Staff for the
work under this Agreement and that neither the Institution, the Principal lnvestigator nor
the Study Site Staff have received any other compensation or inducement fiom the
Company in connection with the Agreement or their participation in the Study.

10.4 The Company shall deduct or r,vithhold from the amounts payable any taxes that it is
required by Applicable Laws to deduct or withhold. All payments made by the Company
under this Agreement are inclusive of value added tares, sales taxes or similar 1ares.'lhe
Institution will be responsible for all such taxes with respect payments under this
Agreement.

10.5 The Institution and the Principal Investigator shall keep and maintain accurate and
reasonably detailed financial records in connection with the activities performed under
this Agreement. Upon request, the Company shall have the right to audit such financial
records to test compliance with this Agreement.

INTELLECTUAL PROPERTY

I 1.1 Except as expressly set out in this Agreement, no Parqv shall acqr"rire any right, title or
interesl in or to the Intellectual Properry of any of the other Parties or their licensors.

lI.2 The Company shall own all rights and title in any Intellectual Property arising from the
Study or relating to the Study Drug, any Developed Technology and the Study
Documentation, except to the extent that the Institution and Principal Investigator are
required to retain any Study Docurnentation in accordance rvith GCP and the Applicable
Laws. The Institution and the Principal Invesligator shall promptly disclose any such
Intellectual Property- to the Company in writing or in such other format as the parlies ma_v

agree.

10.

11.
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11"3 To the extent capable of prospective assignment, the Institution and the Principal
Investigator hereby assign to the Company (or its Designee) all their rights, title and

interest in and to all lntellectual Property falling within Clause 11.2 above. To the extent

that any such Intellectual Property cannot prospectively be assigned, the Institution and

the Principal Investigator shall assign, and shall procrre that the Study Site Staff shall

assign, such Intellectual Property to the Company (or its Designee) on creation.

Il.4 The Institution and the Principal Investigator shall, and shall ensure that the Study Site

Stafftake all steps as the Company may reasonably require from time to time in order to
enjoy the full benefit of the rights assigned under this Clause 1 1.

11.5 The Company hereby grants to the Institution a perpetual, royalty-free non-exclusive
licence to use the Intellectual Properly arising only from the Study for internal research

and educational purposes only, and with no right to grant sub-licences. The provisions of
Clauses 12 and 14 of this Agreement shall continue to apply in relation to any such

licence.

12. CONT'IDENTIAL INFORMATION

l2.l Subject to Clauses 12.2 and 1.2.3, each Par! shall at all times keep confidentiai the

Confidential Information. Each Par[' shall safeguard the other Parfy's Conf-rdentja]

Information with at least the same level of care as it affords to its own Confidentral
Information, and shall not use any other Party's Confidential Information for any purpose

other rhan to perform its obligations under this Agreement. All Study Site Staff shall be

bound by obligations of confidentialiq' at least as restrictive as those contained in this
Agreement"

12.2 The obligations on each Parly set out in'Clause I2.1 shall survive tbrten (10) years afler
the expiry or termination of this Agreement, but shall not apply to any information which:

12.2.1. was in that Party's possession (with full right to disclose) prior to receiving it
from another Party-, as clemonstrated by writteu records;

12.2.2. is public knowledge otherwise than as a result of any breach of this Cllause or

any similar Clause in any other relevant agreement; or

12.2.3. it can demonstrate was developed independently without reference to the

Confidential Information, or was received from a third parly who had the right
to disclose such information in a non-confidential manner.

12.3 A Parfy may disclose Confidential Information to the extent required by a courl of
competent jurisdiotion, by a governmental, supervising or regulatory body, or otherwise

in order to comply with Applicable Laws (including freedom of information legislation),
provided always that (i) to the extent it is legally permitted to do so, the disclosing ParU
gives the affected Party as much notice of such disclosure as possible; and (ii) the

disclosing Party complies with the aflected Parfy's reasonable directions fbr taking legally
availabie steps to resist or namow such requirement (at the aff-ected Parry"'s reasonable
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expense) and'in any event restuicts the disclosure to only those parts of the Confidential
Information lawftlly required to be disclosed.

12.4 The Parties acknowledge that damages alone would not be an adequate remedy for the
breachof anyof thetermsof Clause 12,andthatintheeventof abreachorthreatened
breach the Party that initially disclosed the Confidential Information shall be entitled to
seek equitable relief and/or injunctive relief concerning any threatened or actual breach
(in addition to any other rights and remedies it may have under this Agreement or
otherwise).

13. PERSONAL DATA AND BIOLOGICAL MATERIALS

13.1 The Parties agree to comply with all Applicable Laws in relation to the protection of the
personal data of Sr.rbjects, the Principal Investigator and Study Site Staff. The Institution
and the Principal Investigator shall maintain appropriate technical and organisational
security measures to protect the confidentiality and securitv of Subjects' personal data.

13.2 The Institution and Principal Investigator shalj ensure that any collection. handling,
transportation and retention of Biological Materials in connection with the Study is
carried out in accordance with the Protocol, the informed consents of Subjects, and all
Applicable Laws and in such a way as to ensure that the securiry, integrity, quality and
identity of the Biological Materials is maintained at all times"

RTGHTS TO PUBLICATION

14"1 The Institution and the Principal lnvestigator shall be entitled to publish the results of, or
make presentations related to, the Study,'as indicated in this Section 14. if this Study is
part of a multi-centre clinical trial, Institution and Lnvestigator agree no1 to independently,
publish the results of the Study until first ocelrrrence of one of the following: (i) multi-
centre primary Pr-rblication is published; (ii) no multi-centre primary publication is
submitted within t\,vo years after conchision, abandonment, or tennination of the Study at
all sites; or (iii) Sponsor confirms in writing there will be no multr-centre primary
Publication. All such publications or presentations shall (i) be consistent rvith academic
standards and International Committee of Medical Journal Editors (ICMJE) guidelines,
(ii) not be false or misleading, (iii) comply with all Applicable Laws, (iv) not be made for
any commercial purpose"

14.2 The Institution and/or the Principal Investigator shall provide the Compan),rvith copies of
any materials relating to the Study, or the Developed 'fechnologies that either intends to
publish (or submit for publrcation) or make any presentations relating to, at least thirfy-
(30) days in advance of publication, submission or presentation.

14.3 At the request of the Company, the Institution and/or the Principal Investigator;

tr4.3.1" shall not include in or shall remove from any proposed publication any

Confidential Information- errors or inaccuracies: and

t4.
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14.3"2. shall \,\'ithhold publication, submission for publication or presentation fbr a

period of ninety (90) days from the date on which the Cornpany receives the
material to allow the Company to take such measures as the Company considers
necessary to preserve rts proprietary rights and/or protect its Confidential
Intbrmation.

14.4 The Institution and the Principal Investigator shall include the following
acknowledgement in all publications and presentations relating to the Study, the Study
Documentation or the Developed Technologies, as well as in any financial disclosure
information relating to the Study: "AstraZeneca sponsored this clinical trial." A cop1, of
any publications and presentations relating to the Study, the Stud-v Docu.mentation and/or
the Developed Technologies shall be provided to the Company on publication or
presentation. and the Company shall be entitled to make copies of and distribute the
publication or presentation as it considers necessary.

14.5 Sub-iect to Clause 14.4, no Pariy- shall mention or otherwise use the name, trade mark,
trade name or logo of any other Party in any publication, press release or promotional
rnaterial with respect to the Studl'without the prior written approval of such Purty;
provided, however, that the Company shall have the right to identifi the Institution, the
Principal Investigator and the responsible Study Site Staff in any Study recr:uitment
activities or other Study-related meetings.

14.6 The Company has a long-standing commitment to transparency, and the Institution and
the Principal Investigator acknowledge that the Sponsor shall post the Study on clinical
trial registries and publish the results on clinical trial results databases in sr:ch format
(including w'w.w.astrazenecaclinicaltrials.com). and/or provide such results to the
Regulatory Authorities and in accordance with Applicable Law.

11 .1 If the Company invites the Principal Investigator to be an author of a Cornpany-managed
publication, the Principal Investigator shall agree to comply with ICMJE authorship
criteria. The Principal Investigator shall direct, draft and/or revierv the proposed
publication, approve the final version of the publication to be published and retain full
responsibility for its content. Companv financial support for this research" any other
financial relationship with Company, as wetr1as any other relevant financialrelationships
as required by the journal or congress shall be disclosed in the publication. Any
authorship, medical writing, editorial or logistical support provided to the Frincipal
Investigator or the lnstitution by the Company in respect of publication shall be sub-iect 1o

the Company's publications policy, details of w,hich are available at
wvnw"astrazeneca.com. No compensation shall be provided in respect of any such
authorship.

15. INSURANCE AND INDEMNITY

15.1 Each of the Parties shall ensure that adequate provision is made by rvay of insurance or
indemnity arangements sufficient to meet their obligations and liabilities under this
Agreement and the Applicable Laws, in particular towards Subjects for personal injury
arising as a result of participatjon in the Shrdy.
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15.2 The Company agrees to indemnifli the lnstitution and the Principal Investigator against all
direct ccists, claims, liabilities" penalties or expenses (including reasonable legal tees and
disbursements), (collectively "Losses") arising out of or relating to the conduct of the
Stud.v.

i5.3 The Company's indemni["under Clause I5.2 will not apply to the extent that such l-osses
arise from or relate to (a) any breach of this Agreement or Applicable Laws by the
Institution and the Principal Investigator, or (b) any negligence, recklessness or willful act
or omission by the Institution, the Principal Investigator or the Study Site Staff in the
performance of their obligations under this Agreement.

15.4 If any third party makes a claim, ot notifies an intention to make a claim, against the
lnstitution or the Principal lnvestigator which ma], reasonably be considered likel,v to give
rise to a liabiliry* under this indemnity (a "Claim"), the Institution and/or the Principal
Inr,estigalor shalJ:

15.11.1. as soon as reasonably practicable, give written notice of the Claim to the

Company, specifoing the nature of the Claim in reasonable detail;

)5.4.2. not make any admission of liabili-ry-, agreement or compromise in relation 1o the

Cllaim without the prior written consent of the Company, such consent not to be

unreasonably withheld; and

15.4.3. take such action as the Company may reasonably request to avoid, dispute,
compromise or defend the Claim (including granting the Company full conduct
and control of the claim).

COMPLIANCE, TRANSPARENCY,
CONFLICTS OF'INTEREST

ANTI-BRIBERY, ANTI-CORRI]PTION ANI)

16.1 The Parties will ensure that neither thej,'nor any of their officers or employees, directly or
indirectly offer, make, accept or request any Payments or Transfers of Value to or from
any official or other person, that is intended or could be seen, to influence any decision to
obtain or retain business, to gain an improper advantage, or to induce such ofFrcial or
other person to perform a function in violation of any statute, rule, or regulation, including
but not limited to inducements, bribes, kickbacks and facilitation payments.

16.2 The Institution and the Principal Investigator warrant that neither they nor any of their
Study Site Staff have engaged in any conduct that has resulted or may result in a criminal
conviction, nor are currently excluded, debarred, suspended, or otherwise ineligible to
participate in the Study and/or goverrment health care programs in any country. The
Institution and the Principal Investigator agree to notify the Company immediately in the
event they become aware that they or any of their Study Site Staff are being investigated
by any Regulatory Authority.

16.3 The lnstitution and the Principal lnvestigator acknowledge and agree (and shall be
responsible for obtaining consent from the Study Site Staff) that the Company and/or its
Affiliates may store, use and publicly disclose information (including personal data) about

16.
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the lnstitution, the Principal lnvestigalor and the Study Site Staff and certain Payments or
T'ransfers of Value provided to them in relation to the Study as required by Applicable
I.aws. Certain Payments or Transfers of Value ma}, also be disclosed on public rvebsites.

16.4 The lnstitution and the Principal Investigator declare that neither the Principal
lnvesligator, nor any member of the Study Site Stafl is subject to any conflicting
obligations or legal impediments and/or has any financial, contractual or other interests in
the outcome of the Study that might interfere with the performance of the Study or that is
likely to affect the reliabilitl' and robustness of the data generated in the Study. The
Principal Investigator shall inform the Company immediately upon learning of the
eristence of any financial arrangemenl or interest between the Principal Investigator and
the Company.

16.5 If during the term of this Agreement or u,ithin 2 years of its termination the Principal
lnvestigator: (i) joins or parlicipates in any committee that sets formularies or develops
clinical guidelines, or (ii) is involved in any decision or recommendation relating to the
adoption of any products of the Company or its Affiliates for clinical use in any local or
national health care service, the Principal Investigator will disclose to such committee the
existence and nature of this Agreement and will tbllor,v the disclosure oblisations and
procedures set forth by the committee.

11. TERN{ AI\ID TERMINATION

1,1.1 This Agreement will remain in effect until (a) termination or completion of the Study,
close-out of the Study Site, receipt of all Study Documentation by the Company, and
completion of the obligations of the Parlies under the Protocol. or (b) earlier termination
in accordance with this Agreement.

17.2 Any Party may temrinate this Agreement with immediate effect at any time upon written
notice to all other Parlies if:

17.2.1. on reasonable grounds it believes the Study should cease in the interest of the
health, safety or well-being of Subjects;

11 .2.2. any Party or any of their employees, agents, or sub-contractors commits any of
the acts referrecl to in Clause 16.l or any offence under the applicable
transparency or anti-corruption laws in relation to this Agreement or the Study,
or any breach of the warranty given in Clarlse 16.2;

17.2.3. any other Party commits a material breach of any'of its obligations under the

Agreement and fails to remedy such breach (where possible) within thirb" (30)

days of written notice from a non-delaulting Pafu-; or

17.2.4. any step, application, order, proceeding or appointment is taken or made by or
with respect to any other Party for distress" execution, composition or
arrangement lvith creditors, winding up, dissolution, administration,
receivership (administrative or otherwise) or bankruptcy, if that Parly" is unable
to pay its debts or if any event occLrrs which, under the applicable law of any
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jurisdiction to which it is subject, has an effect similar to that of any of the

events referred to in this Clause 11.2.4.

)1.3 The Company may terminate or suspend the Study and/or terminate this Agreement
immediately for any reason whatsoever upon written notice to Institution and Principal
lnvestigator.

l7 .4 The Company shall have no liabiliry" to the Institution or the Principal Investigator for any
fees, reimbursements or other compensation or for any ioss, cost- claim or damage
resulting, directly or indirectly, from such termination. For the avoidance ol doubt.
(except in the case of termination of this Agreement as a resuh of an uncured breach of
this Agreement by the Institr.rtion or Principal lnvestigator) the Company shall, upon
receipt of invoices and other supporling documentation, pay to the Institution and/or
Principal Investigator all costs incurred and falling due for payment up to the date of
terrnination and all non-cancellable costs committed before receipt of notice of
termination, provided that such commitments are reasonable and necessarily incurred by
the Institution or Principal lnvestigator for the performance of the Study prior to the clate
of termination and agreed with the Companv.

)1.5 Upon notice of termination of this Agreement:

11.5.1" the Parties shall take all reasonable steps to minimise any inconvenience or
harm to the Subjects; and

11 "5.2. the Institution and the Principal Investigator shall:

11 .5.2.1 immediately -cease enrolment of Subjects jnto the Study; and

11.5.2.2 promptly provide to the Company al1 StLrdy Documentation (except
where reqLrired to be retained pursuant to Applicable I-aws), the
Company's Confidential Infbrmation and any Materials provided
by the Company in connection with the Study.

11.6 "l"he following Clauses shall survive the termination or expiry of this Agreement to the
extent necessary to presen/'e such rights and obligations: Clause 4.2.9 (Study
Communication); Clause 6 (Study' Drug and Materials): Clause 7 (Study Documentation);
Clause 8 (Monitoring and Audit by Company); Clause 9 (lnspection by the Regulatory
Authorities); Clause 10 (Payments), in respect of any rights to payment arising prior to
termination; Clause 11 (lntellectual Property); Cilause 12 (Confidential Information):
Clause 13 (Personal Data and Biological Samples); Clause 14 (Rights to Publication);
Clause 15 (Insurance and Indemnity); Clause 16 (Compliance, 'fransparency, Anti-
Bribery, Anti-corruption and Conf'Iicts of Interest); Clause 17.3 ('ferm and Termination);
and Clause 18 (General).

18. CENERAL

i8.i Force Nlajeure - No Partv shali be liable to any other for any delay or non-performance
of its obligations under this Agreement arising from any Force Majeure Event. In the
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event of a Parry being so delayed or prevented from performing its obligations, such Party
shall: (i) give notice in writing of such delay or prevention to the other Parties as soon as

reasonably possible, stating the commencement date and extent of such delay or
prevention, the cause of such delay or prevention and its estimated duration; (ii) use

commercially reasonable efforts to mitigate the effects of such delay or prevention upon
the performance of its obligations under this Agreement; and (iii) resume performance of
its obligations as soon as reasonably possible after the removal of the cause of the delay or
prevention.

18.2 Assignment, Subcontracting - The Principal lnvestigator and the Institution may not
assign, delegate, subcontract, sublicense or otherwise transfer any or all oftheir rights and

obligations under this Agreement without the prior written consent of the other Parties.

The Company shall be entitled to assign, delegate, sublicense or otherwise transfer its
rights and obligations under this Agreement to any Affiliate, any external service
providers such as contract research organisations retained to assist the Company in
managing and monitoring the Study, and to any successor in interest to all or substantially
all of the business to which this Agreement relates. The Company shall always have the
right to perform any or all of its obligations and exercise any or all of its rights under this
Agreement through any of its Affiliates. Any assignment in violation of this Agreement
shall be null and void.

18.3 No Partnership - Nothing in this Agreement shall create, or be deemed to create a

parLnership, joint venture, employer/employee, contractor/contractee, or other relationship
between the Parties other than the contractual relationship expressly provided for in this
Agreement.

i8.4 Waiver - No failure or delay by a Party to exercise any right or remedy provided under
this Agreement or by law shall constitute a waiver of that (or any other) right or remedy,
nor shall it preclude or restrict its furtlier exercise. In addition, no single o. pu.tiut exercise
of any such right or remedy shall preclude or restrict the further exercise of that (or any
other) right or remedy.

18.5 Construction - The Parties acknowleige and agree that they have reviewed, negotiated
and jointly drafted this Agreement and that it should be construed without regard to the
Party or Parties responsible for its preparation"

18.6 Invalidity - If any provision of this Agreement is held by any court or other competent
authority to be illegal, invalid or unenforceable in whole or in part, this Agreement shall
continue to be valid as to its other provisions, and if possible the affected provision should
be modified to the minimum extent necessary to make it valid, legal and enforceable.

18.7 Inconsistency - ln the event of any inconsistency between this Agreement and the
Protocol, the terms of the Protocol shall prevail with respect to the conduct of the Study
and the treatment of Subjects in connection therewith; in all other respects, the terms of
this Agreement shall prevail.

18.8 Notices - Any notice to be given by any Parly under or in connection with this Agreement
must be in writing and shall be: (a) delivered by hand or by courier; (b) sent by pre-paid
recorded (i.e. signed for) post; or (c) sent by fax, to the addresses set out at the start ofthis
Agreement or such addresses or numbers as may be notified to the other Parties from time
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to time. Notices sent in accordance with this Clause are to be deemed to have been
received (i) if delivered by hand or by courier. when left a1 the address referred to above;
(ii) if sent by post, three business days after posting; (iii) if sent by fax, when transmitted.

18.9 Entire agreement - This Agreement together with the Appendices (al1 of rvhich are
incotporated by reference) constitutes the entire agreement between the Parties with
respect to the sub.ject matJer of this Agreement and supersedes all prior agreements.
whether w'ritten or oral, with respect to that subject matter.

18.10 Amendments - Any amendment or modification to this A-greement must be in writing
and signed by authorised representatives of each Par1.v.

18.-l1 Counterparts - 'fhis Agreernent may be executed in two or more counterparts, each of
which shall be deemed an original and all of w.hich shall together be deemed to constjtute
one and the same agreement. l'he Parties agree that execution of this Agreement b-y

industry standard electronic signature softx'are and/or by exchanging PDF signatures shall
have the same legal force and effect as the exchange oforiginal signatures, and that in any
proceeding arising under or relating to this Agreement, each Par!, hereby waives any
right to raise any def-ence or waiver based upor-r execution of this Agreement by means of
such electronic signatures or maintenance of the executed agreement electronically,

tr8.12 Governing law - This Agreement and any dispute or claim arising out of or in connection
with it or its subject matter (including non-contractual disputes or claims) shall be
governed by and construed in accordance with the laws of India without r:egard to the
conflicts of larv principles thereof. The Parties irrevocably agree that the courls of India
shall have exclusive jurisdiction to settle any dispute or claim that arises out ol or in
connection with this Agreement or its sub.ject matter (including non-contractual disputes
or claims).

]9. SUB _ CONTRACTOR

The Institution and Principal Investigaior shall be permitted to use SMO as its Sub-
contractor to [manage Study Site staff, Investigator grant, Institutional overhead and
process payments made by AstraZeneca under this Agreement per APPENDIX B]. Except
for the foregoing, the Institution and Principal Investigator shall not engage or make use

of Subcontractors for the purpose of performing its obligations under this Agreement
except as expressly authorized by AstraZeneca in writing, provided that any such
authorization by AstraZeneca shall not be deemed to be a waiver of AstraZeneca rights
with respect to any failure of the Institution and Principal Investigator to conduct its
activities under this Agreement. Any such permitted subcontract shall be subject to the
applicable terms and conditions of this Agreement, including Clause 12, Clause 16,

Clause 77 and Clause 18, and, upon AstraZeneca request, the Instifution and Principal
Investigator shall require any such Subcontractor to enter into an undertaking, pursuant to
which the terms and conditions of this Agreement shall apply directly between such

Subcontractor and AstraZeneca prior to disclosing to such Subcontractor any of
AstraZeneca's Confidential Information; provided, however, that no such subcontract
shall release the Institution and Principal Investigator from any of its obligations under
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AGREED by the Parties on the dates indicated below.

SIGNED for and on behalf of

Signature

Narne; Tapankumar M Strah

Title: SNIM-India CoLrntry Head

SIGNED by
Principal Investigator

Name: |Q DgesH4^JT

Title: P l
PRnBrla KAk DDaTw

this Agreement except to the extent such obligations are satisfactorily performed by such

Subcontractor in accordance with this Agreement. The Institution and Principal
Investigator shall remain at all times responsible to AstraZeneca for the performance and

observance of all its obligations under this Agreement (including by Subcontractors)" The
Institution and Principal Investigator shall procure that all Subcontraetors comply with
this Agreement. The Institution and Principal Investigator shall adequately assess and

provide ongoing oversight of Subcontractors, in order to ensure that the Subcontractor

complies with this Agreement. The express reference to a Subcontractor in any provision
of this Agreement is for emphasis only and shall not mean that the absence of an express

reference to a Subcontractor in another provision means that the provision does not apply
to a Subcontractor.

SIGNED for and on behalf of
Mahatma Gandhi Mission Medical College

& Hospital, Aurangabad

\"ry
Signature

Name: PR. RhJGt{"DRft B" BOIIRB

Title: })€*N
Date:sw %lG Date: z-T fdu 2-6\1

Date 1Lf a+ I e_c 7 4

AstraZeneca Pharma India

16 (.26)



Study Code: DI699C00001
Stud-\, Site Number: 352:l

"Adverse Event" shall have the meaning set out ir
the Protocol.

"Affiliate" means any business entity that, directly
or indirectly through one or more intermediaries,
controls, is controlled by or is under common
control with, a Parfy, with "control" meaning in the
case of a company, direct or indirect ownership of
50o/o or more of the voting interest in such
company, and in the case of a parhrership the right
to a share of more than half the assets, or of more
than half the income of the partnership.

"Applicable Lalys" means all applicable
intemational, national, regional and local laws,
rules, regulations and guidance including without
limitation Regulatory Authority rules and
regulations, decisions and industry codes (including
any modification or re-enactment thereto)
applicable to the Study and the activities or
interactions under this Agreement, including Good
Clinical Practice, and all generally accepted
standards of good laboratory practice, good clinical
practice and good medical practice.

"Biological Materials" means arry human
biological materials, including but not limited to
blood, body tissue, plasma and any other material
containing human cells.

"Confidential Information" means (i) the terms of
this Agreement; and (ii) any busiless, employee,
patient or customer information or data in any form
which is disclosed or otherwise comes into
possession of a Party, directly or indirectly, as a
result of this Agreement and which is of a

confidential or proprietary nature (including,
without limitation, the Study Documentation, any
information relating to business affairs, operations,
products, processes, methodologies, formulae,
plans, intentions, projections, know-how,
Intellectual Properfy, trade secrets, market
opporhmities, suppliers, customers, marketing
activities, sales, software, computer and
telecommunications systems, costs and prices, wage
rates, records, frnances and persomel).

"Case Report Form" or "CRF" means a printed
document ("pCM"), optical or electronic document
("eCIUt") or database designed to record all of the
information to be reported to the Company on each

Subject, as required by the Protocol.

APPENDIX A - DEFINITIONS

"Designee" means any person desigrrated by the
Company in writing who undertakes activities on
behalf of the Company in relation to the Study,
which may include an Affiliate.

"Developed Technology" means any inventions,
discoveries, improvements or developments made
by the Institution, the Principal Investigator or any
Study Site Staff (whether solely or jointly with
others) in the course of or as a result of the Study
and that are directly related to the Study Drug, or
the use thereof.

"Ethics Committee" means the independent
institutional, regional, national'or supranational
committee or review board-responsible for ensuring
the protection of rights, safety and well-being of
human subjects in a clhical study, and for
reviewing and approvingiproviding an opinion on
the Protocol, the suitability of the investigator(s),
the Study Site(s), the Subject recruitment materials
and methods, and informed consent forms.

t'Force Majeure Event" means any circumstance
beyond a Parfy's reasonable control, including acts
of war or other action of military forces, terrorism,
riot, civil commotion, sabotage, vandalism,
accident, fire, flood, acts of God, strike, lock-out or
other industrial disputes (whether or not involvilg
employees of the relevant parfy) or legislative or
administrative interference and which could not
have been avoided or mitigated by the exercise of
reasonable care by that Parfy.

"Good Clinical Practice" or "GCP" means the
International Conference on Harmonisation
Guideline for good clinical practice (including any
modification or re-enactment thereto).

"Intellectual Property" means any and all rights
in and to ideas, formulae, inventions, discoveries,
know-how, data, databases, documentation, reports,
materials, writings, designs, computer software,
process€s, principles, methods, techniques and other
information, including patents, trademarks, service
marks, trade names, registered designs, design
rights, copyrights and any rights or properfy similar
to any of the foregoing in any part of the world,
whether registered or not, together with the right to
apply for the registration ofany such rights.
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"Materials" means any equipment, materials
(excluding Study Drug), documents, data, software
and information supplied by or on behalf of, or
purchased at the expense of, the Company, in
connection with the Study, as described and set out
in the Protocol and this A-ereemenl.

"National Coordinating/Lead Investigator"
means the Principal lnvestigator who, by' the
Company, has been assigned the responsibility to
coordinate al1 principal investigators across a1l

Study Sites within one counny->,>

"Payment or Transfer of Value" means a direct
or indirect transler of anything ol val-re. whether
cash or in kind in comection with the development
or sale of medical products. ''Value" shall mean the
discernible economic value on the open rrarket. A
direct Payment or Transfer of Value is one made
directly by a company fbr the benefit ola recipient.
An indirect Payment or Transfer of Value is clne

made by a third parry on behalf ol a company for
the benefit of a recipient where the identity of the
company is known to, or can be identified b-y. the
reclplent.

"Protocol" means the clinical study protocol that
has been approved by the relevant Ethics
Comrnittee, which describes the Study, includrng all
amendments thereto as the Parties mav from time to
time agree in writing.

"Regulatory' Authority" means any international,
national, regional or loca1 agency, authority,
deparlment, inspectorate, minister. ministry offi cial,
parliament, public or statutory person (whether
autonomous or not) of any government of any
country having jurisdiction over any of the
activities contemplated by this Agreement, the
Study, or the Parlies.

"Site Closure" means the date of receipt by the
Principal lnvestigator ofthe site closure visit report
from the Company.

"Study Closure" the date of publishing the Clinical
Study Reporl as communicated by the Company.

"Sponsor" means the company, as identified in
Clause 3, which takes responsibility for the
initiation. management or conduct of the Stud) in
accordance with Applicable Laws.

"Study Documentation" means all records,
accounts, notes, reports. data and ethics
communications (submission. approval and
progress reporls), collected, generated or used in
connection with the Study andlor Study Drug,
whether in written, electronic. optical or other form,
including al1 recorded original observations and
notations of clinicai activities such as CRFs and a1l

other reports and records necessary for the
evaluation and reconstruction ofthe Study.

"Study" means the clinical study stated on the liont
page of this Agreement" as further described rn the
Protocol.

"Study Drug" means the investigational medicinal
product(s), any placebo and any comparator drug(s)
being studied or tested in the Study as set out in the
Protocol.

"Study Site(s)" means the premises where Studv
related activities are conducted. as identified in the
Protocol.

"Study Site Staff' means all those investigators,
sub-hvestigators. employees, agents. students, sub-
contractors and others who are engaged by the
hrstitution andior the Principal Investigat<lr in the
conduct ofthe Study. including any such persons at
Study Site.

"Subject" means a person recruited to participate in
the Study in accordance with the Protocol and
Applicable Laws.
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APPENDIX B - PAYMENT

The Company shal1 compensate the Institution fbr each Subject that completes the Study in accordance

with the Component table below.

1: Per Subiect Compensation:

Activity Compensation per Subject

Visit 1: Enrolment 17000

Visit 2: Randomization 20000

Visit 3: 15000

Visit 4: 15000

Visit 5: 1 5000

Visit 6: 1 s000

Visit 7: 17000

Visit 8: 1 7000

Visit 9: 1 s000

Visit 10: r4000

Visir 1l 14000

Visit 12: 14000

Premature Treatment Discontinuation Visit
( PrDV):

11000

Study Closure Visit (SCV) 12000

TOTAL RESEARCH GRANT (if all on-
site, in-person, 12 visits and PTDV/SCV visits
are completed per protocol.

2,11,000/- (this amount would var) based on actual

number of on-site" in-person, visits completed iry
each patient per protocol")

modified follow-up visit i.e. less frequent
visits and or regular telephone contacts and or

a contact at study closure and or other means

(per protocol in case the patient refuses to
continue on-site, in-person, sfudy visits in case

of premature treatment discontinuation but
agrees to undergo modified telephonic follow-

1500 (this is an optional component and payment for
this will be provided if it is actually performed. This
is not payable for routine telephonic follow up calls

made to the patient.)
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up per protocol section 3.9.3.2)

2. MEDICAL MANAGEMENT AND COMPENSATION F'OR TRIAL RELATED INJI]RMS
AND RESCUE THERAPY

Medical management of trial related
injuries per schedule Y.

On actuals against original bills. This is
towards the cost that patient may have
incrured for the management of a trial related
i"j*y.

Compensation for trial related injuries per
schedule Y.

As directed by the Drugs Controller General
(India)

The Company shall be entitled to withhold compensation in respect of Subjects whose visit data is
incomplete, missing in eCRF or 'lost to follow-Lrp' as a result of any failure by the Institution or the
Principal Investigator to comply with their obligations under this Agreement"

Reimbursement will not be given for Subjects enrolled who do not meet all inclusion and exclusion
criteria, unless otherwise approved by the Company, and the lnstitution will not be compensated for
any Protocol violations, unless otherwise approved by the Company.

The Company shall additionally compensate the Institution and the Principal Investigator for the
activities set out in the table below.

activities set out in the table below.

3. ADDITIONAL COSTS

Subject expenses for travelling and/or
reimbursement:

Up to a maximum of INR 2000 per visit

Study Co-ordinator fees : INR 30,000 per randomized patient

Sub-Investigator Fee INR 2,000/ per subject per actual visit completed
(only applicable for Onsite visits and not
applicable for modified follow up visits)

Laboratory Investigations As per actuals

Internet Charges INR 2,000 per month (From First Subject in to
Data Base Lock)

Administrative costs (eg: phone/fax and
courier etc.):

INR 2,000 per randomized subject"

Equipment support (eg: AV recording, INR 30,000 upon submission of original bill
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storage devices etc., which is study specific.)

Archival of Documents at end of study

(to be archived for 15 years):

1,50,000 One Lac Fifty Thousand (This amount
will be paid at the end of the study)

INSITITIONAL OVERTIEADS

Institutional Overhead Charges: 25Yo on component 1 (per subject compensation
based on actual visits completed). This is not
applicable on components 2 (medical
management and compensation of trial related
injuries, and component 3 (additional costs).

The Parties agree that payments made for this Study per appendix B will be rnade to the SMO"

AstraZeneca will make the payment to the SIvIO upon receipt of duly signed invoice for the study

related activities per appendir B from the investigator/institution" The services provided by the SMO
(pa1'ee) to the investigator/institution for this stud.v are governed by a separate agreement betrleen the

SMO and investigator/institr"rtion that includes the financial obligations betvveen those parties as wel1.

AstraZeneca is not and will not be a partv to the agreement between SMO and investigator/institution.

AstraZeneca's only responsibility is to make payment per appendix B of this agreement to the SMO on

the basis of the invoices raised by the investigator/institution. Investigator and institution release

AstraZeneca from any financial obligations andlor disputes that arise in between SNICI and

investigator/institution concerning this study.

5. PAYMENT TERMS

Payments will be made to:

Account details:

All invoices should be clearlv marked with the

wherever applicable.

Invoices to be sent electronically to Or by post to:

Payee Name: Ardent Clinical Research
Services

BankName:HDFC

Bank Branch: Hingre Khurd Pune

PAN: APQPD7018M

Account No: 50200007 0139 12

ISFC: HDFC0000825

"D" code for the Study, and Subject.

AstraZeneca Pharma India Ltd
Central Mail Room
Block Nl, 12th Floor, Manyata
Business Park,

"E" code
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Time for pa)'ments:

Rachenahalli, Outer Ring Road,

Bangalore : 560045, Karnalaka. India
T: + 91 80 67748000

The Research Grants, the patient travel expenses

ancl the reimbursements will be paid within a

month (3 0 days) of receipt of a Invoice issued by
the Institution or the Prirrcipal Investigator
(starting 1}om the date of site initiation tili Close
Out Visit has been pertbrmed) against the
patients recruited and the l'isits. relevant activity
has been completed.

No payment will be made before the Principal
Investigator has signed the protocol and trefore
all authorisations required to proceed with the

study have been obtajned including approval of
the relerant etltics comminee.

Payment is only due if the Principal
Investigator/inslitution has fulfi11ed hisiher
obligations under this contract
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APPENDIX C- FACILITIES. RECORDS and RESOURCES

1. PLANNED SUBJECT ENRoLMENT

Number of enrolled subjects: Approximately 30 subjeets

Number of randomised subjects: Approximately 15 subjects

First Subject enrolled by: First Subject to be enrolled within 60 days from
Investigator's receipt ofwritten approval by Sponsor

Last Subject completed before/ LSLY: Planned date 05 December 2019

2. MATERIALS PRovIDED BY COMPAI\TY

Equipment; ePRO devices (TrialMaxSlate@) to be provided by CRF
Health and to be returned to CRF Health by study
closure

Other materials: Lab kits provided by Central lab Covance

3. MATERIALS PROvIDED BY STUDY SITE

Equipment: Calibrated weighing balance, height scale,

sphygmomanometer, Centrifuge for samples, -20 freezer

for samples, l2-lead ECG machine.

Other materials: . A computer with high speed internet e onnection

o An on-line fax machine equipped with archive proof
p^p..r (ifarchive proofpapeii are not available. far
reports from the Central I-aboratory and
IVRS/IWRS reportslalerts should be copied)

. Scales for w'eight and height measllrements

. Standard pulse and blood pressrlre measurement
device

o Thermometer

o Thermometer for min./max. temperature monitoring
in the rooms where Investigational Products u,ill be

stored/ Pharmacy"

. Local lab supplies for safety laboratory assessments
such as dipsticks for urinalysis. vacutainers, etc.

o Power bar (for ePRO charging)

. Wi-Fi or good cellular phone signal (for ePRO
transmitting)

. Stationary Items like Patient files, plastic sleeves,
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papers for printing etc.,

4" SoIIRCE DATA, RECORDS AND STORAGE

4.1. Web-based Data Capture ('WBDC') and Electronic Patient Reported Outcome
('ePRO') System

Company may require the completion of a technical site assessment survey to determine that the

computer and its associated hardware are technically capable for use in a Web-based Data Capture

Study.

To meet key milestones and ensure integrity and completeness of study data, each Subject
data should be entered into the electronic Case Report Form within 72 hours of each

completed visit. Data queries shall be reviewed and responded to within 72 hours" Timelines
for data entry and responses to queries may be shorter when the Study approaches an interim
analysis or Data Base Lock. Data related to SAEs/AEs and/or Endpoints must be reported as

dehned in the Clinical Study Protocol.

4.1.1 WBDC, ePRO and/or other system access controls

Access to electronic systems used in the study will be strictly restricted to these (Study Site Stafi
Company employees, Company data management centre staff, Subjects depending on the system) who

have been appropriately trained. Each user will pe pllocated access to the system for their sole use

only. Principal Investigator and/or his Study Site Staff understand that access codes/tokens and

passwords are for personal use only and not to be shared with others, and that an electronic signafure,

when used, is the legally binding equivalent of a traditional handwritten signature.

4.1.2 ePRO training of Subjects

Principal lnvestigator and/or Study Site Staff are responsible for training Subjects on how to
use the ePRO device, using the materials and training provided by the ePRO vendor.

4.1.3 Back-up procedures for system unavailability

ePRO; If the network is down, and the data has been saved on the ePRO device the data is stored on
the device until next time data is sent.

WBDC; Back-up procedures for WBDC according to the Protocol.

4.2. Records and Documents
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4.2"1 Medical Records

The medical (hospital/practice) records for each Subject should contain information which is important
for the Subject's saf-ety and continued care and to fulfil the requirement that critical Stud,v data should

be verifiable. To achieve this, the medicalrecords of each Subject should clearly describe at least:

o that the Subject is participating in the Study, eg. by including the enrolment and/or the

randomisation code and the Study code or other Study identification

o the Subject's general practitioner/famil-v- doctor was infbrmed of the Subject's Study
pafticipation/was not informed and why

o date when Informed Consent *'u, oUtuir"a

. diseases (past and curent: both the disease studied and others, as relevant)

. treatments rvithdrawn/withheld due to participation in the Studl

. treatments given. including Investigational Product, changes in treatments cluring the Study,
and the time points for the changes.

. visits to the clinic during the Studl'. including those fbr Study purposes only

. Serious Adverse Events (if any) including causalitv assessments

o date ofand reason for discontinuation: and

. additional information according to local regulations and practice.

Company r,vill have the right to assess the validit"" of the electronic system used for medical records in
order to enslire proper Source Data Verification ('SDV').

4.2.2 Case Report Form as source document

'fhe following variables rnay be directl-v recorded in the CRI and need not be present in Subject
medical records (electronic/paper CRF : souroe document)= pror,ided that clata is recorded in the CRF
a1 once. Please speci[, in this section or add an annex where source data is listed.

o Ethnic group and race

o Qriteria of SAE met or not

o AstraZeneca aware of SAE

o Reason of concomitant medication

r pate and results of local laboratory repofts
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o T'he laboratory reports received via fax/e-mail from the Central Laboratory should
be signed and dated b1,the Principal Investigator or delegate and should be f,rled in
the Investigator's Study File (ISF).

o fteports liorn the IWRS/IVRS (taxed or e-mail-printouts) will be considered as

source data and should be filed in the ISF.

r E,CG printouts or duplicates, should be signed and dated by the Investigator or
delegate

o $iological sample logs provided by AstraZeneca.

4.2.3 Electronic Patient Reported Outcome Source Data

Sites are responsible for ensuring that patients complete the conect assessments at the correct time"
Sites are responsible for managing the device and selecting subject identifier (E-code) on the device
which corresponds to the patient who is completing the assessment.

The ePRO sollrce data are recorded electronically in a central database hosted by the ePRO service

provider and are available for review and maintenance during the Study. Principal Investigator
maintains control of the data and must authorise all ePRO data changes.

4.3. Storage of Study Documents

The Study Documentation shall be retained and stored during the Study and for l5 years after Study

Closure in accordance with this Agreement.

When a WBDC/ ePRO system is used for the Study, Company will provide Principal lnvestigator with
copies of the Study Site's electronic Case Report Forms, ePRO and associated data on an optical media
eg, Compact Disc ('CD') or digital versatile disc ('!VD'). The rnedia should be regarded as parl of
the Investigator's study file, but may be stored separatel,v.

4.4. Emergency Unblinding Tools

Treatment codes are accessible according to the Protocol.
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AODENDUM TO CLINICAL STUDY AGREEMENT
("Addendum '1")

: nrs Addendum to Frnarcral Ag.eement ("Agreement , is executed as oI thrs the Lgllo"y or -LliZOf z *\-
("Efrective Date") by and between:

PREAMBLE AND INTENTION

The Parties are,

1. Sun Pha.ma Advanced Research Company Ltd. (C1N173100GJ2006PLC047837),a company
registered under the Companies Act, 1956 having its registered oftice at SPARC Ltd, Akota Road,
Akota, Vadodara - 390020 lndia and having a business address at 1718, Mahakali Caves Road,
Andheri East, Mumbai 400093, lndia, which expression shall, where the context so permits include
his successors in olfice and assigns (hereinafter referred to as the "Sponso/').

AND

2. Mahatrne Gandhi Mlssion's Medlc.l College &Hospltal ,a nospital h3ving its registered office at
N6 CIDCO, Aurangabad-431 003, Maharashtra. lndia, which expression shall, where the context
so permits include his successors in office and permitted assigns (hereinafter refened to as the
"lnstiiution").

AND

3. Dr. Chandrashekhar Tamane, [4BBS, MD (Oncblogy), Princjpal lnvestigator, at Mahatma Gandhi
Mission's Medical College & Hospital, N-6 CIOCO, Aurangabad-43'l 003, Maharashtra, lndia
(hereinafter referred as the "lnvestigator")

(Each a "eedy and collectively, the "eedCg")

WHEREAS:

1.1 The Parties entered into a Clinical Study Agreement dated 9s day of August 2016 (the
"Ag reemenl').

1.2 The Parties wjsh to amend and supplement certain of the terms and conditions of the
Agreement as recorded herein ("Addondum 1").

1.3 This addendum is p.epared to outline the financial grant section for the Hospitalization, Local
Laboratory, and Chemoporuoentral line expenses in accordance with the current legislatjons
in lndiai and incorporate certain changes in the Schedule A.

1-4 This Addendum 1 forms part of and is to be read frith the Agreement as from the date of the
last signature hereof ("Effective Daie")

AMENDMENTS

The Parties hereby amend the Agreement as recorded in Schedule A hereto.

-V. Dnn*ngr----4 -///
Site Specilic Flnal Version foraddendlm 01-12 Jan 2017



GENERAL

3.1

SIGNATORIES

Sun Pharma Advanced Research Company Ltd.

As of the Effective Date, this Addendum 1 shall be read together with and shall be deemed

to be incorporated in the Agreement and shall be governed by the terms, conditions and

definitions set forth in the Agreement, as ifsuch terms were fully set forth herein.

Except as expressly amended hereby, the terms and conditions of the Agreement shall

continue in fullforce and effect and are hereby confirmed and ratified.

lf there is inconsistency between the provisions of the Agreement and this Addendum 1, the
provisions of this Addendum 1 shallprevail.

3.2

irahatmaGandhi Mission's Medical College

Signature:

Name:

Designation:

Date:

Place:

Sr.GM, Clinical Operalions

9 t' :lz'.' ,.J o t ) Datel o\ f?-\'\ 2-6\1

& Hospital

Signature:

Name:

Designation:

Place:

Dr. Rajendra Bohra

Dean

Mahatma Gandhi Mission's Medical college &Hospital

Signature:

Atr* an€rr,bcl4Mumbai

9

l_Xl\rrw.94z: -:-
Neme: Dr. charidreshef;har Tamane

Designation: Principal lnvestigator

Date c) | -l.l b 2t ll
Place: 7., 16,111.9.1 fy<<,i

'Vt .s,t ttt-+
MrAiav Sinqh Solanki

tr:t:ta

Site Sped,ic Flnal Version ior addendln 01-12 Jan 2017



SCHEDULE A

AMENDMENTS TO THE AGREEMENT

Financial Grant

Protocol No.: CLR-16-1 3

Protocol Title: .,A Randomized, open Label, Two Porlod, slngle Doso' clossovel'

Study of Paclitaxel lntection Concentrate for Nanodispersion (PICN)

in Ssbjects with Locally Recurront or Metastaiic Breast Cance'"'

lnvedigafot's Namel Dr. Chandrashekhar Tamane

lnstitute Nam6: i/lahatma Gandhi i/ti&slon's Medical college & Hospital

CONFIDENTIAL

Bioavailability

and Abraxane@

1) All invoices will
Research DePt,
lndia.

1,1,",i,m,*f"*,LU:,?xx'f, ,,i:,5lffi"x.Tffi [!i'(5:"^i'*T"ffffieT ]ih"?'ll'fi:l

A;-untinlNRAmount in INR

MonthlY

Haematology: Rs

240

Clinical
Chemistry: Rs

540+Rs 350+ Rs

420

Toiah Rs 1550

TAs per actual

Local laboratory chargos

H""1l"i:l;3Jobin, 
rLc, DLc, ANc, Praterets)

""n'"1,,'l,"lL1"illn ,""ts (ASr, ALr, AP, totar

bilirubin serum albumin)

Renal function tests (BUN/urea' senrm
creatinine)

Electrolytes (serum Na+, K+, Cl-)

nospitatlzltion ctriEes (per oay)

ChemoPort
charges_
40,000

Central Line
charges: Rs.

Not Mentioned
ce-ntratl'rne/cnemoportcharges

site Specilic Fln3l Ve6ion for addendlm 01-12 Jan 2017



Scanned by CamScanner



Scanned by CamScanner



Scanned by CamScanner



Scanned by CamScanner



Scanned by CamScanner



Scanned by CamScanner



Scanned by CamScanner



Scanned by CamScanner



Scanned by CamScanner



Scanned by CamScanner



Scanned by CamScanner



Scanned by CamScanner



Scanned by CamScanner



Scanned by CamScanner



Scanned by CamScanner



Scanned by CamScanner



Scanned by CamScanner



Scanned by CamScanner



Scanned by CamScanner



Scanned by CamScanner



Scanned by CamScanner



Scanned by CamScanner



Scanned by CamScanner



Scanned by CamScanner



Scanned by CamScanner



Scanned by CamScanner



Scanned by CamScanner



Scanned by CamScanner



Scanned by CamScanner



Scanned by CamScanner



Scanned by CamScanner



Scanned by CamScanner



Scanned by CamScanner



Scanned by CamScanner

































































































 



 



 



 



 



 



 



 



Certilicat* No.

Cer"tiflcatc lssued Date

Account Fieference

Unique Dcc. Reference

Purchased by

Description of Document

Descripticn

Consider*tion Price (Rs.)

First Pariy 
:

'

Second P:rty

Stamp Duiy Paid By

Starnp Du ty Amount(Rs.)

INDIA NON JUDICIAL

Ss.usrnm-e_nj__sf "Karnateka

e-Stamp

IN-l(A2g5g7g1 493509 1 R

16-Jan -201 I 1 2:12 PM

NONACC (FIY KaKsfcIOB/ UTTARHALLII I KA-BA

S U B I N - KAKAKS FCLO8g 1 48323 1 626659 R

0l
(Zero)

IQVIA

MGM

IQVIA

300

RDS INDIA PRIVATE LIMITED

MEDICAL CCLLEGE AND HOSiITAI
RDS INDIA PRIVATE LIMITED

(Three Hundred only)

Please write or type below this line

\\
wrsHsffiryil

,-l*'r/,\
--t --:_--'\f--,

I



Curqlcal Tnrau AcnETMENT

The Clinical Trial Agreement ("Agreement") is made by and between:

o Mahatma Gandhi Mission's Medical College and Hospital, N-6 CIDCO, Aurangabad-431003,
Maharashtra, lndia, (the "lnstitution"), and

. Dr. Bhosale Deepak Sadashlv , Mahatma Gandhi Mission's Medical College and Hospital, N-6 CIDCO,
Aurangabad-431 003, Maharashtra, India (the "lnvestigator"), and

. IQVIA HDS (lndia) Private Limited (formerly Quintiles Research (lndia) Private Limited), having a place
of business at lll Floor, Etamin Block, Prestige Technology Park, Sarjapur - Marathahalli Outer Ring
Road, Bangalore - 560103, Karnataka, lndia ("lQVlA"),

Each a "Party" and together the "Parties".

Protocol Number: cTlPO15/CMR/1 6/03 01

Protoco! Title:

A Phase Ill Randomized, Double Blind, Parallel Group,
Placebo Controlled, Multi-centre, Multinational StucJy to
Evaluate Eff icacy and Saf ety of TRC 1 s00g4 as an Add On
to standard of care in lmproving Cardiovascular Rist< in
Subjeclryllr Diabetes, Dyslipidemia and Hyperlension

Protocol Date: 17 Jul 201 7

-$ponsor Torrent Pharrnaceuticals l-imited

Country where $ite is Conducting
Study lndia

lnvestigator: Dr. Bl"rosale Deepak Sadashiv

Key Date

100 Calendar Days after site lnitiation Visit (being the
date by whiclr $ite must enrol at least one (1) sutrject
as more specifically set out in seotion 1.7 "Key
Enrolment Date" belout)

IHB/IEC contact name: Dr. Manvendra Kachole (chairperson)
+91 9225930400

The following additional definitions shall apply to this Agreement:

Ptglo9ol: the clinical protocol referenced above as it may be modified f rom time to time by the Sponsor (defined
below).

Casq Heport Form or CRF: case report form (paper or electronic) to be used by Site to record all of the protocol-
required information to be reported to Sponsor on each Study Subject (defined below).

Studv: the clinical trial that is to be performed in accordance with this Agreement and the protocol for purposes
of gathering information about the compound/medical device identified in the Protocol.

9tudv Subiect: an individual who participates in the Study, either as a recipient of the lnvestigational Product
(defined below) or as a control.

I olrcnl Pllarnlilccutictls Lirtrited
Plotocol Numtrer: CT/POl 5/CN4R/l 6/03_01
India Specific CTA dared 0:t Dec 20 I 7
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Studv Staff : the individuals involved in conducting the Study under the direction of the lnvestigator.

Lnvestioational Product: the compound/medical device identified in the Protocol that is being tested in the
Study.

Good Clinical Practices or @g: lnternational Conference on Harmonisation of Technical Requirements for
Registratlon of Pharmaceuticals for Human Use (lCH) Harmonised Triparlite Guideline for Good Clinical
Practice as amended from time to time and the principles set out in the Declaration of Helsinki as revised from
time to time.

Sponsor: the sponsor of the Study.

Medical Records: the Study Subjects' primary medical records kept by the lnstitution on behalf of the
lnvestigator, including, without limitation, treatment entries, x-rays, biopsy reporls, ultrasound photographs and
other diagnostic images.

MQI Bequlations: lndian Medical Council (Professional Conduct, Etiquette and Ethics) (Amendment)
Regulations, 2009 - Part -1, as may be amended from time to time or any replacement regulations.

Study Data: all records and reports, other than Medical Records, collected or created pursuant to or prepared
in connection with the Study including, without limitation, reports (e.g., CRFs, data summaries, interim reports
and the final report) required to be delivered to Sponsor pursuant to the Protocol and all records regarding
inventories and dispositions of all lnvestigational Product.

Covetnment OfllSial: any officer or employee of a government or of any ministry, department, agency, or
instrumentality of a government; any person acting in an official capacity on behalf of a governmentbr of any
ministry, department, agency, or instrumentality of a government; any officer or employee of a company or of i
business owned in whole or part by a government; any officer or employee of a public internalional organization
such as the World Bank or the United Nations; any officer or employee of a political party or any perion acting
in an official capacity on behalf of a political party; and/or any candidate for political office; any doctoi,
pharmacist, or other healthcare professional who works for or in any hospital, pharmacy or other healthcare
facility owned or operated by a government agency, ministry or department.

Item(s) of Value: should be interpreted broadly and may include, but is not limited to, money or payments or
equivalents, such as gift cerlificates; gifts or free goods; meals, entertainment, or hospitality; travel or payment
of expenses; provision of services; purchase of property or services at inf lated prices; assumption or forgiveness
of indebtedness; intangible benefits, such as enhanced social or business standing (e.g., making donations to
government official's favoured charity); and/or benefits to third persons related to government officials (e.g.,
close family members).

Dual Capacitv: the capacity of holding a Government Official position and being a party to this Agreement.

lElo.rmed Consentr consent obtained from a Study Subject that complies with guidelines established by the
Declaration of Helsinki, lnternational Conference of Harmonization (lCH), ancl all the applicable laws, guidelines,
or standards, governing the participation of Study Subject in trials.

HECITAI-S:

WHEREAS, IQVIA is providing clinical research organrsation services to
between IQVIA and Sponsor. IQVIA' services include monitoring of the

Sponsor under a separate contract
Study and contracting with clinical

research sites;

WHEREAS, thE
clinical trial and

lnvestigator has represented that he/she has the requisite expertise and resources for providing
research services, and other services for the pharmaceutical industry;

Torrent Phiunlaceuticirls Limited
Protocol Nunrher: CT/PO i -5/CMIt/i 6/03_0 I

India Specitic CTA dated 0-1 Dec 20 I 7
Mahatnra Giindhi Mission's lvlctlical ColJcge antl Hospital Dr. Bhosale Dc.epak Sarlashiv _l6Jan20l9, SG_ Final
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WHEREAS, the lnstitution
clinical trial services.

WHEREAS, the lnstitution
IQVIA requests the Site to

has represented that it has the necessary infrastructure and resources to carry out

and lnvestigator (hereinafter jointly the "Site") are willing to.conduct the Study and
undertake such Study.

NOW TI-IEREFORE, the following is agreed:

1. CotrDucr oF THE S-runY

1.1. Compliance with Laws, Fleoulations, and Good Clinical Practices
Site agrees that Site and Study Staff shall perform the Study at lnstitution in strict accordance with this
Agreement, the Protocol, terms and conditions of the approval of the lndependent Ethics Committee ("lEC"),
any and all applicable local, national and international laws, regulations and guidelines, acceptable ethical
and medical considerations, including in particular, but without limitation, GCPs and MCI Regulations and
state and local tax and finance regulations. Site and Study Staff acknowledge that IQVIA and Sponsor, and
their respective affiliates, need to adhere to the provisions of (i) the Bribery Act 2010 of the United Kingdom
(Bribery Act); (ii) the Foreign Corrupt Practices Act 1977 of the United States of America (FCPA) and (iii)
any other applicable anti-corruption legislation.
The lnvestigator shall ensure that neither administration of the lnvesiigational Product to any Study Subject
nor any other clinical intervention mandated by the Protocol takes place in relatiorr to any such Study Subject
until it is satis{ied that all relevant regulatory and IEC approvals have been obtained

1.2. lnformed Consent Form
Site agrees to use an informed consent form that has been approved by Sponsor and is in accordance with
applicable regulations and the requirements of the lnstitutional Fleview Board ("lRB") or lndependent Ethics
Committee ("lEC") that is responsible for reviewing the Study. Site shall obtain the prior written informed
consent of each Study Subject and sarne shall be maintained by the lnvestigator for record.

1.3. Medicd Hqqords and $til-dy DgtA

1.3.1. Collection, Storaqe and Destruction: Site shall ensure the prompt, complete, and accurate
collection, recording and classification of the Medical Records and Study Data.

Site shall:
maintain and store Medical Records and Study Data in a secure manner with physical and
electronic access restrictions, as applicable and environmental controls appropriate to the
applicable data type and in accordance with applicable laws. regulations and industry standards
and will also be kept confidential under the terms of Section 3 of this Agreement; and
protect the Medical Flecords and Study Data from unauthorized use, access, duplication, and
disclosure. lf directed by Sponsor or lQVIA, Site will submit Study Data using the electronic
system provided by Sponsor or IQVIA or their designated representative and in accordance with
Sponsor's instructions for electronic data entry. Site shall prevent unauthorized access to the
Study Data by maintaining physical security of the electronic system and ensuring that Study
Staff maintain the confidentiality of their passwords. lnvestigator agrees to collect all Study Data
in Medical Records prior to entering it into the CRF. Site shall ensure the prompt submission of
CRFs; and
take measures to prevent accidental or premature destruction or damage of these documents,
for as long as required by applicable laws and regulations. Neither lnstitution nor lnvestigator
shall destroy or permit the destruction of any Medical Records or Study Data without prior written
notification to the Sponsor, and lnstitution shall continue to store Medical Records and Study
Data, at the Sponsor's expense, for any period that the Sponsor may request in writing after
retention is no longer required by any applicable law or regulation.
The lnvestigator shall ensure that the clinical samples required to be tested during the course of
the Study are tested in accordance with the Protocol and at a laboratory approved by the
Sponsor/ lQVlA.

Torrent Phirrnraceuticals l-imitcd
Protocol Nunrher: CT/l'01 s/Cl\'lR/l 6/03_01
India Specilic CTA dated 0-1 Dec 20 I 7
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lf the lnvestigator leaves the lnstitution, then responsibility for maintaining Medical Records and Study
Data shall be determined in accordance with applicable regulations but lnstitution will not in any case
be relieved of its obligations underthis Agreement for maintaining the Medical Records and Study Data.

1.3.2. Ownership. lnstitution shall retain ownership of Medical Records. The lnstitution and the lnvestigator
hereby assign to Sponsor all of their rights, title and interest, including intellectual property rights, to all
Confidential lnformation (as defined below) and any other Study Data.

1.3.3. Access, Use, Monitorinq and lnspection. Site shall provide original or copies (as the case may be) of
all Study Data to IQVIA and Sponsor for Sponsor's use. Site shall afford Sponsor and IQVIA and their
representatives and designees reasonable access to Site's facilities and to Medical Records and Study
Data so as to permit Sponsor and IQVIA and their representatives and designees to monitor the Study.

ln the event the Sponsor or IQVIA reasonably believes there has been any research misconduct in
relation to the Study at the Site, lnstitution and the lnvestigator shall provide all reasonable assistance
to any investigation into any alleged research misconduct undertaken by or on behalf of the Sponsor.
Site shall afford regulatory authorities reasonable access to Site's facilities and to Medical Records and
Study Data, and the right to copy Medical Records and Study Data.

The Site agrees to cooperate with the representatives of IQVIA and Sponsor, and the Site agrees to
ensure that the employees, agents and representatives of the Site do not harass, or otherwise create a
hostile working environment for suclr representatives.

The Site shall immediately notify IQVIA of, and provide IQVIA copies of, any inquiries, correspondence
or communications to or from any governmental or regulatory authority relating to the Study, including,
but not limited to, requests for inspection of the Site's facilities, and the Site shall permit IQVIA and
Spon.sor to attend any such inspections. The Site will make reasonable efforts to separate, and not
disclose, all Confidential lnformation that is not required to be disclosed during such inspections.

1.3.4. License. Sponsor hereby grants to lnstitution a perpetual, non-exclusive, non-transferable, paid-up
license, without right to sublicense, to use Study Data (i) subject to the obligations set forth in section
3 "Confidentiality", for internal, non-commercial research and for educational purposes, and (ii) for
preparation of publications in accordance with Section 5 "Publication Rights".

1.3.5. Survival. This section 1 .3 "Medical Records and Study Data" shall survive termination or expiration
of this Agreement.

1.4. Duties of lnvestiqator
lnvestigator shall be responsible for obtaining and maintaining all the approvals from the relevant IEC for
the conduct of the Study at the lnstitution. The lnvestigator is also responsible for the conduct of the Study
at lnstitution and for supervising any individual or party to whom the lnvestigator delegates Study-related
duties and functions. ln particular, but without limitation, it is the lnvestigator's duty to review and
understand the information in the lnvestigator's Brochure or device labelling instructions, to ensure that all
informed consent requirements are met, to ensure that all required reviews and approvals by applicable
regulatory authorities and lRBs or lECs are obtained, and to review all CRFs to ensure their accuracy and
completeness.

lf the lnvestigator and lnstitution retain the services of any individual or party to perform Study-related
duties and functions, the lnstitution and lnvestigator shall ensure this individual or party is qualified to
perform those Study-related duties and functions and shall implement procedures to ensure the integrity
of the Study-related duties and functions performed and any data generated.

lnvestigator agrees to provide a written declaration revealing lnvestigator's possible economic or other
interests, if any, in connection with the conduct of the Study or the lnvestigational Product.

lnvestigator agrees to provide a written declaration reveallng lnvestigator's disclosure obligations, if any,
with the lnstitution in connection with the conduct of the Study and the lnvestigational Product.

Torrent Phannrceuticals Linrited
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lnvestigator shall ensure that the clinical samples requirecl to be tested during the course of the Study are
tested in accordance with the Protocol and at a laboratory approved by the Sponsor.

Site agrees to provide prompt advance notice to Sponsor and IQVIA if lnvestigator will be leaving the
lnstitution or is otherwise no longer able to per-form the Study. The appointment of a new lnvestigator must
have the prior approval of Sponsor and IQVIA

lnvestigator hereby warrants that:
a) lnvestigator has the necessary expertise to perform the Study. lnvestigator shall at all time keep

Sponsor indemnified against any acts and or omissions from the lnvestigator.

b) lnvestigator is free to participate in the Study and there are no rights which may be exercised or by
obllgations owed to any third party which might prevent his performance of the obligations detailed in
this Agreement.

lnvestigator is not involved in any regulatory or misconduct litigation or investigation by the food and
drug authorities, the medicines and healthcare products regulatory agency, or other regulatory
authorities in lndia or outside lndia which can affect the validity or any other way adversely affect the
services provided under this Agreement. No repoft/ study produced by him/her in any previous clinical
study has been rejected because of concerns as to its accuracy or because it was generated by fraud.

lnvestigator has considered and is satisfied tlrat facilities to the Study are available io himiher at the
lnstitution and that he/she is supported, and will continue to be supporled, by medical and other staff of
sufficient number and experience to enable lnvestigator to perform the Study efficiently and in
accordance with his/her obligations under the Agreement.

lnvestigator carries out professional liability insurance (or the lnstitution carries professional liability
insurance) for Study Subjects on such terms and conditions as required by the relevant rules and
regulations applying for the performance of clinical studies and details and evidence of the coverage
shall be provided to Sponsor and, on the Sponsor's request, to the competent ethics commission before
commencement of the Study.

1.5. Adverse Events
The Site shall report adverse events and serious adverse events as directed in the Protocol and by
applichble laws and regulations. The Site shall cooperate with Sponsor in its efforts to follow-up on any
adverse events. The Site shall comply with its IRB/lEC reporting obligations. The lnvestigator shall be
responsible for collating adverse events and including such data in the Study database.

Sponsor will promptly report to the Site, the Site's IRB/lEC, and lQVlA, any fincling of which they become
aware that could affect the safety of parlicipants or their willingness to continue participation in the Study,
influence the conduct of the Study, or alter the Site's IRB/lEC approval to continue the Study.

1.6. Use and Return of lnvestiqational Product and Equipment
Sponsor or a duly authorized agent of Sponsor, shall supply lnstitution or lnvestigator with sufficient amount
of lnvestigational Product as described in the Protocol.

The Site shall use the lnvestigational Product and any comparator products provided in connection with the
Study, solely for the purpose of properly completing the Study and shall maintain the lnvestigational Product
as specified in the Protocol and according to applicable laws and regulations, including storage in a locked,
secured area at all times.

Upon completion or termination of the Study, the Site shall return or destroy, at Sponsor's option, the
lnvestigational Product, comparator products, and materials and all Confidential lnformation (as defined
below) at Sponsor's sole expense

lnstitution and lnvestigator shall comply with all laws and regulations governing the disposition or destruction
of lnvestigational Product and any instructions from IQVIA that are not inconsistent with such laws and
regulations.

Torrt'nl l)hlnr:lccLrticlls Lirrrited
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The Site shall return any equipment or materials (if any) provided by Sponsor for use in the Study unless
Sponsor and Site have a written agreement for Site to acquire the equipment. Equipment provided to Site
for the Study, if any, is listed on Attachment B hereto. lf there are Site facility im.provements provided by
IQVIA or Sponsor in relation to the Study, then Site shall enter a separate written agreement with IQVIA s
or Sponsor with respect to such facility improvements.

1.7. Enrolment of StudylSubieclg
Site shall not be permitted to screen potential Study Subjects, randomize Study Subjects, receive
lnvestigational Product or receive any payment until the Effective Date of this Agreement is reached.

1.8. Kev Enrolment Date
The Site understands and agrees that if Site has not enrolled at least one (1) Study Subject by the Key
Enrolment Date then IQVIA may terminate this Agreement in accordance with Section 15 "Term &
Termination" Sponsor/ IQVIA has the right to limit enrolment at any time.

lf IQVIA requests Site's attendance at a Study start up meeting or other meeting necessary to provide
information regarding the Study or lnvestigational Product, Site will be reimbursed for reasonable and
necessary travel and lodging expenses (including meals) incurred to attend such meetings. Reimbursement
will be as set forth in Attachment A.

2. Pavueryr

ln consideration for the proper perfoi'mance of the Study by Site in compliance v'rith the terms and
conditions of this Agreement, payments shall be made by IQVIA in accordance with the provisions set forth
in Attachment A, with the last payment being made after the Site completes all its obligations hereunder,
and IQVIA has received all properly completed CRFs and, if IQVIA requests, all other Confidential
lnformation (as defined below).

e CoTFTDENTTALTTY

3.1 Definition
"Confidential lnformation" means the confidential and proprietary information of Sponsor and includes (i)
all information disclosed by or on behalf of Sponsor to lnstitution, lnvestigator or other lnstitution personnel,
including without limitation, the lnvestigational Product, technical information relating to the lnvestigational
Product, all Pre-Existing lntellectual Property (as defined in Section 4) of Sponsor, and the Protocol; and
(ii) Study enrolment information, information perlaining to the status of the Study, communications to and
from regulatory authorities, information relating to the regulatory status of the Investigational Product, and
Study Data and lnventions (as defined in Section 4).

Confidential lnformation shall not include information that:
(i) can be shown by documentation to have been public knowledge prior to or after disclosure by

Sponsor, other than through wrongful acts or omissions attributable to lnvestigator or lnstitution or
any of its personnel;

(ii) can be shown by documentation to have been in the possession of lnvestigator, Institution or any of
its personnel prior to disclosure by Sponsor, from sources other than Sponsor that did not have an
obligation of confidentiality to Sponsor;

(iii) can be shown by documentation to have been independently developed by lnvestigator, lnstitutlon
or any of its personnel; or

(iv) is permitted to be disclosed by written authorization from Sponsor.

3.2 Oblioations
Site and Site's personnel, including Study Staff shall:

(i) have access to the Confidential lnformation on a need to know basis;

Torrent Plurrrnlccuticals Lr nt itecl
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(il) Not use Confidential lnformation for any purpose other than the performance of the Study; or(iii) Not disclose Confidential lnformation to any third party, except as permitted by this Seciion 3
or by Section 5 "Publication Rights", or as required by law or by a regulatory authority or as
authorized in writing by the disclosing party.

To protect Confidential lnformation, Site agrees to:
(i) limit dissemination of Confidential lnformation to only those Study Staff having a need to know

for purposes of performlng the Study;
(ii) advise all Study Staff who receive Confidential lnformation of the confidential nature of such

information; and
(iii) use reasonable measures to protect Confidential lnformation from disclosure.

Nothing herein shall limit the right of Site to disclose Study Data as permitted by Section 5 "publication
Rights."

3.3 Compelled Disclosure
ln the event that lnstitution or lnvestigator receives notlce f rom a third parly seeking to compel disclosure
of any Confidential lttformation, the notice recipient shall provide Sponsor with prompt notice so that
Sponsor may seek a protective order or other appropriate remedy. ln the event that such protective order
or_other remedy is not obtained, the notice recipient shall furnish only that portion of the Confidential
lnformation which is legally required to be disclosed, and shall request confidential treatment for the
Conf idential I nformation.

3.4 Return or Destruction
Upon termination of this Agreement or upon any earlier written request by Sponsor at any time, Site shall
return to Sponsor, or destroy, at Sponsor's option, all Confidential lnformation other than btuOy Oata.

3.5 Survival
This Section 3 "Confidentiality" shall survive termination or expiration of this Agreement for ten (10) years.

4. INTELLECTUAL PRopER'rJ

4.1 Pre-existinolntellectualproperty
Ownership of inventions, discoveries, works of authorship and other developments existing as of the
Effective Date and al1 patents, copyrights, trade secret rights and other intellectual property rigfrts therein
(collectively, "Pre-existing lntellectual Property"), is not affected by this Agreemeni, anO no party or
Sponsor shall have any claims to or rights in any Pre-existing lntellectual Pro[eny of another, e*cepi as
may be otherwise expressly provided in any other written agreement between them.

4.2 lnventions
For purposes hereof, the term "lnventiorrs" means all inventions, discoveries and developments
conceived, first reduced to plactice or otherwise discovered or developed by a Party or Sponsor or any of
such entity's personnel in pedormance of the Study. Sponsor shall own all lnventions, that are conceived,
first reduced to practice or otherwise discovered or developed by the lnstitution, the lnvestigator or any oi
their personnel in performance of the Study.

4.3 Assiqnment of lnventions
Site shall, and shall cause its personnel to, disclose all lnventions prompfly and fully to Sponsor in writing,
and Site, on behalf of itself and its personnel, hereby assigns to Sponsor-all of its iignts, titte and interest
in and to lnventions, including all patents, copyrights and other intellectual property-rights therein and all
rights of action and claims for damages and benefits arising due to past and preseht iifringement of said
rights. Site shall cooperate and assist Sponsor by executing, and causing iis personnel io execute, all
documents reasonably necessary for Sponsor to secure and maintain Sponsor's ownership rights in
lnventions.

4.4 License

Torrent Phannaceuticlls Lintited
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5.

Sponsor hereby grants to lnstitution a perpetual, non-exclusive, non-transferable, paid-up license, without
right to sublicense, to use lnventions, subject to the obligaiions set forth in Section 3 "Confidentiality," for
internal, non-commercial research and for educational purposes.

4.5 Patent Prosecution
Site shall cooperate, at Sponsor's request and expense, with Sponsor's preparation, filing, prosecution,
and maintenance of all patent applications and patents for lnventions.

4.6 Survival
This Section 4 "lntellectual Property" shall survive termination or expiration of this Agreement.

PUBLICATIoN RIGHTS

5.1 Publication and Disclosure
5.1.1 The Sponsor agrees that lnstitution and lnvestigator shall be permitted to publish or present the
results subject to this clause and any publication policy described in the Protocol, provided that such policy
does not obstruct publication unreasonably. lf it is a multl-centre trial, any publication based on result
obtained at lnstitution (or a group of Trial Sites) shall not be made before the first multicentre publication
unless otherwise agreed. lf a publication concerns the analysis of subject data from a multi-centre clinical
trial the publication shall make reference to relevant multi-centre publication(s).

5.1.2 Up on completion of the Study, and any prior publication of multi centre data, or v'rhen the Study Data
is adequate (in Sponsor's reasonable judgement), the lnvestigator and lnstitute may prepare the data
derived from the Study for publicatlon. Such data will be submitted to the Sporrsor for review and comment
prior to publication. ln order to ensure that the Sponsor will be able to make comments and suggestions
where pertinent, material for public dissemination will be submitted to the Sponsor for a review at least
thlrty (30) days prior to submission for publication, public dissemination, or review by publication committee.

5.1.3 lnstitution and lnvestigator agree that all reasonable comments made by the Sponsor in relation to a
proposed publication will be incorporated into the publication.
During the period for a review of proposed publication in clause 5.1.2 above, the Sponsor shall be entitled
to make reasoned request to the lnstitution and lnvestigator that publication be delayed for a period of
three (3) months from the date of first submission to the Sponsor in order to enable the Sponsor to take
steps to protect its proprietary information/or intellectual rights and knowhow and lnstitute and lnvestigator
shall not unreasonably withhold its consent to such request The lnvestigator, lnstitution as well as the
SMO shall not issue a press release that references any Protocol or Study conducted by Sponsor, or that
uses Sponsor's name or trademarks.

5.2 Confidentialitv of Unpublished Data
lnstitution and lnvestigator acknowledges and agrees that Study Data that is not published, presented or
otherwise disclosed in accordance with Section 5.1 or Section 5.2 ("Unpublished Data") remains within
the definition of Confidential lnformation, and lnstitution and lnvesiigator shall not, and shall require their
personnel not to, disclose Unpublished Data to any third pa(y or disclose any Study Data to any third party
in greater detail than the same may be disclosed in any publications, presentations or disclosures made in
accordance with Section 5.1 or Section 5.2.

5.3 Media Contacts
lnstitution and lnvestigator shall not, and shall ensure that its personnel do not engage in interviews or
other contacts with the media, including but not limited to newspapers, radio, television and the lnternet,
related to the Study, the lnvestigational Product, Inventions, or Study Data without the prior written consent
of Sponsor. This provision does not prohibit publication or presentation of Study Data in accordance with
this Section.

5.4 Use of Name. Reqistrv and Reportinq
No Party hereto shall use any other Party's name, or Sponsor's name, in connection with any advertising,
publication, promotion or news/press release without prior written permission, except that the Sponsor and
IQVIA may use the Site's name in Study publications and communications, including clinical trial websites
and Study newsletters. Sponsor will register the Study with a public clinical trials registry in accordance

Torrent Ph arnraceuticals I-i rn ited
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6.

with applicable laws and regulations and will report the results of the Study publicly when and to the extent
requlred by applicable laws and regulations.

5.5 Survival
This Section 5 "Publication Rights" shall survive termination or expiration of this Agreement.

PERSoNAL DATA

6.1 Studv Team Member Personal Data
Both prior to and during the course of the Study, the lnvestigator and his/her teams may be called upon to
provide personal data. This data falls within the scope of the law and regulations relating to the protection
of personal data.

For the lnvestigator, this personal data may include names, contact information,
professional qualifications, publications, resumes, educational background and
potential Dual Capacity conflict of interest, and payments made to Payee(s) under
following purposes:

(i) the conduct of clinical trials;
(ii) verification by governmental or regulatory agencies, ihe Sponsor, lQVlA,

affiliates;
(iii) compliance with legal and regulatory requirements;
(iv) publication on www.clinicaltrials.qov and websites and databases that serve a comparable

purpose;
(v) storage in databases to facilitate the selection of investigators for future clinical trials; and
(vi) anti-corruption compliance.

Names of members of Study Staff may be processed in lQVlA" study contacts database for study-related
purposes only.

6.2 Studv Subiect Personal Data
The lnvestigator shall obtain Study Subject written consent for the collection and use of Study Subject
personal data for Study purposes, including the disclosure, transfer and processing of data collected in
accordance with the Protocol, in compliance with applicable data protection provisions. The lnvestigator
shall indemnify Sponsor against any claims arising from any breach by the lnvestigator or the lnstitution or
the SMO of this Clause.

6.3 Data Controller
The Sponsor shall be the data controller for such personal data except that, if IQVIA deals with any personal
data under this Agreement in the manner of a data controller, IQVIA shall be the data controller of such
personal data to the extent of such dealings.

IQVIA may process "personal data", as defined in the applicable data protection legislation enacted under
the same or equivalent/similar national legislation (collectively "Data Protection Legislation"), of the
lnvestigator and Study Staff for study-related purposes and all such processing will be carried out in
accordance with the Data Protection Legislation.

6.4 Sulival

This Section 6 "Personal Data" shall survive termination or expiration of this Agreement.

7, STUDY SuBJECT INJURY

The Site shall promptly notify IQVIA and Sponsor in writing of any claim of illness or injury or death actually
or allegedly due to an adverse reaction to the lnvestigational Product and cooperate with Sponsor in the
handling of the adverse event.

Ton'en1 Plraunaceuticals [.inrited
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B.

Sponsor shall reimburse lnstitution for the direct, reasonable and necessary medical expenses incurred by
lnstitution for the treatment of any adverse event experienced by, illness of or podily injury to a Study
Subject that is caused by treatment of the Study Subject in accordance with the Protocol, except to the
extent that such adverse event, illness or personal injury is caused by:
(a) failure by lnstitution, lnvestigator or any of their respective personnel to comply with this Agreement,
the Protocol, any written instructions of Sponsor concerning the Study, or any applicable law, regulation or
guidance, including GCPs, issued by any regulatory authority, or
(b) negligence or wilful misconduct by lnstitution, lnvestigator or any of their respectlve personnel, or
(c) failure of the Study Subject to follow the reasonable instructions of the lnvestigator relating to the
requirements of the Study.

This Section 7 "Study Subject lnjury" shall survive termination or expiration of this Agreement.

IQVIA DISCLAIMER

IQVIA expressly disclaims any liability in connection with the lnvestigational Product, including any liability for
any claim arising out of a condition caused by or allegedly caused by any Study procedures associated with
such product except to the extent that such liability is caused by the negligence, wilful misconduct or breach of
this Agreement by lQVlA.

This Section 8 .lQVlA Disclaimer" shall survive termination or expiration of this Agreement.

lsssurufiv

9.1 The lnvestigator shall indemnify Sponsor, its directors, officers, and employees (hereinafter collectively
"Sponsor Representatives") for any and all damages, costs, expenses and other liabilities, including
reasonable attorney's fees and court costs, incurred in connection with any third party (including the relevant
regulatory/statutory autlrority and government/semi-government bodies) claim, action or proceeding or
otherwise arising from the following :

(a) lnvestigato/s negligence, malpractice, misconduct, improper acts or omissions of the
lnvestigator and/or the employees or agents of the lnvestigator in the performance of
lnvestigator's obligations hereunder or the instructions of the Sponsor;

(b) Non adherence or breach of any applicable law or non-compliance in accordance with the
Agreement;

(c) deviation from the Protocol;
(d) unauthorized use of lMP.

9.2 Sponsor shall indemnify the lnstitution and its directors, trustees, authorized representatives and employees
including the staff (collectively the lndemnitees) for any and all damages, costs, expenses and other liabilities,
including reasonable attorney's fees and court costs, incurred in connection with any third party (including the
relevant regulatory/statutory authority and government/semi-government bodies) claim, action or proceeding or
otherwise arlsing by reason of personal injury, including death, to any person caused by or allegedly caused by
the investigational medicinal product used in the Study, except where such claim has arisen from events
meniioned in clause 9.1 (a) to 9.1 (d).

10. COr*SEQUENTIAL DRmacrS

Neither IQVIA nor Sponsor shall be responsilrle to the Site for any lost profits, lost opportunities, or other
consequential damages, nor shall Site be responsible to IQVIA or Sponsor for any lost prof its, lost opporlunities,
or other consequential damages, except as stated below.

This Section l0 "Consequential Damages" shall survive termination or expiration of this Agreement.

DrnanMENT
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I

The Site represents and warrants that neither lnstitution nor lnvestigator, nor any of lnstitution,s or lnvestigator,s
employees, agents or other persons performing the Study at lnstitution, have been.debarred, disqualiiied or
banned from conducting clinical trials or are under investigation by any regulatory authority for debarment or
any similar regulatory action in any country, and the Site shall notify jQVIA imimeoiaiely if any such investigation,
disqualification, debarment, or ban occurs.

This Section 11 "Debarmenf' shall survive termination or expiration of this Agreement.

12.

Upon Sponsor's or IQVIA request, Site agrees that, for each listed or identified investigator or sub-investigator
who is directly involved in the treatment or evaluation of Study Subjects, it shall prolnply return to leVlA a
financial and conflict of interest disclosure form that has been compieted and signed by such investigator or
sub-investigator, which shall disclose any applicable interests held by those inveitigrtoo o, sub-inves'iigators
or their spouses or dependent children.

IQVIA may withhold payments if it does not receive a completed form from each such investigator and sub-
investigator.

Site shall ensure that all such forms are promptly updatecl as needed to maintain their accuracy and
completeness during the study and for one (1) year after Study completion.

Site agrees that the completed forms may be subject to review by governmental or regulatory agencies,
Sponsor, lQVIA, and their agents, and the Site consents to such review.

The Site furlher consents to the transfer of its financial disclosure data to the Sponsor's country of origin and to
the U.S., even though data protection may not exist or be as developed in tltose countries as in the site,s own
country.

This Section l2 "Financial Disclosure and Conflict of lnterest" shall survive termination or expiration of this
Agreement.

JAtJ. &r{tr-KrqKqnef +ryn ANII EnqUn.

ln_stitution and lnvestigator agree that their judgment \,vith respect to the advice and care of each Study Subject
will not be affected by the.compensation they receive from this Agreement, that such compensation does not
exceed the fair market value of the services they are providing, ind that no payments are being provided to
them for the purpose of inducing them to purchase or prescribiany drugs, devices or products.

lf the Sponsor or IQVIA provides any free products or items for use in the Study, lnstitution and lnvestigator
agree that they will not bill any Study Subject, insurer or governmental agency, or any other third party, foriuch
free products or items.

lnstitu.tion and Investigator agree that they will not bill_any Study Subject, insurer, or governmental agency for
any visits, services or expenses incurred during the Study for which they have rece'ived compensation from
IQVIA or Sponsor, or which are not part of the oidinary care they would normally provide for the Study Subject,
and that neither lnstitution nor lnvestigator will pay another pfrysician to refer suOlects to the Study.

ANI-sRrnrRy14.

lnstitution and lnvestigator agree that the fees to be paid pursuant to this
compensation for the services to be provided by Site. lnstitution and lnvestigator
payments or ltems of Value received pursuant to this Agreement or in relation to
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16.

any decision that lnstitution, lnvestigator or any of their respective owners, directors, employees, agents,
consultants, or any payee under this Agreement may make, as a Government Official or otherwise, in order to
assist Sponsor or IQVIA to secure an improper advantage or obtain or retain business.

lnstitution and lnvestigator further represent and warrant that neither they nor any of their respective owners,
directors, employees, agents, or consultants, nor any payee under this Agreement, will, in order to assist
Sponsor or IQVIA to secure an improper advantage or obtain or retain business, directly or indirectly pay, offer
or promise to pay, or give any ltems of Value to any person or entity for purposes of (i) influencing any act or
decision; (ii) inducing such person or entity to do or omit to do any act in violation of their lawful duty; (iii) securing
any improper advantage; or (iv) inducing such person or entity to use influence with the government or
instrumentality thereof to affect or influence any act or decision of the government or instrumentality.

ln addition to other rights or remedies under this Agreement or at law, IQVIA may terminate this Agreement if

Site breaches any of the representations or warranties contained in this Section or if IQVIA or Sponsor learns
that improper payments are being or have been made to or by lnstitution or lnvestigator or any individual or
entity acting on its or their behalf.

t(
I rJr I N_ B EgElr pE$I" cg ry I nS.qTgSS

The lnvestigator ancl lnstitution and Study Staff are acting as independent contractors of IQVIA and Sponsor
and shall not be considered the employees or agents of IQVIA or Sponsor.

Neitlrer IQVIA nor Sponsor shall be responsible for any employee benefits, pensions, rryorkers' compensation,
withholding, or employment-related taxes as to the lnvestigator or lnstitution or their staff.

Trnm & TrnrvnNATIot'r

16.1 Term
This Agreement will become e{fective on the date of approval of the Study by Drugs Controller General
lndia or the date on which it is last signed by the parlies, whichever is later (ihe "Effective Date") and shall
continue until completion or until terminated in accordance with this Section.l 5 "Term & Termination".
IQVIA shall attach a copy of the approval from the Drugs Controller Gener'al lndia approving the Study to
this Agreement as Attachment B, and the Parties agree that such approval shall be incorporated by
reference herein. lf such approval has not been received as of the date the Parties sign this Agreement,
IQVIA shall keep the original signed Agreements until receipt of such approval, and upon receipt of such
approval, IQVIA shall attach a copy of the approval to each original Agreement as Attachment B and
forward an original Agreement to each other Parly thereafter, while retaining one original Agreement in its
files. lf such approval was received prior to the signatures of the Parties, IQVIA shall attach a copy of the
approval hereto as Attachment B, and upon signature of all Parties, each Party shall receive an original of
the Agreement, which shall include such approval as Attachment B.

16.2 Termination
IQVIA may terminate this Agreement for any reason effective immediately without any onus or additional
remuneration upon written notice. The Site may terminate upon written notice if circumstances beyond the
Site's reasonable control prevent completion of the Study, or if it reasonably determines that it is unsafe to
continue the Study. Upon receipt of notice of termination, the Site shall immediately cease any subject
recruitment, follow the specified termination procedures, ensure that any required subject follow-up
procedures are completed, and make all reasonable efforls to minimize fufther costs, and IQVIA shall make
a final payment for visits or milestones properly perlormed pursuant to this Agreement in the amounts
specified in Attachment A; provided, however, that ten percent (10%) of this final payment will be withheld
until final acceptance by Sponsor of all CRF pages and all data clarifications issued and satisfaction of all
other applicable conditions set forth herein. lf a material breach of this Agreement appears to have
occurred and termination may be required, then, except to the extent that Study Subject safety may be
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jeopardized, IQVIA may suspend performance of all or part of this Agreement, including, but not limited to,
subject enrolment.

16.3 Consequences of Termination
ln the event this Agreement is prematurely or orderly terminated, Site shall provide IQVIA with all Study data
including any work product, final result report and CRF in relation to the Study relating to the period from the

commencement of the Study until termination of the Agreement. The lnvestigator reserves a right to retain
one copy of all the material as the result of the Services performed, which will remain subject to the
confidentiality provisions herein, and to be used only if a dispute arises regarding the Services performed by
the I nvestigator hereunder.

17. NoflcE

Any notices required or permitted to be given hereunder shall be given in writing and shall be delivered
(a) in person,
(b) by certified mail, postage prepaid, return receipt requested,
(c) by e-mail of .pdf/scan or other non-editable format notice with confirmed transmission report, or
(d) by a commercial overnight courier tlrat guarantees next day delivery and provides a receipt, and such
notices shall be addressed as follows:

To Sponsor:

Name: Dr. Deepa Joshi,
Vice President, Discovery Research &
Clinical Development
ACd'i'ess:
Torrent Research & Development Centre,
Ah niedabad-Gandh inagar H ighway,
Bhat P.O., Gandhinagar,
Gujarat - 382 428
Tel: +91 079 23969100

To IQVIA

Name. Kapil Jhawar
Sr. Clinical Project Manager

Address: IQVIA RDS (lndia) Private Limited
(forrnerly Quintiles Research (lnclia) Pr!vate
Limited)having its office at B-101-106,
Slrapath lV, Opp. Karnavati Club, S G Road,
AhmedaLrad- 380 051 , lndia

Name: Mahatma Gandhi Mission's l/'ledical
College and Hospital

Name: Dr. Bhosale Deepak Sadashiv
Address: Mahatma Gandhi Mission's
Medical College and Hospital,
N-G CIDCO, Aurangabad-43l003,
Maharashtra, lndia

[ongr Mn.t-rUJRr-

The performance by either Party of any obligation on its part to be performed hereunder shall be excused by
floods, fires or any other Act of God, accidents, wars, riots, embargoes, delay of carriers, inability to obtain
materials, failure of power or natural sources of supply, acts, injunctions, or restraints of government or other
force majeure preventing such performance, whether similar or dissimilar to the foregoing, beyond the
reasonable control of the Party bound by such obligation, provided, however, that the Party affected shall exert
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its reasonable efforts to eliminate or cure or overcome any of such causes and to resume performance of its
obligations with all possible speed.

19. MISCELLANEOUS

19.1 Entire Aoreement
This Agreement, including its attachment(s), constitutes the sole and complete agreement between the

Parties and replaces all other written and oral agreements relating to the Study.

Any change in the terms of this Agreement shall be valid only if the changes are made in writing, agreed

and signed by the Parties.

19.2 NoWaiver/Enforceabilitv
Failure to enforce any term of this Agreement shall not constitute a waiver of such term.

lf any parl of this Agreement is found to be unenforceable, the rest of this Agreement will remain in effect.

19.3 Assionment of the Aqreement
This Agreement shall be binding upon the Parties and their successors and assigns.

The Site shall not assign or transfer or subcontract any rights or obligations under this Agreement urithout

the written consent of IQVIA and Sponsor.

Upon Sponsor's request, IQVIA may assign this Agreement to Sponsor or to a third party, and IQVIA shall

not be responsible for any obligations or liabilities under this Agreement that arise after the date of the

assignment, and the Site hereby consents to such an assignment. Site will be given prompt notice of such

assignment by the assignee.

19.4 Third Partv Beneficiarv
The Parties agree that Sponsor shall have the right to enforce any of the provisions of this Agreement as

a third party beneficiary.
Each Parly to this Agreement acknowledges that except for the Sponsor, there are no third party

beneficiaries with any rights to enforce any of the provisions of this Agreement.

19.5 Applicable Law and Dispute Resolution
This Agreement shall be interpreted under the laws of the state or province and country in which Site

conducts the Study.

Any dispute arising out of or in connection with this Agreement will be finally settled through coutls of the

state or province in which the Site, is located.

19.6 Survival:

The terms of this Agreement that contain obligations or rights that extend beyond the completion of the
Study shall survive termination or completion of this Agreement, even if not expressly stated herein.
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ACKNOWLEDGED AND AGREED BY IQVIA RDS (INDIA) PRIVATE LIMITED (FORMERLY QUINTILES
RESEARCH (lNDlA) PRIVATE LrMrrED):

By: Tanuka Gangulv

Title:

Signature:

Date:
^.- 

I 2G

BY fViahatrna GandhlMiSg*ion's Medical Goltrege and Hospital

Titne: QES ,

srsnaruru,*w$^
Date:

A^Alz^--

JA
ACKNQWLEDGED AND AGREED BY THE INVESTIGATOR:

By: DLBhoSale Degpak Sacjas_hiv

Title : P ri n S"ire! I nvestjgletg:i

Signature: _ __

Date: Z) lSlarr\A) Ztllt

ACKNOWLEDGED AND AGREffiM
By: EfllaierydrLBghra
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A,

Arrncmrrrrrur A
BupCrr & PaYMENT ScnEDULE

PAYMENT TERMS

PAYEE DETAILS

The Parties agree that the payee designated below is the proper payee for this Agreement, and that payments
under this Agreement will be made only to the following payee ("Payee"):

Payee Name
MGM Medical College

Payee Address Mahatma Gandhi Mission's Medical College and Hospital
N-6 CIDCO, Aurangabad-431 003, Maharashtra, lndia

Ernail Address trs rur aagl--th ery Effi"g{sup,-a grn

Bank Name lDBl Bank

Bank Account
IBAN Number or branch
number

0376 1 04000000

IFSC Code 18K10000376

G$T Hegistration ruurnbe!' Not Applicabie

VAT/GST/Tax ID Number Pan Number: AAATM4256E

PAYMENT METHOD Electronic Fund Transfer

ln case of changes in the Payee's bank details, Site is obliged to infornr IQVIA in writing. The parties agree that
in case of changes in bank details which do not involve a change of Payee/Bank Account Name or change of
country location of bank account, no further amendments are required.

The Padies acknowledge that the designated Payee is authorized to receive all of the payments for the services
performed under this Agreement.

lf the lnvestigator is not the Payee, then the Payee's obligation to reimburse the lnvestigator, if any, is
determined by a separate agreement between lnvestigator and Payee, which may involve different payment
amounts and different payment intervals than the payments made by IQVIA to the Payee.

lnvestigator acknowledges that if lnvestigator is not the Payee, IQVIA will not pay lnvestigator even if the Payee
fails to reimburse lnvestigator.

Payuerur DrspurE
Site will have thirty (30) days from the receipt of final payment to dispute any payment discrepancies during the
course of the Study.

Payruewr TeRur
IQVIA will pay the Payee monthly (or every three (3) months), on a completed visit per subject basis in
accordance with the attached budget. Ninety percent (90%) of each payment due, including any Screening
Failure that may be payable under the terms of this Agreement, will be made based upon prior month (or prior
3 months) enrolment data confirmed by subject CRFs received from the Site and data verification supporting
subject visitation
The balance of monies earned, up to ten percent (10%), will be pro-rated upon verification of actual subject
visits, and will be paid by IQVIA to the Payee upon final acceptance by Sponsor of all CRFs pages, all data
clarifications issued, the receipt and approval of any outstanding regulatory documents as required by IQVIA
and/or Sponsor, the return of all unused supplies to lQVlA, and upon satisfaction of all other applicable
conditions set forth in the Agreement.

B.

C.
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E.

Any expense or cost incurred by Site in performing this Agreement that is not specifically designated as

reimbuisable by IQVIA or Sponsoi under the Agreement (including this Budget and Payment Schedule) is Site's

sole responsibility

Subject to the provisions of the following paragraph, neither IQVIA nor Sponsor shall be responsible for any

emftoyee benefits, pensions, workers' compensation, withholding, or employment-related taxes as to the Site'

leVlA is obligated to, and will withhold tax, as applicable, in accordance with Country Name tax laws, as

amended from time to time.

Site shall be responsible to comply with all obligations in respect of taxes and social security contributions, if

applicable, which relate to tfre su'bjbct matter of this Agreement including, r.vithout limitation, those that relate to

the lnvestigator, the lnstitution and its employees and/or collaborators.

Site represents that the services it provides under this Agreement are taxable services under the laws governing

Good and Services tax ("GST") in india, ancl thai it is required to charge GST for the services rendered to IQVIA

at the prevailing rate. Site represents that it is entitled to require such payment of the GST under the laws of

lndia. Site undertakes to provide IQVIA with an invoice, to be sent to IQVIA at the address mentioned in Section

F of this Attachment A, in respect of such taxable services and such invoice shall be in accordance with the

applicable legislatlon as may be amended from time to time or any successor legislation.

All amounts specified in this Agreement are in lndian Rupees (lNR) and are inclusive of all overhead fees. For

the avoidance of doubt, overhead fees include any applicable overhead fees.

Major, disqualifying Protocol violations are not payable under this Agreement

DISCONTINUED OR EARLY TERMINATION

Reimbursement for discontinued or early termination subjects will be proratecl based on the number of conf irmed

completed visits.

lNVorcEs
Original lnvoices pertaining to this Study
at the following address:

IQVIA RDS (lndia) Private Limited
Attn: Finance

for the following items must be slrbmitted to IQVIA for reiml:ursement

(formerly Quintiles Research (lndia) Private Limited), Bangalore

PSC -- Account$ Payable {lnve$tiSat$r Payrnents)
Add ress:
lll Floor, Etamin Bloc[<,

Prestige Technclogy Park,
Sarjapur - Marathahalli Outer Hing noad
Bangalore - 560103, lndia

please note that invoices will not be processed unless they reference the Sponsor name, Protocol

number, lnvestigator name, Site num'ber and Payee GST registration numlrer' Upon receipt and

verification of the invoices, reimbursement for invoices will be included with the next regularly

scheduled payment.

F. EC/IRB/IEC FEES

EC/lRB/lEC costs will be reimbursed on a pass-through basis upon receipt of a formal invoice issued by the

EC/lRB/lEC and are not included in the attached Budget. Payment will be made directly to the EC/lRB/lEC'

Any subsequent re-submissions or renewals, upon approval by IQVIA and Sponsor, will be reimbursed upon

receipt of appropriate documentation.
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G' H. MEETING ATTENDANcE: IF StrE's ATTENDANcE rs Nor BEoutRED AT A Sruoy ueelruG, BE suRE tr's 3TATED
ExPLlclrLY] Necessary travel and lodging expenses (including meals) incurred by the Site when attending
Study start up meetings or other meetings necessary to provlde information regarding the Study or
lnvestigational Product will be reimbursed on a pass-through basis upon receipt of sufiportirig invoices from
a third party vendor.

REcoRD Sronace Frr
A record storage payment will be made to Slte at the completion of the Study subject to receipt of a
document storage quotation and upon Sponsor/CRO approval. The record-storage fee will not be
provided in the event where a third party vendor has been contracted by Sponsor to perform record
storage.

ln accordance with Sponsor's Protocol requirements, lnstitution shall maintain all Site Study records in
a safe and secure location to allow easy and timely retrieval, when needed.

ScReerurruo FATLUBE

Reimbursement for screen failures will not exceed Five (5) screen failure(s) paid per One (1) subject
randomized.

To be eligible for reimbursement of a screening visit, completed screening CRF pages must be
submitted to IQVIA along with any additional information, which may be iequesteO Ly leVlA to
appropriately document the subject screening procedures.

NO OTHER ADDITIONAL FUNDING BEQUESTS WILL BE CONSIDERED

All payments for this Study in accordance with the attached budget will be paid by leVlA by wire transfer.

H. MtNtMUM Eunoluerur Goal

Site acknowledges that Site's minimum enrolment goal is 30 subjects and that Site will use best efforts to
reach the enrolment goal within a reasonable time after commencement of the Study at Site. lf site fails to
adhere to this principle IQVIA may reconsider Site's suitability to continue participation in the Study.

BUDGET TABLE

Vrslr
*l\mouNr (lNR) (lr'rcLUStvE oF
OvTRHEAD 25"/.)

Scn 103 1s

DO 5416
W4

wI2
w24

789 B

!__ _ 10257

rc257
w36 7898

w50 77 12

FUp 823 9

TOrnI Cosr PER PnTIENT 67992
The cost per patient is inclusive of patient travel expense.

UNSCHEDULED Vlsff PRoCEDURES Unscheduled visits should only take place if there is an immediate risk to
subject safety, or in the event that the additional visit is pre-approved by IQVIA in writing, and not to exceed 2
visits per subject per visit. To be eligible for reimbursement for unscheduled visits, coripleted CRF pages

Torrenl Phtrnrr,rccuticals Lintitcd
Protocol Nunrber: CT/lr0l s/Clvlt{/t 6i03-01
India Specitic CTA dared 0,1 Dec 201 7
Mahatnla C:rndlri Missiol's Nledical College ancl Hospital _ Dr. Bhosale Deepak Satlirshir._l6Jln20i9_ SG_ Final
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_l

must be submitted to IQVIA within 5 days of visit with any additional information which may be requested by
IQVIA to appropriatelv document the subiect visit.a o a e ocumen e SU ECt VISI

PROCEDURES AMOUNTS (lnclusive
of Overhead 25Yo)

Patient Reimbursement, Expenses, patient Travel - per Visit 500

officeorotheroutpatientvisitfortheeValUationa@
of an established patient, which requires at least 2 of these key
components: A comprehensive history; A comprehensive physical
examination; Vital signs, weight, height; Medical decision making
of high complexity.
Vital signs, weight, lreight

12-lead ECG. lncludes tracing,interpretation and reporl

Combined. Bloocl Draw, venipuncture, phlebotomy specimen
collection with lab handling and shipping: Simple

Collection of specimen; urine, urine collection

(ABPM); utilizing a system such as magnetic tape and/or
computer disk. lncluces recording, scanning analysis,
interpretation and report

2297

342

186

279

62

2359

Torrent Phannirccuticals [-inritc.d
Protocol Nurnher: CT/P0l 5/CMR/I 6/03_01
lndia Specilic CTA dared 0-l Dcc 2017
Mahatnra Gandhi Mission's lvlerlical College ancl Flospital - l)r. tlhositle Deepak Sadashiv _l6Janl0l9_ SC_ Final
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ATTACHMENT B
EQUIPMENT (optional)

The Site will be supplied with/ by:
. Ambulatory Blood Pressure Monitoring machine (ABPM)

All materials and equipment provided ("Equipment") by the Sponsor or IQVIA /vendors contracted by the Sponsor
shall remain the sole property of the Sponsor/ IQVIA /vendor, as ihe case may be.

Therefore, it is hereby agreed that such Equipment shall:
a) be subject to removal at any time upon the Sponsor's or, IQVIA' demand provided that such removal does not
prevent the Site {rom conducting the Study and carrying out their obligations under this Agreement;
b) be used only for the purposes of the Study;
c) be used in accordance with any manuals or instructions while in possession of the Site;

d) shall remain in the same condition, ordinary wear and tear excepted. As long as the Equipment are in the
possession of the Site, it is liable for maintenance or arry risk of loss in connection with the Equipment during the
conduct of the Study;
e) be clearly identified as the sole property of the Sponsori IQVIA /vendor, as applicable, by clearly stating
"BELONGS TO "Name of legal owner" in order to notify any third parties, including creditors, that the legal owner
retains title thereto; and
f) upon completion or termination of the Study, lQVlA, together with Site assistance, shall arrange the return of
allequipment provided forthe Studywithin one (1)month of requestto return, or if requested bythe Sponsor or
IQVIA in writing, arrange for tlre disposal of the Equipment as soon as reasonably practicable.

Torrent Phiunraceuticals [-i mited
Protocol NLr:uber: CT/P0l S/CMR/l 6/03-01
lndia Specific CTA dated 04 Dec 2017
Mahatma Gandhi Mission's tvledical College and Hospital _ Dr. Bhosale Deepak Sadashiv -l(rlan20l9- SG- [rinal
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ATTACHMENT C

APPROVAL LETTER

Torrent Pharmaceuticals Linlited
Protocol Nuntber: CT/PO1S/CMR/1 6/03-01
India Specific CTA dated 04 Dec 2017

N,taharpra Ganclhi Missiol's Meclical College and Hospital - Dr. Bhosale Deepak Sadrshir' -l 6Jan2019- SG- l-inal
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AMENDMENT #2 TO INVESTIGATOR m&ffiffitffieprpffiffitst

ItrlDlA srAffiF Duw HAIIAR"*SHTRA
This Amendment #2 ("Amendment") to Clinical-Stud, Agreement daled 27 Dec 2018 (the
"Agreement"), effective as of the later of the dates appearing on the signature page, is entered into by
and among, Dr. Pole Shivaji Marotrao ("Principal lnvestigator") at Mahatma Gandhi Missions Medical
College arid Hospital, N-6 CIDCO, Aurangabad 431003, Maharashtra, lndia. ('INSTITUTION"), Ardent
Clinical Research Services ("SMO') located at 318, Level-3, Cannaught place building, Next to Franklin,
Bund garden road, Opposite Wadia College, Pune-411001, Maharashtra, lndia.and SIRO Clinpharm
Pvt. Ltd., a company incorporated under the laws of lndia whose principal place of business is located at

SIRO Clinpharm Pvt. Ltd., Kalpataru Prime, lstfloor, Unit Nos. 3 & 4, Plot no. D-3, Road no. 16, Wagle
lndustrial Estate, Thane (W) - 400 604, Maharashtra, lndia. (hereinafter referred to as "SlRO")

\.na-----"--Cv\
Pl, INSTITUTION, SMO and SIRO are hereinafter individually referred to as 'Party' and collecti\y as
'Parties'

\*
\

lVHER.EAS, the parties have entered into Clinicai Trial Agreement (tne "Agreement') daieo 27 De6\
2018. 

-"--- --e' 
.,. H I
i- r.r Fri "xi g

AND WHEREAS, the parties desire to amend certain terms of the Agreement; l,' ii H''-'"'-'&
t- "', i?
1t ii:'':i

NOW THEREFORE, the parties agree as follows: ,, i:. ?.1;
.:t.; r,,1,_.

l. ln the existing CTA on page no. 14 under the existing Schedule A budget and payment scheme i*
i'

the budget sheet as mentioned therein be deleted and updated with the following budget and .*
read as hereunder:

Type of visit
Professional

fees
Procedural

fees
Patient Travel

Reimbursement

[rNR) [rNR) [rNR]

Screening t 3,000.00 r 500.00

First Study Procedure { 3 5,000.00 t 35,000.00 r 500.00

Second study procedure
foptional as per PI discretion) r 500.00

Final Follow Up Visit { 5,000.00 r 500.00

Total tA) t 43,000.00 t 3 5,000.00 < 2,000.00

Institutional Overhead (B= 25a/o

of A) t l_0,750.00 NA NA

Total [A+B=C) t 53 ,750.00 t 3 5,000.00 < 2,000.00

GST [D= LBo/ol t 9, 67 5.00 { 6,3 00.00 r 360"00

Total { 63,42 5.00 { 41,300.00 < 2,360.00

Total per subiect T 1,07,085.00

ss?str
"$ ?fi3t3 ffi

rffiH*atrffiW
ffieffi [}k trffi j s
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Amendment 02 to Clinical Study Agreement, Ver 01 dated 27 Nov 2018
Study Code LUF-44-001 Dr. Pole Shivaji Marotrao
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Ali oiner terms and conditions of the Agreement shall remain in full force and effect.

Upon execution this Amendment #2 shall form part of the Agreement.

lN WITNESS WHEREOF, the parties hereto have executed this Agreement in eUADRIpART;TE by
proper persons thereunto duly authorrzed.

SIRO Clinpharm Pvt. Ltd |NST|TUTION

Partha Ghatterjee,

Clinical operations and CTS

Date 0'T lvhlA ?# tt . Date. Lg M A{\ .}_o i3

INVESTIGATOR SMO

Dr. Pole Shivaji Marotrao

I /-,
\\E--

urgnature

Designation. Principal lnvestigator

Date . 4€, f"{ A P' 2C tcJ

Amendment 02 to clinical study Agreement, ver 01
Study Code LUF-44-001 Dr. Pole Shivaji Marotrao

Page Z of 2

Sig natu re
Designation - He

Mr. Chandu Devanpally

Signature

Designation: Managing Director

It
Date tf t! hJ'}, f ?f l7T

dated 27 Nov 2A1B

Confidential

Dr Rajendra Bohra
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