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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
Nlahatnra Ganclhi Mission's Medical College and Hospitat _ Dr. Bhosale Deeprk Sada.shiv;ijiiXi?^?. S(i- Finat 

pase I of 22



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
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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
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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
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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

Torr ent Pharntirceuticals I.inrited
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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

Torrent Pharlraceuticals Li nr ited
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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

Torrcrrl Phanilaccuticirls I.irttited
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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.

Torrent Phar.llraceuticals Limited
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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.

Torlent Pharntrceuticals I-irnited
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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
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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
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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.
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ATTACHMENT C

APPROVAL LETTER
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