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CLINICAL TRIAL AGREEMENT

25
This Clinical Trial Agreement (“Agreement’) is entered into as of [ 24 A:EI 20_] (“Effective Date”)
between Novartis Healthcare Private Limited, a company incorporatel under the provisions of the
V‘ %Companies Act, 1956, and having its registered office at Inspire BKC, Part of 601 & 701, Bandra Kurla
Complex, Bandra (East), Mumbai — 400 051, Maharashtra, India (hereinafter referred to as “Novartis”
which expression shall unless repugnant to meaning or context mean and include its successors and
assigns) of the FIRST PART;

AND

Himalayan Institute of Medical Sciences, SWAMI RAMA HIMALAYAN UNIVERSITY, a
University registered under section 2(f) of UGC Act, 1956 and enacted vide Uttarakhand Act
no. 12 of year 2013, having its registered address at Swami Ram Nagar, Jolly Grant- 248 016,
Dehradun, Uttarakhand, India through its Registrar Dr. Susheela Sharma (‘Institution”) which
expression shall mean and include its successors and assigns of the SECOND PART,;

AND

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

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

RECITALS:

WHEREAS, Novartis is to perform a clinical trial (hereinafter the “Trial) to evaluate the following

drug: KJX839 (Inclisiran) (hereafter the “Trial Drug”) in accordance with a protocol entitled “A

randomized, double-blind, placebo -controlled, multicenter trial, assessing the impact of

o inclisiran on major adverse cardiovascular events in participants with established

cardiovascular disease (VICTORION-2 PREVENT) CKJX839B12302” and its potential subsequent
amendments (hereinafter collectively the “Protocol”).

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

WHEREAS the Principal Investigator is a consultant of the Institution,

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

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

1. CONFORMANCE WITH LAW AND ACCEPTED PRACTICE

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

(a) the Protocol;

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

(c) the Declaration of Helsinki of the World Medical Association, "Ethical Principles for

Medical Research Involving Human Subjects";
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any applicable direction received from a Regulatory Authority (like Drug Controller
General of India) or Ethics Committee with jurisdiction over the Trial;

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

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

and all written instructions given by Novartis.

all, as amended from time to time.

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

PROTOCOL

2:1

2.2

2:3

2.4

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

Institution and Principal Investigator shall perform the Trial in accordance with the
Protocol, all Applicable Laws, the identified timelines and the terms and conditions of
this Agreement. Institution and Principal Investigator shall not start the Trial without prior
approval of the appropriate Ethics Committee and/or Regulatory Authority.

Novartis may at any time amend the Protocol by written notice to Principal Investigator
and Institution. Such amendments, whether or not substantial, may require the approval
of the Ethics Committee and/or the Regulatory Authority before implementation.

No financial adjustments shall be made due to such amendments, unless the Parties
hereto amend this Agreement accordingly.

APPROVALS

The Trial shall not start until:

(a)

(b)

(c)

all the necessary approvals of the relevant Regulatory Authority and the competent Ethics
Committee have been obtained in writing by the Principal Investigator/or Novartis.
Relevant approvals from the Ethics Committees shall be forwarded to Novartis as they
are obtained:;

the written approval of relevant authority or organisation that owns or is responsible for
the administration of the facility in which the Trial is to be performed has been obtained,
if such authority or organisation is not the Institution.

the Informed Consent Form as defined in Section 5.3 (d) provided by Novartis, has been
approved by the Principal Investigator and/or, as applicable, by the Ethics Committee.

TERM OF THIS AGREEMENT

4.1

4.2

This Agreement shall be effective upon signature by both Parties and shall expire upon
receipt and acceptance by Novartis of the work product specified in the Protocol.

The following provisions shall survive the termination or expiry of this Agreement:
Section 11 (Intellectual Property), Section 13 (Publication), Section 14 (Confidentiality)
and Section 15 (Data Privacy), as well as any other provisions which by their terms are
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understood to survive the termination or expiry of this Agreement, including compliance
with Applicable Laws.

The Institution shall not be able to replace the Principal Investigator with another Principal
Investigator without the prior written consent of Novartis. The Institution shall inform Novartis in
writing within five (5) business days if the Principal Investigator is unable or unwilling to continue
to perform its duties as Principal Investigator and shall provide reasonable assistance in finding
a replacement acceptable to Novartis. Enrolment of new trial subjects (hereinafter “Trial
Subjects”), shall be put on hold until the new Principal Investigator has been appointed. The
Institution acknowledges that Novartis will continue to make payments for Trial Subjects already
enrolled by the prior Principal Investigator, but shall not shall make payments for new Trial
Subjects.

During the selection process of the new Principal Investigator, Novartis shall agree immediately
with the Institution to appoint an ad interim Principal Investigator in order to continue to perform
the Trial Subjects visits according to Protocol.

If a replacement is unable to be found within thirty (30) days after notification, Novartis may
terminate this Agreement. If the Principal Investigator ceases to be affiliated with the Institution,
Novartis shall have the right to transfer the conduct of the Trial from the Institution to the Principal
Investigator's new practice, and the Institution agrees to fully cooperate with Novartis and the
Principal Investigator in the transition of such responsibilities, including assisting with the transfer
of any subject medical records.

PERFORMANCE OF THE TRIAL

Principal Investigator shall be responsible for the performance of the Trial, in particular for the
following:

The Principal Investigator may appoint individuals and investigational staff as they may deem
appropriate as sub-investigator (the “Sub-Investigators”) to assist in the conduct of the Trial,
(collectively “ the Trial Staff”).

All Sub-Investigators and investigational staff will be adequately qualified, timely appointed and
an updated list will be maintained by the Principal Investigator. Principal Investigator shall be
responsible for leading such team of Sub-Investigators and investigational staff, who, in all
respects, shall be bound by the same terms and conditions as the Principal Investigator under
this Agreement. The Principal Investigator shall provide Novartis with an up-to-date signed CV
of him/her and of all key investigational staff members as well as all other relevant document
establishing qualification, experience. He/ She shall document and oversee the duties delegated
to the staff, ensuring only qualified and trained staff members are involved in the Trial. The
Principal Investigator shall be responsible for the conduct of the Trial in its entirety and for the
rights, safety and well-being of the Trial Subjects.

L | Trial Site
The Trial shall be conducted at the premises of Institution: (hereinafter the “Trial Site”).
5.2 Use of Trial Drug:

Novartis shall provide the Trial Drug in sufficient quantity to conduct the Trial. For purposes of
this Agreement only, the Trial Drug shall be supplied to Institution free of charge. In all events,
the Trial Drug shall remain the sole property of Novartis.

The Principal Investigator shall

(a) ensure the safe receipt, handling, storage, use and administration of the Trial Drug and
take all reasonable measures to ensure that it is kept secure, in agreement with GCP,
the Protocol and any applicable guidelines;

(b) make a written declaration revealing whether or not the Principal Investigator has any
possible economic or other interests in connection with the conduct of the Trial and the
Trial Drug and — if so — what his/her interests are and shall submit such written declaration
to Novartis.

(c) not permit Trial Drug to be used for any purpose other than the conduct of the Trial in
compliance with the Protocol;

(d) shall not make the Trial Drug available to any third party other than as specifiedin the
Protocol without Novartis’ prior written consent;
N
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5.3

(e) keep full and accurate records of who dispenses the Trial Drug, the quantity dispensed,
and the quantity returned which shall be available for review and /or collection by Novartis
and/or designated monitor entrusted with the oversight of the Trial (“Novartis Monitor”) at
any scheduled monitoring visit;

(f) cooperate with the Novartis Monitors and observe the instructions given by them;

(g) upon any earlier expiration or termination of this Agreement, at Novartis's expense, return
any remaining quantities of the Trial Drugs to Novartis.

Trial Subject consent and entry into Trial:
Before entering a Trial Subject into the Trial, the Principal Investigator shall:

(a) Exercise independent medical judgement as to the qualification of each prospective Trial
Subject with the requirements of the Protocol;

(b) advise Novartis of all instances in which, in the Principal Investigator's judgement, there
is any question as to any prospective Trial Subject’s suitability for participation in the Trial,
and abide by Novartis's decision as to whether or not to enrol that Trial Subject;

(c) ensure that, before their participation in the Trial, the Trial Subject, and/or as the case
may be, her/his legal representative, are duly informed in language understandable to
them, about all aspects of the Trial that are relevant to them, including: (i) the purpose,
duration, nature, significance, implications, potential benefits and/or risks of the Trial; and
(i) the collection, processing, auditing, and monitoring of data (including personal data)
under this Agreement;

(d) ensure that, before his /her participation in the Trial, each Trial Subject and/or as the case
may be her/his legal representative has given his or her Informed Consent by signing a
consent form (“Informed Consent Form” or “ICF”) in the form provided by Novartis, in
accordance with the Protocol and without the undue influence or coercion of any person
directly involved in the Trial, and in accordance with Applicable Laws.;

(e) ensure that a copy of the signed Informed Consent Form be provided to the Trial Subject,
and/or as the case may be, his/her legal representative;

(f) acknowledge that the use of the Informed Consent Form does not release the Principal
Investigator from his or her legal, regulatory and contractual obligations relating to
Informed Consent, and that it remains the Principal Investigator's responsibility to ensure
that those obligations are complied with; and

(g) comply with the procedures described in the Protocol in relation to that Trial Subject.
5.4 Trial Subject Recruitment

Principal Investigator has estimated that he/she can recruit the number of Trial Subjects as
specified in Annex 1. This target of recruitment can be increased only upon written agreement
of Novartis. In addition, Novartis may establish a threshold number of Trial Subjects and rate of
accrual of Trial Subjects (e.g, 25 Subjects during the course of study) to allow for appropriate
monitoring of the Trial, and will communicate this information to the Principal Investigator. The
Principal Investigator undertakes to comply with these limitations and conditions for further
recruitment at the Trial Site as required by Novartis.

Novartis will review the Trial Subjects recruitment on an on-going basis to ensure that the
enrolment continues at an acceptable rate. Novartis is empowered to discontinue the Trial at
Institution medical facilities in case of no or poor enrolment.

In a multicentre trial, Novartis reserves the right, at its sole discretion, to require Institution and
Principal Investigator to cease enrolment of Trial Subjects prior to enrolment of the targeted
number of Trial Subjects. Institution and Principal Investigator undertake to cease such
enrolment upon request of Novartis and further undertake not to seek any compensation thereof.

S5 Recordkeeping

The Institution and the Principal Investigator shall perform the following recordkeeping and
reporting obligations in a timely fashion:

(a) Preparation and maintenance of complete, accurately written and electronic records,
including accounts, notes, reports, Case Reports Forms, records of Trial Subject
identifications, medical notes, clinical observations, laboratory tests, and the receipt and
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disposition of the Trial Drug and all supportive documentation and data for each Trial
Subject of this Trial (hereinafter “Records”);

(b) Preparation and maintenance of the Investigator Site File (hereinafter “the ISF”) and, in
particular, ongoing filing of all relevant Trial-related original documents in the ISF;

(c) Maintenance of a copy of all documents related to this Trial for the longer of at least a)
fifteen (15) years after the Trial is completed or discontinued by Novartis, b) or longer as
required by Applicable Laws. Maintenance of all documents and other Records generated
in the Trial in safe keeping for such period as is required by any applicable regulations,
and in any event for 15 years following termination of the Trial. If Novartis has any legal
reasons to wish to access the documents for a longer period than described above,
Novartis shall notify the Institution accordingly before the end of such period. In the event
of the insolvency or bankruptcy of Institution, Institution agrees to promptly transmit all
copies of such records to Novartis in accordance with Novartis’ written instructions at
Novartis’ expense.

(d) Meet with a representative of Novartis to discuss the progress of the Trial; and notification
to Novartis immediately upon discovering any significant violations of the Protocol.

(e) Safely keeping the hospital records of Trial Subjects in a known and accessible location
during the period defined here-above.

(f) Make available all Records to Novartis, its nominee or Health Authorities promptly upon
request for monitoring and/or auditing purposes;

(g) Be responsible for making any necessary applications for registration under the data
protection legislation in connection with data obtained under this Agreement.

5.6 Reporting:

The Principal Investigator shall, and shall ensure that any co-investigator involved in the conduct
of the Trial shall, on reasonable notice

(a) Meet with a representative of Novartis to discuss the progress of the Trial; and

(b) Make the hospital notes and Case Report Forms for each Trial Subject available for
source data verification or auditing purposes by representatives of Novartis and the
officers of any competent regulatory authority.

(c) In accordance with the procedure set out in the Protocol: Completion of a Case Report
Form for each Trial Subject; review and signing of each of the Case Report Forms to
ensure and confirm their accuracy and completeness, ensuring errors are corrected upon
identification; and prompt submission of the Case Report Forms to Novartis following
their completion,

(d) Cooperation with Novartis in all their efforts to monitor the Trial and to support Novartis
in all matters of data collection, verification and discrepancy resolution

(e) Immediately or at latest within two (2) days of the occurrence, inform Novartis upon
discovering any violations of the Protocol, or breaches or potential breaches of the
Applicable Laws.

S5:7 Reporting of Safety Information:

The Institution and the Principal Investigator shall notify Novartis of each Serious Adverse Event
encountered in the Clinical Trial within twenty-four (24) hours of becoming aware of it in
accordance with the instructions set forth in the Protocol. Each such notice shall be sent through
e-mail, whether or not initial intimation was initially given by telephone. This Section shall apply
to both the original copy of each Serious Adverse Event Report form and the telefax confirmation
sheet reflecting its transmission to Novartis.

The Institution and the Principal Investigator shall also ensure that any person involved in the
conduct of the Trial shall:

(a) Immediately and not later than within 24 hours report to Novartis according to the
procedure set out in the Protocol, any new safety findings on the Trial Drug, including
Serious Adverse Event or Serious Adverse Reaction affecting or which could have an
impact on the safety of the Trial Subject or which could result in a re-assessment of the
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risk-benefit ratio of the Trial Drug. The Principal Investigator shall follow up such
immediate reports and provide the additional information in a detailed, written manner to
Novartis in accordance with the Protocol;

(b) Report to Novartis all Adverse Events (refer definition of adverse event as per current
ICH E6 guidelines for Good Clinical Practice and/or as mentioned in the Protocol) in
accordance with the trial Protocol, applicable trial procedures for safety data reporting;

(c) Cooperate with and supply any further information required by Novartis and/or any
relevant Ethics Committee or Regulatory Authority with jurisdiction over the Trial; and

(d) Report to Novartis any emergency that requires to that requires to unblind the patient in
in the event of double-blind studies and to document and notify Novartis of the date and
reason for the emergency situation.

These reporting obligations shall survive expiration or earlier termination of the Agreement.

During the Trial Novartis shall further report the adverse events to the competent Regulatory
Authorities, in accordance with the current Applicable Laws. Novartis will furthermore provide the
Principal Investigator with safety-related information from other investigational sites in order to
inform the ethics committees IRB/IEC, as required.

After completion of the Trial and evaluation of the results, Novartis will inform the Principal
Investigator about relevant safety-related findings in accordance with the guidelines and Trial
procedures.

5.8 Items supplied by Novartis

Novartis shall provide directly or indirectly the Principal Investigator and/or the Institution with all
necessary information, documents, study equipments (as set out in Annexure 1) and materials,
including but not limited to:

(a) the Investigator Brochure (IB)
(b) the Protocol,
(c) the CRF/e-CRF

(d) The Trial Drug

LIABILITY-INDEMNIFICATION

6.1 Novartis shall assume responsibility for injuries to third parties caused in the course of
carrying out the Trial according to the Applicable Laws, this Agreement and the Protocol,
provided that:

(a) The Institution, the Principal Investigator, the Institution’s employees and collaborators
(hereinafter collectively “the Indemnitees” or each an “Indemnitee”) shall have been free
of wrongful conduct or omission, negligence, and wilful misconduct in the conduct of the
Trial and in their obligations under this Agreement and the Protocol, and shall not have
failed to follow the instructions or recommendations of Novartis;

(b) The Indemnitee refrains from making any admission of liability or any attempt to settle
any claim without Novartis’ consent;

(c) The Trial Drug causing the injury was given by the Principal Investigator in accordance
with the Protocol;

(d) an adequate causal relationship is proven between the use of the Trial Drug and the
appearance of injury;

(e) Novartis is immediately informed of the claim and all pertinent information relating thereto
(but in any case within ten (10) days after the Indemnitee shall have received notice
thereof);

(f) The Indemnitee provide such information and assistance to Novartis in connection with

such claim as is reasonably requested by Novartis and its representativss;
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6.2

6.3

Novartis is permitted to handle and control such claim in its sole discretion.

An Indemnitee seeking indemnification shall take all reasonable steps to mitigate the
amount of any claim for indemnification; and

The indemnity will not inure to the benefit of any Indemnitee’s insurer, by subrogation or
otherwise. The provisions of this Section constitute the Indemnitees' sole and exclusive
remedy against Novartis in respect of all claims.

Novartis shall indemnify, defend and hold harmless the Institution, Investigator, and/or
other affiliated and cooperating hospitals and institutions, as well as the directors,
officers, agents, employees, students, the members of their Ethics
Committee/Institutional Review Boards, and others holding appointments within those
institutions and their respective heirs, successors, and assigns, from any liability, loss,
or damage they may suffer as a result of claims or final judgments that arise from the
participation in and/or performance of the subject Study.

SUBJECT INJURY

Novartis agrees that the Subjects shall be entitled to financial compensation as well as
reimbursement of reasonable and necessary medical expenses from the Novartis in
case of Subject injury or death during the conduct of Study in accordance with New
Drugs and Clinical Trials Rules, 2019 & It’'s amendments as may be amended from time
to time.

Novartis shall indemnify all Subjects for any damage or loss, including all medical
expenses incurred for the emergency and/or long-term treatment of any injury that is
directly a result of Subjects’ participation in the Study and/or the use of the Study
Drug/Device or the performance of any other intervention required by the Protocol or any
SAE (Serious Adverse Event) routed through study site.

Further, institution will not be responsible for any emergency/casualty/Serious Adverse
Event happened during the ongoing trail. Notwithstanding any other terms contained in
this Agreement, the Sponsor will reimburse the Institution for any reasonable, necessary
and properly documented medical expenses directly as well indirectly related to a Study
Subject’'s SAE in accordance with the provisions of the agreement.

Furthermore, in case the injury occurring to the subject during the Clinical Trial or even
thereafter, the subject or the subject’'s nominee(s) shall also be entitled for financial
compensation from the sponsor and the financial compensation will be over and above
any expenses incurred on the medical management of such subject.

INSURANCE

The Institution warrants that it has appropriate and adequate professional indemnity insurance
to cover claims or damages for which it shall be liable under this Agreement. The Institution shall
provide evidence of its insurance upon request by Novartis. The Institution confirms that the
Principal Investigator has appropriate medical liability insurance.

Novartis warrants that it has insurance for the Trial Subjects included in the Trial in place at Trial
start as per the Applicable Laws.

Each Party will provide to the other Party a certificate of insurance showing that such insurance

is in place.
COMPENSATION
8.1 In consideration for the Institution’s satisfactory performance of the Trial according to
this Agreement and the Protocol, the Institution and Investigator agrees to Payment
Schedule attached hereto as Annex 1.
8.2 Novartis reserves the right to terminate the Agreement immediately if no Trial Subjects

have been recruited at the Trial Site within 90 days after the Site Initiation Visit (SIV).
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