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CLINICAL TRIAL AGREEMENT

%
This Clinical Trial Agreement (“Agreement’) is entered into as of [ 2t Y 20_9’] (“Effective Date”)
w tween Novartis Healthcare Private Limited, a company incorporated under the provisions of the
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
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";




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.

5.1 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 specified in the
Protocol without Novartis’ prior written consent;
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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.

5.5 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. Inthe 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.

5.7 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 representatives;
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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

8.2

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.

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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8.3

8.4

8.5

8.6

8.7

Fees for the Trial Subjects not completing the Trial will be paid to the Institution on a
prorated basis according to the number of completed Trial assessment as per Protocol.
All payment will be made for subject visits according to the Payment Schedule referred
in Annex 1. Reimbursement for expenses related to screening failures will be made
according to the Payment Schedule in Annex 1.

The Institution shall send the invoices to:

Novartis Healthcare Private Limited
GCO SSO, India

6 & 7 floor, Inspire BKC, G Block,

BKC Main Road,

Bandra Kurla Complex , Bandra (East),
Mumbai — 400051

Each invoice shall specify the Trial Code. Novartis shall make payments into the
account indicated by the Institution within 60 (sixty) days of receipt of an invoice from
the Institution.

Novartis shall give its prior express written approval regarding any additional costs or
expenses not foreseen in the Payment Schedule or Annex 1. Any costs or expenses
incurred without this prior written approval shall be borne by the Institution.

Each Party represents and warrants to the others that the payment of the fees related
to the conduct of the Trial (including payments to subcontractors, consultants, or other
agents working on behalf of the Institution/the Principal Investigator or as part of the
Institution’s and/or Principal Investigator's services to Novartis, as applicable) (i)
represents the fair market value for the conduct of the Trial, (ii) has not been determined
in any manner that takes into account the volume or value of any referrals,
reimbursements or business between the Institution and/or the Principal Investigator
and Novartis, and (iii) is not offered or provided, in whole or in part, with the intent of,
directly or indirectly, implicitly or explicitly, influencing or encouraging the recipient to
purchase, prescribe, refer, sell, arrange for the purchase or sale, or recommend
favorable formulary placement of a Novartis product or as a reward for past behaviour.

9. EQUIPMENT

2.1

9.2

9.3

2.4

If necessary and based upon Novartis’ assessment of Institution existing equipment,
Novartis may provide equipment (the “Equipment”) to the Institution and/or Investigator
as detailed in Annex 1. The Equipment shall remain the sole and exclusive property of
Novartis. It shall be used exclusively by the Institution, the Investigator and/or the
designated Trial Staff: The Equipment shall only be used for the conduct of the Trial in
accordance with the Protocol, Novartis instructions and until the Trial is completed or
discontinued.

If Novartis, or its designee, provides the Institution and/or Investigator with Equipment
for the purpose of this Trial, the Institution and Investigator agree that neither Novartis
nor its designee shall be responsible to (i) insure the Equipment against any damages
caused to or by the Equipment, and (ii) do the maintenance of the Equipment during the
term of the Trial. The Institution and/or Investigator agree that the Equipment shall
remain in the same condition during the Trial, with the exception of ordinary
depreciation.

During the term of the Trial, Institution and/or Investigator shall be responsible for
immediately notifying Novartis of any malfunctioning Equipment.

Following completion of the Trial or upon discontinuation of the Trial for any reason, the
Institution and/or Investigator, as the case may be, shall return the Equipment to
Novartis or alternatively, in the event the Equipment remains with the Institution and/or
Investigator, the cost of such Equipment will be deducted from the last payment(s) to
be made to either the Institution or Investigator, as the case may be.

10. TERMINATION

(a)

Termination by Novartis. Novartis, in its sole discretion, shall have the right to terminate
with immediate effect the conduct of the Trial at any time and give notice to the Institution
accordingly. Upon receipt of the notice to terminate the Trial, the Institution and the
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11,

Principal Investigator shall immediately take all reasonable steps to cease conduct of the
Trial at the Institution as soon as reasonably possible and to protect the wellbeing of Trial
Subjects.

Termination by the Institution. The Institution shall have the right to terminate the conduct
of the Trial upon a thirty (30) days prior written notice if necessary to protect the wellbeing
of Trial Subjects.

(c) Disapproval by Ethics Committee. If, through no fault of Investigator, the Study is never
initiated because of Ethics Committee disapproval, this Agreement will terminate
immediately.

(d)

Immediate Termination by the Investigator. The Principal Investigator reserves the right
to terminate the Study immediately upon notification to the Sponsor if requested to do so
by the responsible Ethics Committee or if such termination is required to protect the health
of Study subjects.

Termination due to unavailability of the Principal Investigator. In addition, either Party
may terminate this Agreement with immediate effect by written notice to the respective
other Party if the Principal Investigator is no longer available or terminates his or her
relationship with the Institution, and a suitable replacement cannot, after reasonable
efforts by the Institution, be found that is agreeable to Novartis as described in Section 5
of the agreement

Termination for Breach etc. Either Party may terminate this Agreement with immediate
effect by written notice to the other in the event that (i) the other Party commits a material
breach of this Agreement which (if remediable) is not remedied within thirty (30) days of
a written notice from the non-defaulting party; or (ii) the other party becomes insolvent.

Any violation of the good clinical practices, the Applicable Anti-Corruption Legislations
(as set out in Annex 3), or data protection provisions under the Applicable Laws shall be
deemed to be a material breach of this Agreement.

Respective Obligations in the Event of Early Termination. In the event that the conduct
of the Trial at the Institution is terminated prior to its completion other than by Novartis
under Section 10 Novartis shall pay to the Institution the remuneration detailed in this
Agreement for the milestones which have been duly achieved to the date of termination
and all non-cancellable expenses previously approved by Novartis. In the event of early
termination for any reason, the Institution shall provide all such assistance as Novartis
shall reasonably require in order to ensure an efficient handover of the conduct of the
Trial to a third party and with due regard for the welfare of the Trial Subjects.

Return of Documents and Material. Upon termination of this Agreement for any reason
the Institution shall and shall procure that the Principal Investigator shall return to Novartis
all documents, Trial results and material used, generated or referred to in the course of
the Trial, and the Institution and the Principal Investigator hereby irrevocably waive any
ownership interest or intellectual rights worthy of protection of any of the above.

The Agreement shall be terminated in writing by registered mail with acknowledgement of
receipt. The termination of this Agreement by e-mail communication shall be excluded.

INTELLECTUAL PROPERTY

11.1

11.2

11.3

All data, information and documents provided to the Institution and/or Principal
Investigator by or on behalf of Novartis, whether in paper, oral, electronic or other form,
shall remain the sole property of Novartis.

All data, information, documents, inventions and discoveries, resulting from or
developed in the performance of the Trial or this Agreement shall be the sole property
of Novartis and may be used and/or transferred by Novartis in its sole discretion to any
of its Affiliate or such third parties with no further payment or other obligation to the
Institution and/or Principal Investigator. The Institution and/or Principal Investigator shall
have no rights whatsoever therein

The Institution also agrees to, and to cause its employees and collaborators-and the
Principal Investigator to, execute promptly all documents and take all such other action
as may reasonably be requested by Novartis to permit Novartis to obtain the benefit of
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12.

13.

its rights under this Agreement. This includes without limitation taking all necessary
steps for the transfer of ownership of all data, information, documents, inventions and
discoveries to Novartis in accordance with this Agreement, and assisting Novartis in the
preparation and prosecution of patent applications. The Institution shall be solely
responsible for all payments due to the Principal Investigator and/or the Institution’s
employees and/or collaborators according to the applicable law for any inventions
transferred to Novartis. The fees under Section 8 and Annex 1 shall be deemed to
include consideration for such payments by the Institution.

TAXES AND SOCIAL SECURITY CONTRIBUTIONS

It shall be the Institution’s responsibility to comply with all obligations in respect of taxes and
social security contributions, if applicable, which relate to the subject matter of this Agreement,
including without limitation those, which relate to the Principal Investigator, the Institution and its
employees and/or collaborators.

PUBLICATION

13.1

13.4

135

13.6

13.7

13.8

Novartis recognizes the Institution’s interest in making publications and presentations
relating to the Trial in journals, at meetings or otherwise, and Novartis shall therefore
permit such publications and presentations, provided however that the Institution shall
provide to Novartis any proposed presentation (oral or written) at least 15 (fifteen)
working days and any other proposed publication at least 45 (forty-five) working days,
for its review prior to being disclosed or submitted to anyone who is not employed by
the Institution and not under an obligation of non-disclosure and non-use at least
substantially identical to that imposed on the Principal Investigator by this Agreement,
and provided that Novartis shall have the right to require amendments to any such
proposed presentation or publication on reasonable grounds including without limitation:

to ensure the accuracy of the presentation or publication;

to ensure that proprietary or confidential information is not inadvertently divulged;
to enable intellectual property rights to be secured,

to enable relevant supplementary information to be provided.

The list of persons to be designated as primary or secondary author of any publication
relating to the Trial shall be determined by mutual agreement.

Novartis may require any proposed publication or presentation to be delayed for up to
4 (four) months to enable a patent application to be prepared and filed. The 4 (four)
month period shall commence on the date of receipt of the proposed publication or
presentation, or from the date when all relevant data from the Trial are made available
to Novartis, whichever is later.

If the Trial is a multi-centre trial, the first publication of data shall be based on
consolidated data from all centres analysed according to the Protocol, unless otherwise
agreed in writing by all the Principal Investigators involved in the Trial and by Novartis.

Any such publication or disclosure must comply with all Applicable Laws and must be
limited to scientific findings. Such publications or disclosures must, in particular, not
constitute promotion under the Applicable Laws.

Subject to any copyright rights owned by the applicable publisher, Novartis and its
agents may use, refer to and disseminate reprints of scientific, medical and other
published articles which disclose the name of the Institution and/or the Principal
Investigator.

Novartis and its agents may use the Institution and the Principal Investigator contact
details and Trial status in Trial specific newsletters and on the worldwide web for the
purpose of conducting this Trial. Newsletters may be distributed to all participating sites
and postings to the worldwide web are for the purpose of providing information to
potential Trial Subjects regarding the Trial giving them the ability to contact participating
sites.

Neither the Institution nor the Principal Investigator shall disclose the existence of this
Agreement or its association with Novartis, or use the name of Novartis or its agents in
any press release, article or other method of communication, without the e
written approval of the party whose name is the subject of the potentia
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14.

5.

Provided, however, that in order for the Institution to satisfy its reporting obligations,
they may identify Novartis as the Trial sponsor and disclose the amount of funding
received for the Trial, but it shall not include in any such report any information that
identifies any product by name or the therapeutic area(s) involved in the Trial, except
as otherwise required by the Applicable Laws. The Institution, the Principal Investigator
and investigational staff shall not use the name of Novartis or its agents or any
information that identifies the Trial Drug or Trial in any social media.

CONFIDENTIALITY

14.1 All information and data, trade secrets, privileged records and other confidential or

proprietary information (including but not limited to the Protocol, CRFs and information
on password-protected Novartis websites) disclosed to or collected or developed by the
Institution, the Principal Investigator and/or the Institution’s employees and/or
collaborators in connection with this Agreement or the Trial (collectively “Information®)
shall be treated as confidential. The Institution agrees not to disclose to any third parties
or to use any Information for any purpose other than the performance of the Trial. The
Institution shall ensure that the Principal Investigator and the Institution’s employees
and collaborators are bound by confidentiality obligations not less strict than those set
out herein prior to receiving any Information.

14.2 All email communication with Novartis, especially those involving trial related

information should happen via secure ‘Institutional email Ids’. Exceptions (i.e. use of
non-institutional email Ids), if any, must be discussed with Novartis and a secure
communication solution, as mutually agreed and in line with Novartis’ security
standards, is implemented.

14.3  Upon termination or expiry of this Agreement, the Institution shall destroy or return to

Novartis, as per Novartis’ request, all documents, samples and material containing or
relating to Information, except for one copy of Information which is to be retained in the
confidential files of the Institution for record purposes only. If requested by Novartis,
such destruction shall be promptly confirmed in writing by the Institution to Novartis.

14.4 The confidentiality obligations set out above shall not apply to:

Information which is, at the time of disclosure, in the public domain or thereafter becomes
part of the public domain otherwise than by the act or omission of the Institution, the
Principal Investigator, or the Institution’s employees and/or collaborators;

Information that the Institution can demonstrate by written evidence was in its possession
prior to its disclosure by Novartis or that said Information, its collection or creation did not
occur during or in connection with the Trial,

Information which the Institution received from any third party not engaged in the activities
which are the subject of this Agreement, where such information is not subject to an
obligation of confidentiality in favour of Novartis or any of its affiliates.

DATA PRIVACY

15.1 Provisions on the collection and processing of data by the Institution and the
Principal Investigator.

(a) The collection and processing of Research Data (meaning any data, including personal
data concerning the Trial Subjects (such as gender, age, health status, etc) and the Trial
Staff shall be performed in compliance with this Agreement and as indicated in the Protocol,
the Informed Consent Form and any written instructions issued by Novartis. Research Data
collected by the Institution in the Case Report Form shall be processed by the Institution only
for the purpose of the performance of this Agreement. However, the Institution may use the
data collected in the course of the Trial for the Trial Subject’s treatment purposes.

(b) Processing of Research Data shall be performed by the Principal Investigator, Trial Staff
and other authorized persons on the need to know basis. The Institution shall be responsible
for managing access to the Research Data provided the details in the Institution’s possession
or control.

-
w,q/ N By e



16.

17.

(c) The Institution shall ensure Trial Staff processing Research Data have appropriate skills
and training to handle personal data and maintain its confidentiality.

(d) Research Data must be kept confidential. It shall not be disclosed or transferred to any
third party without prior written approval of Novartis. In case such disclosure includes
personal data, the third party receiving the data must have a valid ground under Applicable
Law to receive and process such data. Research Data may be disclosed where required by
Applicable Law or when requested by a data protection authority.

(e) The Institution shall implement appropriate administrative, technical and physical security
measures to protect personal data using current industry best practices taking into
consideration the state of the art of applicable technologies.

(f) The Institution shall comply with any instructions regarding the coding of Research Data
issued at any time by Novartis in accordance with Applicable Laws and best practice.

(g9) The Institution shall maintain procedures to detect and respond to a personal data breach,
as defined under Applicable Law, including breach of security leading to the accidental or
unlawful destruction, loss, alteration, unauthorised disclosure of, or access to, personal data
transmitted, stored or otherwise processed. The Institution shall notify Novartis of any
personal data breach, related to the processing of the Research Data, without undue delay,
but no later than twenty-four (24) hours of discovery of such breach. The Institution and
Novartis shall reasonably cooperate to remediate a personal data breach and liaise with each
other before reporting a personal data breach to the relevant authority.

15.2 Information to Data Subjects. The Institution and the Principal Investigator shall
provide Trial Subjects, in accordance with the Applicable Laws, with an Informed Consent to
participate in the Trial approved by the sponsor Novartis and the relevant Ethics Committee.
Such Informed Consent shall be signed prior to Trial Subject’s participation in the Trial. The
Institution and/or the Principal Investigator shall timely inform Novartis when a Subject
withdraws consent or opposes the use of his/her personal data, as per Applicable Law. The
parties agree to collaborate in the context of Trial Subjects’ individual requests.

16.3 Trial Staff Personal Data. Prior to and during the course of the Trial, the Principal
Investigator and Trial Staff may be required to provide personal data which falls within the
scope of the Applicable Laws and/or is needed for the implementation of the Agreement. The
Institution and the Principal Investigator agree to inform Trial Staff that their personal data
will be processed by Novartis and are responsible for sharing an appropriate privacy notice
with such staff members following the framework attached as Annex 4.

15.4 Transfer of data. Novartis may transfer personal data to other affiliates of the
Novartis group of companies and their respective agents worldwide. Novartis and its affiliates
and respective agents will apply adequate privacy safeguards to protect such personal data.
Personal data may also be disclosed as required by individual competent authorities or
Applicable Laws, for example to report serious adverse events and comply with drug safety
laws and regulations.

15.5 Retention of data.  Personal data will be kept only for the period necessary to fulfil the
purposes of the collection unless a longer retention period is required or permitted by
Applicable Laws.

NOTICES

Any notice given in connection with this Agreement shall, unless otherwise provided herein, be
in writing and shall be delivered personally, or sent by registered mail or facsimile to the address
given in this Agreement.

ASSIGNMENT

Neither Party may assign its rights and obligations under this Agreement without the other Party’s
prior written consent, except that Novartis may (a) assign its rights and obligations under this
Agreement or any part hereof to one or more of its Affiliates; or (b) assign this Agreement in its
entirety to a successor to all or substantially all of its business or assets to which this Agreement
relates. Any permitted assignee will assume all obligations of its assignor under this Agreement
(or related to the assigned portion in case of a partial assignment). Any attempted assignment
in contravention of the foregoing will be void. Subject to the terms of this Agreement, this
Agreement will be binding upon and inure to the benefit of the Parties and their r ive
successors and permitted assigns.
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18.

19.

20.

21.

22.

23.

24.

SUBCONTRACTING

The Institution shall not retain any subcontractor to perform any of its obligations under this
Agreement without the prior written consent of Novartis. Any such consent shall not relieve the
Institution of its obligations hereunder.

Whenever a subcontractor is appointed and approved by Novartis, the Principal Investigator shall
be responsible for the oversight of the subcontractor’'s personnel as part of the Trial Staff.

SEVERABILITY

The invalidity or unenforceability of any term or provision of this Agreement shall not affect the
validity or enforceability of any other term or provision hereof.

FORCE MAJEURE

Neither Party shall be liable to the other Party or shall be in default of its obligations hereunder
if such default is the result of war, strike, epidemic, flood or because of any act of God or other
cause beyond the reasonable control of the Party affected. The Party affected by such
circumstances shall promptly notify the other Party in writing when such circumstances cause
an inordinate delay or failure in performance (a “Delay”) and where they cease to do so. In the
event of a Delay lasting for eight (8) weeks or more the non-affected Party shall have the right
to terminate this Agreement immediately by notice in writing to the other Party. In case of such
termination, Novartis shall pay to the Institution/Investigator all the fees for the achieved
milestone.

WAIVER

No waiver of any term, provision or condition of this Agreement whether by conduct or otherwise
in any one or more instances shall be deemed to be or construed as a further or continuing
waiver of any such term, provision or condition, or of any other term, provision or condition of
this Agreement.

ENTIRE AGREEMENT

This Agreement (including the Protocol) represents the entire understanding between the Parties
with respect to the subject matter hereof. No amendment to this Agreement will be effective or
binding unless it is in writing signed by both parties and refers to this Agreement.

DEBARMENT OF INSTITUTION/PRINCIPAL INVESTIGATOR OR OTHER RESTRICTIONS
FROM THE COMPETENT AUTHORITIES

(a) Debarment. The Institution and the Principal Investigator certify that they are not
debarred or more generally under a prohibition under the relevant Applicable Laws to
perform their activities. They certify that they will not use in any capacity the services of
any person debarred (or otherwise under a prohibition to perform their activity) with
respect to services to be performed under this Agreement. During the term of this
Agreement and for three (3) years after its termination, the Institution and the Principal
Investigator will notify Novartis promptly if this certification needs to be amended in light
of new information. Principal Investigator also certifies that he/she does not have a
revoked or suspended medical license or applicable certification.

(b) Investigations, Inquiries, Warnings or Enforcement Actions Related to Conduct of
Clinical Research. The Institution and the Principal Investigator certify that they are not
the subject of any past or pending governmental or regulatory investigation, inquiry,
warning, or enforcement action (collectively, “Competent Authority Action”) related to
its conduct of clinical research that has not been disclosed to Novartis. The Institution
and the Principal Investigator will notify Novartis promptly if it receives notice of or
becomes the subject of any Competent Authority Action regarding its compliance with
ethical, scientific, or regulatory standards for the conduct of clinical research, if the
Competent Authority Action relates to events or activities that occurred prior to or during
the period in which the Trial was conducted.

CONFLICT OF INTEREST AND FINANCIAL DISCLOSURE

24.1 The Institution and the Principal Investigator confirm that there is no conflict ﬁfs@»
between the Parties that would inhibit or affect their performance of the w, %pe‘ciﬁeqy
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26.

in this Agreement. The Institution and the Principal Investigator further certify that they
will promptly inform Novartis in the event any conflict of interests arises during the
performance of this Agreement and certify that their performance hereunder does not
violate any other agreement they may have with any other third party.

24.2  As the case may be, the Institution and the Principal Investigator shall ensure that the
Principal Investigator and all Sub-Investigators involved in the Trial provide Novartis or
its designee with the appropriate financial disclosures required by the U.S. Food and
Drug Administration under 21 CFR Part 54, on such forms as Novartis or its designee
may supply or approve. During the term of this Agreement and one (1) year following
its expiration or earlier termination, the Institution and the Principal Investigator agree
to assist the Sponsor or its designee in obtaining updated forms.

TRANSPARENCY/DISCLOSURE

25.1 In all materials relating to Services intended for an external audience, Principal
Investigator shall disclose:

(a) that Novartis has retained Principal Investigator for professional services in relation to the
conduct of the Trial; and

(b) any other relationships that Novartis has with Principal Investigator which a reasonable
and ethical person would expect to be disclosed.

25.2 Both parties agree to make all other disclosures and/or notifications as may be required
in connection with entering into, performing, or receiving compensation under this
Agreement, and Principal Investigator shall follow all Applicable Laws in this respect,
including those relating to Principal Investigator's professional relationships with
decision-making authorities or bodies (if any), such as, for instance, recusal from any
votes, discussions or recommendations regarding investigational or marketed products
of Novartis, regardless of whether such are subject to the Services. In addition,
disclosures of transfers of value in accordance with national pharmaceutical industry
association codes to which Novartis is a party shall also apply.

25.3 It shall be assessed locally if the Provision 24.3 below is required and that it does not
contradict with Local Regulations on Data Privacy. The provisions shall be adapted as
needed to ensure consistency with Local Regulations on Data Privacy. This term is
mandatory for clinical studies that have sites in China as they have to be registered in
the “Drug Clinical Trial Registry”, and this registration includes investigator's personal
data. Please inform clinicaltrial.cn@novartis.com if this term could not be included due
to Local Regulations on Data Privacy so that individual consent request could be
administered.

The Institution and Principal Investigator understand and agree that Novartis may be required to
disclose certain information to governmental agencies in different jurisdictions in order to comply
with local laws or pharmaceutical industry codes applicable to Novartis. The Institution and
Principal Investigator consent to the disclosure of certain information that otherwise may
constitute personal data in order to comply with laws regulating clinical trials, including but not
limited to the Institution’s and/or Principal Investigator's name, clinical trial Trial Site contact
information, name of the clinical trial, sponsor, copy of the Agreement, and costs and fees
relating to Trial Site’s activities performed under the Agreement. Novartis will provide upon
written request a list of any such disclosure made regarding the Institution and/or the Principal
Investigator.

AUDITS AND INSPECTIONS

(a) Audit by Novartis and Records. The Institution shall grant access to its premises
periodically as frequently as required for the proper performance and oversight of the
Trial site in order to proceed with any and all monitoring activities required for the Trial.
In addition, the Institution shall permit Novartis and its agents, during normal business
hours and at mutually agreeable times, to inspect and make abstracts of records and
reports collected and generated by the Institution and the Principal Investigator in the
course of conducting the Trial and to inspect the facilities at which the Trial is conducted
to verify compliance with this Agreement, the Protocol, Applicable Laws and the accuracy
of information provided in connection with the Trial. The Institution shall ensure that the
Principal Investigator and other relevant staff is available for Novartis and its agents
during an audit in order to discuss such records and reports and to resolve any questions
relating to such records and reports. At the request of Novartis or its agents, the Institution

and the Principal Investigator shall immediately correct any errors or_egassians in such
records and reports. (owrp_ail,-%
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29.

28.

Cooperation during Audit by Novartis. The Institution shall cooperate, and shall cause
the Principal Investigator and the staff to cooperate, with Novartis and its contractors and
agents in the event of any internal audits, upon reasonable notice and during normal
business hours. The Institution shall furthermore make available to Novartis and its
contractors and agents (for examination and duplication) all documentation, data and
information relating to the Trial. Trial Subject medical records will be made available
where appropriate for the purpose of source document verification procedures as part of
the audit. The Institution also shall make the Principal Investigator and staff available to
Novartis and its contractors and agents to explain and discuss such documentation, data
and information. For the avoidance of doubt audits shall be supported at no cost by the
Principal Investigator and investigational staff.

Inspection by Competent Authority. The Institution and the Principal Investigator
acknowledge that the Trial is subject to inspections by regulatory agencies worldwide,
and that such inspections may also occur after completion of the Trial. In the event the
Institution or the Principal Investigator receives notice that the Institution shall be the
subject of an investigation or audit by any competent authority or Ethics Committee, as
applicable, in relation to the Trial, it shall notify Novartis immediately within twenty four
(24) hours the latest and shall obtain approval for Novartis or its agents to be present at
the inspection or otherwise keep Novartis timely and constantly informed of the progress.
In the event the Institution or the Principal Investigator does not receive prior notice of
said inspection, it shall notify Novartis as soon as practicable after receiving knowledge
of said inspection. Institution shall provide Novartis with copies of any reports or
information issued by the authority and Institution’s proposed and final response. The
Institution will promptly forward to Novartis copies of any inspection findings that the
Institution receives from a competent authority or Ethics Committee, as applicable, in
relation to the Trial. The Institution will provide Novartis with an opportunity to
prospectively review any Institution responses to competent authority inspections in
regard to the Trial.

The Institution, the Principal Investigator and the staff shall cooperate with the relevant
competent authorities or Ethics Committee, as applicable and comply with the legitimate
requirements of an inspection. This also includes the making available (for examination
and duplication) of documentation, data and information relating to the Trial. Subject
medical records shall be made available where required for source document verification
procedures as part of the inspection. The Institution also shall make the Principal
Investigator and other staff available to the relevant competent authority to explain and
discuss such documentation, data and information.

REPRESENTATION AND WARRANTIES

A

Each Party represents to the other that it has the necessary right and authority to enter into
this Agreement and to the best of its knowledge, it is not party to any agreement which would
prevent it from fulfilling its obligations under this Agreement.

Each party warrants that each party would maintain appropriate/applicable licenses,
approvals, permits, certifications and the like necessary to lawfully perform its respective
obligations under this Agreement. In particular, each party shall comply with all applicable
reporting rules, as per the applicable regulation, i.e., New Drugs and Clinical Trial Rules,
2019.

JURISDICTION AND APPLICABLE LAW

This Agreement shall be governed by and construed in accordance with the laws of India. The
Parties hereby submit to the exclusive jurisdiction of Dehradun, Uttarakhand, India, without
restricting any right of appeal.

PRECEDENCE

To the extent that there may be any inconsistency between this Agreement and the Protocol, the
Protocol shall take precedence in relation with trial procedures.

iMmay.
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IN WITNESS WHEREOF, the Parties intending to be bound have caused this Agreement to be executed
by their duly authorised representatives.

NOVARTIS HEALTHCARE Pvt Ltd. Himalayan Institute of Medﬁal Sciences
By: \&/‘D"“I“& By:
Name: /U . Name: Dr. Susheela Shari .
Title: __ Country Monitoring Head Title: Registrar ;\% ' ,@5 '
(DTN

Date: 9,[-} /A"bf }09& , Date: B \\\5 \\2—3

Principal Investigator

By:

.~

V 8 112 C - 53
Name: Dr. Kunal Gurugani Regn.ilo-UKMC-73

Title: MBBS, MD Internal Medicine, DM
Cardiology
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Annex1: Payment (and Equipment) Schedule

STUDY NUMBER: CKJX839B12302

STUDY NAME: A RANDOMIZED, DOUBLE-BLIND, PLACEBO -CONTROLLED, MULTICENTER

TRIAL, ASSESSING THE IMPACT OF INCLISIRAN ON MAJOR ADVERSE CARDIOVASCULAR

EVENTS IN PARTICIPANTS WITH ESTABLISHED CARDIOVASCULAR DISEASE (VICTORION-2

PREVENT)

Investigator's Name: Dr. Kunal Gurunani

Institute Name: Himalayan Institute of Medical Sciences

Payee Name: Institution-Scientific & Industrial Research

Pan Card Number: AAAJH0463L

GSTIN: 05AAAJH0463L1ZC

Committed Number of Study Subjects: 25

List of Equipments provided to Institution / Principal Investigator:

1

2.

Thermo-hygrometer- to be retrieved back post DBL

Payment shall be made directly by Novartis

Payments to the Institution shall be subject to the following:
“Evaluable” subjects shall be any and all subjects correctly entered into the Trial in accordance with the
Protocol, i.e. those who satisfy all of the inclusion and exclusion criteria specified in the Protocol,
commence the dosing regimen and complete the Trial;

The final payment will not be due and payable until the entirely and duly completed Case Report Forms
(CRFs) were sent to and have been accepted by Novartis and any potential queries have been resolved;
Pharmacy dispensing costs are not included in the “per subject costs” and will be paid additionally upon
receipt of a respective invoice along with supporting receipt.

The amount of payment due to the Institution/Investigator will be calculated in respect of each patient visit
according to the attached budget schedule.

For patients who are not randomized into the study based on Screening results (Screen Failures)
Institution/Investigator will not receive remuneration in the amount of a screening visit cost

Any other third parties designated by the Institution/Investigator that would receive remuneration, will be
managed by & paid by the Institution/Investigator.

The work performed by the hospital laboratory in addition to budget schedule shall be paid based on
actuals. It is the Investigators responsibility to liaise with the hospital laboratory and provide invoice along
with supporting receipt on a quarterly basis.

Sponsor shall reimburse patient’s travel cost per protocol visit as per actuals for which institution/PI shall
provide original invoice along with the supporting receipts.

The Ethics committee charge will also be paid via Novartis as per the EC SOP, and this cost is not included
in the budget schedule.

Unscheduled visits covers subject visits that are not expressly set forth in the Study Schematic of the
Protocol, but are otherwise required for the study. Medically necessary procedure, test performed during
unscheduled visits would be paid as per actual bills. Payment for unscheduled visits will be payable to the
institution within 60 days of receipt of original, itemized invoice by Novartis.

All payments are based on actual patient visits.

All values are in INR. All budget schedule payments are subject to TDS (subject to Government of India,
Tax regulations) and GST as applicable. GST will be paid on providing valid tax invoice wi

details mentioning GST registration number on it.
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e Add provision of equipment terms E.g. leasing, Novartis own equipment lent or other ad hoc solution

The Institution shall be solely responsible for the payment of any and all taxes or other charges that are
or may be levied. Unless expressly approved by Novartis prior to incurring the cost or expense, the
Institution shall be responsible for all costs and expenses incurred by it in conducting the Trial. This
includes, among other things, the payment of all investigational staff, including the Principal Investigator
[and fees for the pharmacy and laboratory tests].

Payment schedule

VS tiEataE Study Institutional | Total
VISIT NAME e Coord.mator Overhe.ad c?stt p!er
INR) Fees (in (20%) (in visit (in
INR) INR) INR)
Statin
Optimization
Period SOPSCR 9000 4500 2700 16200
(sopP)
(if SOP1
applicable (Phone 2000 1000 600 3600
only) Visit)
SOP2
(Phone 2000 1000 600 3600
Visit)
Screening
Period SCR 10000 5000 3000 18000
Baseline D1 8000 3500 2300 13800
M3 8000 3500 2300 13800
M9 6000 3000 1800 10800
M15 8000 4000 2400 14400
M21 8000 4000 2400 14400
M27 9000 4500 2700 16200
Double-
blind M33 6000 3000 1800 10800
t"e:t'_'::l"t M39 8000 4000 2400 14400
ri
¥ Mas 7000 3000 2000 12000
M51 8000 4000 2400 14400
M57 7000 3000 2000 12000
M63 8000 4000 2400 14400
M69 9000 3000 2400 14400
Last Visit EOS 10000 4500 2900 17400
F°"§:;’|'“P FUTC 4000 2000 1200 7200
usv 4000 2300 1260 7560
Total cost per patient (in INR) 249360
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ANNEX 2: PRINCIPAL INVESTIGATOR — PERSONAL DATA DISCLOSURE FORM

1. You understand that Novartis may wish to process your personal data for administrative and
commercial purposes for example in a database to be used for the organization of future clinical trials.
You further understand and agree that your personal data may if necessary for these purposes, be
transferred to third parties, including other companies related to Novartis in the form of a group and their
advisors and third party service providers, as well as to regulatory authorities and tax authorities, as
required by applicable law or relevant stock exchange rules.

You are not required to give your consent to the re-use of your personal data and your refusal may not
impact the conduct of the current Trial, just further communications.

2. Novartis wants to ask your permission to include certain elements of your personal data in a database
maintained by a third party. The GrantPlan database, which is maintained and provided to
pharmaceutical research sponsors by a company called TTC in the United States, is intended to assist
research sponsors with transparency relating to clinical trial expenses. The database is used to support
country specific forecasts for clinical trial costs and to provide benchmarking information in order to
achieve transparency and fairness in setting costs for performing clinical trials.

The information is entered into the database in such a way that it is not possible for anybody except the
personnel of TTC to view your name or link your site to a particular clinical trial or sponsor company.

In that regard, Novartis is asking for your permission to submit your name, clinical trial site contact
information, name of the clinical trial, sponsor, copy of the clinical trial agreement, and costs and fees
relating to your site’s retention, to a third party administrator of this database. This information will be
maintained in that database for five years.

You are not required to give consent to this disclosure in order to proceed with this clinical trial. However,
by doing so, you are helping to collect information on fair costs in clinical trials.

General terms of consent

| accept and agree that my personal data may be transferred to and processed in countries outside
India, including the United States of America, where the level of data protection may be lower than in
my country of origin. | have noted that Novartis will protect my data in this instance by entering into
specific data transfer agreements, as established by the applicable privacy regulations contracts.

| am aware of my rights to access, ask for a free copy and/or request modification or deletion of my data
as applicable by contacting Novartis’s Data Protection Officer at [generic email address]. | also
acknowledge my rights to lodge a complaint in front of the relevant Data Protection Authorities as
needed.

o Yes, | hereby agree that Novartis may use my personal data for the administrative and commercial
purposes described in Section 1 above..

o No, | do not give permission for Novartis to use my personal data for the administrative and
commercial purposes described in Section 1 above.

o Yes, | hereby agree that Novartis may disclose my personal data in connection with the GrantPlan
database.

o No, | do not give my permission to disclose my personal data in connection with the GrantPlan
database.

Place and Date:

Dr. Kuna'! Gu i
MD, D4 {Carcisier) 0T Vailore)

f€tani Pr o1
partment of Saydiology
RegaNo.UKMC-7553

- (U
P
Name: Dr. Kunal Gurtﬁani \\ /\/(/2

Principal Investigator
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ANNEX 3: Applicable Anti-Corruption Legislation

The Institution, the Principal Investigator, the investigational staff and any other person contributing to
the Trial (the Trial Parties) shall at all times in the conduct of the Trial comply with the Bribery Act 2010
of the United Kingdom (Bribery Act), the Foreign Corrupt Practices Act 1977 of the United States of
America (FCPA), the Prevention of Corruption Act, 1988 and any other applicable anti-bribery and anti-
corruption legislation (together the Applicable Anti-Corruption Legislation).

It is the responsibility of the Trial Parties to ensure that they are familiar with, and comply with, the
provisions of the Applicable Anti-Corruption Legislation. Nevertheless, the following is intended as a
summary of the key principles underlying the Bribery Act and the FCPA.

(A) The Trial Parties must at all times act with integrity and honesty and comply with the highest
ethical standards.

(B) The Trial Parties must not make, give, or offer any payment, gift or other benefit or advantage to
any person for the purposes of:

(i) securing any improper advantage; or

(i) inducing the recipient or another person to do or omit to do any act in violation of their
duties or responsibilities (or for the purposes of rewarding such conduct).

This restriction applies at all times and in all contexts. For the avoidance of any doubt, it applies
both to dealings with "public officials" and to dealings with employees and agents of commercial
enterprises.

(©) Nevertheless, particular care must be exercised with dealings with public officials. The Trial
Parties must not make, give or offer any payment, gift or other benefit or advantage for the
purposes of influencing any act or decision of a public official (or inducing such official to use
their influence with another person, entity or government instrumentality or to affect or influence
any act or decision of such other person, entity or government instrumentality).

(D) The term "Public Official' includes any person acting on behalf of any government department,
agency or instrumentality or any state-owned or controlled enterprise. By way of example, this
includes health care professionals employed by a state- or local municipality-run hospital or
clinic, and representatives of public international organizations.

(E) The Trial Parties must not make, give or offer any payment, gift or other benefit or advantage to
any person whilst knowing or suspecting that all or a portion of such money, gift, benefit or
advantage will be used, whether directly or indirectly, in breach of (B) or (C) above.

(F) The Trial Parties shall make and keep books, records, and accounts, which, in reasonable detail,
accurately and fairly reflect the transactions and dispositions of the assets of the Trial Parties;

(G)  The Trial Parties shall devise and maintain a system of internal accounting controls sufficient to
provide reasonable assurances that —

(i) transactions are executed in accordance with management's general or specific
authorization:

(i) transactions are recorded as necessary

() to permit preparation of financial statements in conformity with generally accepted
accounting principles or any other criteria applicable to such statements, and

(1 to maintain accountability for assets;

(iii) access to assets is permitted only in accordance with management’s general or specific
authorization; and

(iv)  the recorded accountability for assets is compared with the existing assets at reasonable
intervals and appropriate action is taken with respect to any differences.
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ANNEX 4: Privacy notice. To be shared by the Principal Investigator with Trial Staff

[ 1
(Month/Year)

This privacy notice is addressed to:
e Clinical investigators (principal investigator, sub-investigator or co-investigator);

e Other Site staff such as nurses, pharmacists or technicians, whose Personal Data may be processed in
the course of the clinical trial sponsored by Novartis.

You are receiving this Privacy Notice because Novartis Healthcare Pvt LTD (“Novartis”) will process information
about you, which constitutes “Personal Data.”

This privacy notice is provided to you to ensure transparency in relation to collection, use and disclosure of your
Personal Data by Novartis for purposes related to the conduct of clinical trials sponsored by Novartis Healthcare
Pvt LTD (“Novartis Clinical Trials”) which are being carried at your Clinical Trial Site [(the “Site”"). For the purposes
described in this Privacy Notice, Novartis is responsible for the processing of your Personal Data acting as a
“Controller”.

Collection of Personal Data

For the purposes described in this Privacy Notice, we may collect the following information about you including:

o name, identification number, address and other contact details,

o financial information (e.g. bank account number, financial interests in any of the Novartis group
companies),

° qualifications, publications and information contained in the CV you provide to us where necessary,

. previous experience in clinical trials within or outside of Novartis and type of the GCP training received,

° technical data related to your use of Novartis IT systems.

Purposes and legal basis for processing your Personal Data

Processing purpose Legal basis

1. to conduct Novartis Clinical Trials in
accordance with good clinical practice
and applicable laws;

Novartis’ legitimate interest to conduct clinical
trials to test potential treatments as well as

compliance with legal and regulatory
obligations;

2. to support applications for and to compliance with legal and regulatory
comply with the conditions of any obligations;

marketing approval granted in respect
of any medication studied under a
Novartis  Clinical  Trial  (“Study
Medication”)

3. to support applications to vary the

terms of any marketing approval

Novartis’ legitimate interest to conduct clinical
trials to test potential treatments;

granted in respect of a Study
Medication;
4. to carry out research related to the Novartis’ legitimate interest to conduct clinical
development of pharmaceutical trials to test potential treatments;
products, diagnostics or medical aids
and improve clinical trial practice;
5. to comply with the US Financial Legitimate interest and compliance with legal

Disclosure regulation, which is
intended to ensure that financial
interests and arrangements of clinical
investigators that could affect the
reliability of data submitted to the
Federal Drug Administration of the

and regulatory obligations;

‘Ot




US.A. (“FDA") are identified and
disclosed to the FDAT;

6. to ensure traceability and follow-up of compliance  with legal and regulatory
drug safety notification. obligations.

If applicable to Novartis Clinical Trial, your Personal Data (name and contact information) may be incorporated in
subject recruitment advertisements (print media or on Internet). Any such advertisement would be approved by
the Ethical Committee before it is made public.

Sharing of Personal Data

In the course of our activities and for the purposes listed in this Privacy Notice, your Personal Data can be accessed
by, or transferred to the following categories of recipients, on a need to know basis to achieve such purposes:

® the sponsor of the Clinical Trial,

. our personnel (including personnel, departments or other companies of the Novartis group),

o our independent agents or brokers (if any),

o our suppliers and services providers that provide services and products to us,

. our partners in the context of consortia or industry initiatives,

o our IT systems providers, cloud service providers, database providers and consultants,

° our business partners who offer products or services jointly with us or with our subsidiaries or affiliates,

o any third party to whom we assign or novate any of our rights or obligations ,our advisors and external

lawyers in the context of the sale or transfer of any part of our business or its assets,
o national and/or international regulatory bodies or Ethics Committees.

The above third parties are obliged to protect the confidentiality and security of your Personal Data, in compliance
with applicable laws.

If we transfer your Personal Data to other jurisdictions, we will make sure to protect your Personal Data by (i)
applying the level of protection required under the local data protection/privacy laws applicable in the country of
destination, (i) acting in accordance with our policies and standards and, (iii) for entities located in the European
Economic Area (i.e. the EU Member States plus Iceland, Liechtenstein and Norway, the "EEA"), unless otherwise
specified, by transferring your Personal Data on the basis of standard contractual clauses approved by the
European Commission. You may request additional information in relation to international transfers of Personal
Data and obtain a copy of the adequate safeguard put in place by exercising your rights as described below.

For intra-group transfers of Personal Data, the Novartis group has adopted Binding Corporate Rules, a system of
principles, rules and tools, provided by European law, in an effort to ensure effective levels of data protection
relating to transfers of Personal Data outside the EEA and Switzerland. Read more about the Novartis Binding
Corporate Rules at novartis.com/privacy-policy

Duration of storage

We will keep your Personal Data as long as needed for legal and regulatory requirements. Please note that we
are required to retain Clinical Trial Documentation for a minimum of 25 years.

What are your rights and how can you exercise them?

Under conditions provided by the law, you have a right to request a copy of the personal information we hold about
you. You may also object to its use or ask for it to be updated, restricted, deleted, or transferred to another
organisation. If you wish to contact us regarding our use of your Personal Data or you wish to exercise your data
privacy rights, you may send an email to < Pl email ID >.

If you are not satisfied with how we process your Personal Data, please address your request to our Data
Protection Officer at global.privacy office@novartis.com, who will investigate your concern. In any case, you also
have the right to file a complaint with a responsible supervisory authority, in addition to your rights above.

1 Clinical investigators: principal investigator, sub-investigator or co-investigator who are directly involved in the

treatment or evaluation of research subjects in NOVARTIS Clinical Trials affected by this law, must disclose jon to
Novartis regarding their financial interests in companies belonging to the Novartis group as well as thos fbﬂ"}é?ﬂgﬁ?)@g’) d

each dependent child. e Ne
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ANNEX 5: NOVARTIS PROFESSIONAL PRACTICES POLICY
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NOVARTIS GLOBAL POLICY

1 Introduction

Purpose

Novartis’ vision is to be a trusted leader in changing the practice of medicine. Consistent with this vision,
Novartis is committed to the same high standard of ethical business conduct wherever it does business.
Novartis has therefore adopted a single set of ethical principles that should be applied in daily decision-
making by all Novartis Associates in any customer interaction and professional practice-related activity,

including those not specifically covered by this Policy or related documents.

Scope and applicability

This Policy applies to all Novartis Associates as well as all professional practice-related activities
conducted by third parties on behalf of Novartis. All such activities must be conducted in accordance with
local laws, regulations and industry codes, which may be more stringent than the requirements outlined in
this Policy.

This Policy serves as the foundation for P3 Guidelines (“Guidelines”) and local standard operating
procedures (“SOPs”) all of which provide additional requirements for expected behaviors. As a result, this
Policy should be read and applied in conjunction with the Guidelines and other references included in
Section 5 of this document.

This Policy is effective as of March 1, 2018 and must be implemented by all Novartis affiliates. It replaces
the existing versions of the divisional Professional Practices Policies.

The owner of this Professional Practices Policy (P3) is Group Integrity & Compliance
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2 Principles

Put patients first

All interactions with our customers must
ultimately benefit patients by enhancing the
standard of care, raising awareness about
diseases and their treatment options, or
otherwise contributing to the ethical delivery of
healthcare.

We will treat patient information with respect,
protect confidentiality, where required obtain
informed consent, and be transparent with
patients at all times.

We must protect patient safety. If an Associate
becomes aware of a product-related risk or
complaint (e.g., adverse event, manufacturing
defect or product failure) related to Novartis
products (approved or investigated) it must be
reported in a timely manner.

Fund responsibly

External funding, including grants, donations and
sponsorships, must only be given to legitimate
organizations and provided in a way that protects
our reputation, aligns with society’s expectations,
and is consistent with the Novartis Mission to
discover new ways to improve and extend
people's lives.

The same rules apply for external in kind support.

Act with clear intent

As trusted partners in healthcare, all of our
activities must have clear and transparent
objectives that are accurate, truthful, not
misleading, and appropriate for their intended
context.

Novartis may conduct promotional and non-
promotional activities throughout the product
lifecycle. These activities ensure that products
are developed to meet the needs of patients, to
advance scientific understanding of disease,
including disease management and treatment
outcomes, and to discuss the appropriate use of
products.

Non-promotional activities should never be
conducted in a way that are intended or
perceived to be promotional.

NOVARTIS GLOBAL POLICY 4

Engage appropriately

Associates must not offer, approve, or provide
anything of value with the intent or consequence
of inappropriately influencing or rewarding our
customers for the use of Novartis products.

Novartis may choose to engage healthcare
professionals or other customers to provide
necessary and legitimate services to help us
research, develop, and/or promote our products.
Any compensation must be for a bona fide
service, consistent with fair market value,
properly documented and accounted for, and
disclosed where required.

Allowable items of value, when provided to
customers, must be modest, reasonable,
infrequent, free from actual and perceived
conflicts of interest, and disclosed where
required.

Research for the right reason

Research and development must only be
conducted to address valid medical or scientific
questions aimed at enhancing patient care. We
must always respect and protect the rights, safety
and well-being of patients and animals and
safeguard the integrity and validity of the data
obtained.

Research and development activities must follow
established ethical and scientific standards and
be conducted by qualified investigators.

Research and development activities must never
be promotional in nature.

Put
patients
first

Fund
responsibly

Research |
for the right

reason .
Novartis

reputation

Act with
clear intent

Engage :
. appropriately &
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3 Policy

3.1 Clinical Research

Novartis must conduct clinical research for the right reasons. Research must be conducted only if it is
scientifically valid and designed to answer relevant medical, scientific, or health economic questions. It
must follow the Novartis Position on Clinical Study Transparency and the Novartis Quality Manual.

Novartis Associates must always put patients first and protect their safety; if an Associate becomes
aware of an adverse event related to any study or product, he/she must report it according to Novartis
Global Adverse Event Reporting Standard.

Novartis supports the publication of study results in a timely manner and must not withhold or suppress
data. We must protect confidential and/or patentable information, and personal information. Where
required by local laws, regulations and/or industry codes, Novartis must disclose and report any payments
or transfer of value made to HCPs and/or their institutions for research studies and third party medical
writing support for publications. All publications must follow Novartis Guidelines for the Publication of
Results from Novartis-Sponsored Research.

3.2 Pricing and Market Access

Novartis may interact with individuals, including HCPs, involved in recommending or deciding product
reimbursement or purchase of Novartis products. However, these interactions must not interfere with
their independent judgment or be perceived as improperly influencing them. Interactions may include
proactive discussions to understand the needs of governments, payers and public health organizations
(e.g., budgetary impact of new therapies) or responding to specific request for information (e.g., providing
economic data or pipeline information that is in the public domain). All such discussions must be truthful
and accurate. If these interactions are with public officials they may be subject to additional laws,
regulations and industry codes. Engagement of HCPs for professional services who are formulary
committee members must be disclosed according to local laws, regulations and industry codes. Discounts,
rebates and other payments must be accurately and appropriately recorded in our books and records.

3.3 Pre-Approval Communication and Scientific Exchange
Products must only be promoted consistent with approved labeling.

Novartis supports the right of the scientific community and the public to be informed concerning scientific
and medical progress. Therefore, where allowed by local laws, regulations and industry codes, Novartis
may exchange scientific information. This may include communications at scientific events, public
disclosure of information to investors/ shareholders, governments, reimbursement agencies or their agents
and public health organizations.

Novartis may receive unsolicited requests for information on unapproved drugs and indications (off-label)
from HCPs, patient organizations, and other stakeholders. Only the Medical function may provide such
information in response to these requests. Novartis Associates who receive unsolicited requests for off-
label information must forward such requests to the Medical function. The response provided by the
Medical function, including any materials, must be accurate, not misleading, not promotional in nature,
related solely to the subject matter of the request, and in compliance with local laws, regulations and
industry codes. The Medical function should maintain written documentation of unsolicited requests and
responses.

Novartis Medical Scientific Liaisons (MSLs) may interact with HCPs throughout the lifecycle of a product
for the purpose of exchanging scientific information. Interactions must not be promotional in any way and
must have clear intent and transparent objectives. - .

; > \\
' ictrary = 11
Hi}i"‘x—‘-“u‘ =

’, N



NOVARTIS GLOBAL POLICY 6

3.4 Promotional Interactions

Upon receipt of marketing authorization, Novartis may interact with customers, either directly or via a
third party, to promote Novartis products, related features, and benefits. All interactions must have clear
intent, transparent objectives, and must not interfere with the independence of customers.

Products must only be promoted consistent with approved labeling, as approved by the local regulatory
authorities. Anyone promoting a Novartis product must be trained and have sufficient knowledge of the
product to provide full and accurate product information.

Any materials used for purposes of the interaction must be approved in accordance with the P3
Guideline on Promotional and Non-Promotional Materials and local laws, regulations and
industry codes.

3.5 Promotional Content

Novartis may produce and disseminate content (printed, electronically, and orally) to inform, educate, or
promote its products. All content must be accurate, fair, balanced, truthful and not misleading, based on
adequate substantiation and consistent with the scope of the relevant product’'s marketing authorization.
Content must be reviewed, approved and updated, as required in accordance with the P3 Guideline on
Promotional and Non-Promotional Materials and local laws, regulations and industry codes.

3.6 Items of Medical Utility and Cultural Acknowledgements

Novartis must engage appropriately with all customers. Where permitted by local laws, regulations, and
industry codes, items of medical utility and cultural acknowledgements may be offered or provided to
HCPs if such items are modest, reasonable in value, offered on an occasional basis and according to the
P3 Guideline on Items of Medical Utility and Cultural Acknowledgements.

Gifts (including personal gifts) or promotional aids, whether branded or unbranded, must not be provided
to HCPs or their family members. This includes payments in cash or cash equivalents (such as gift
certificates). ltems made available to HCPs for use during Novartis meetings (such as pens and note
pads) must not include any Novartis product or company branding.

Novartis Associates must not use their own personal funds to provide gifts to HCPs.

3.7 Samples, Demonstration and Evaluation Devices

Where permitted by local laws, regulations, and industry codes, free samples of Novartis pharmaceutical
products may be provided to HCPs authorized to prescribe that product in order to enhance patient care
or provide experience with the product. Pharmaceutical samples must be permanently labeled as samples,
and managed with systems of control and accountability. They must never be resold or otherwise misused.

Over the counter (OTC) product samples may be distributed directly to customers where permitted by local
laws, regulations, and industry codes.

Demonstration and evaluation devices may be provided free of charge to an HCP or HCO for a limited and
agreed-upon duration. Devices provided must be labeled appropriately and must not be provided prior to
receipt of marketing authorization for their intended use in that market. Title to the device must remain with
Novartis for the entire duration of the evaluation and devices must not be stored at any HCP or HCO
facility when not under evaluation.

3.8 Events

Novartis may organize events or fund events organized by third parties throughout the product lifecycle

with the objective to provide scientific information or educate customers about our products or applicable
disease areas. All events must have clear objectives, be funded responsibly and allgned wrth Novartls
mission, in a way that meets societal expectations.
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Events must have clear purpose and be transparently conducted. If the purpose of the event is non-
promotional we must not use materials with brand colors and logos or any promotional content, and avoid
any perceptions of disguised promotion.

Common types of events organized or funded by Novartis are:
«  Promotional speaker programs to educate HCPs on Novartis products or applicable disease areas.

« Scientific meetings to facilitate legitimate scientific debate, gain or provide scientific or medical
educational information

+ Disease awareness programs to increase knowledge and education about diseases and their
management.

+ Investigator meetings to initiate, update, or close-out Novartis sponsored or supported studies. Such
meetings must be managed in accordance with the requirements of the relevant investigator study.

» Novartis site visits for customers or regulatory authorities. Such visits must be coordinated with the
local site management.

« Third party congress or symposia to provide medical education.

Novartis Associates should organize events in accordance with the P3 Guideline on Events and
Professional Meetings.

3.9 Venue, Travel, and Hospitality

All events, meetings, or activities must be held in a venue appropriate for scientific or educational
exchange and in accordance with local laws, regulations, and industry codes. Novartis must avoid venues
that may be perceived as extravagant or applying inappropriate influence. For Novartis-organized events,
refreshments and/or meals incidental to the main purpose of the event may be provided, however no
entertainment or other leisure/social activities should be provided or paid for by Novartis. Interactions with
public officials may be subject to additional laws, regulations and industry codes.

Where permitted locally, Novartis may fund HCPs to attend events in their country of practice (or home
country). However, Novartis does not fund HCPs to attend international events with the exception of HCPs
who are providing a service to Novartis. International travel may be funded only under certain
circumstances where HCPs are engaged by Novartis to provide professional services. In all instances, we
must ensure that event funding does not interfere with HCP independence.

3.10 Fees for Service

Novartis may engage with HCPs and HCOs for professional services, either directly or via a third party.
Such services may include the engagement of HCPs as speakers for promotional speaking programs,
scientific standalones, or other events, consulting engagements, advisory boards and/or market
research. Irrespective of direct engagement or via a third party, Novartis is responsible for engaging
appropriately and without the intent, perception or consequence of inappropriately influencing HCPs or
HCOs for the use of our products.

All engagements must be based on a legitimate need for the service. Any HCP or HCO engaged by
Novartis must have the necessary experience and/or capabilities to provide the services. The engagement
must be confirmed in a written agreement signed by both parties before commencing any services.
Compensation for services must be reasonable and at fair market value in relation to the services
rendered. Engagement of HCPs who are public officials may be subject to additional laws, regulations and
industry codes.

Cross-country engagements of HCPs must be approved by qualified Novartis Associates from the HCP’s
practicing country for compliance with local laws, regulations and industry codes. Compensation for
services must be paid into the HCP’s practicing country. e

Novartis Associates must follow the P3 Guideline on HCP and HCO Engagement.
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3.11 Interactions with Patients and Patient Organizations

Novartis may interact with patients, caregivers, and patient organizations to understand their perspective
and provide knowledge regarding diseases, treatments, and its care. All interactions must be ethical,
transparent, non-promotional, and consistent with Novartis’ mission and maintain the independence of
the patient and patient organizations.

Novartis must treat patient information with respect and protect confidentiality. We must not accept
any patient or caregiver information from third parties unless the patient or caregiver has provided explicit
consent for the provision of the information to Novartis.

In most markets, interactions with patients are non-promotional activities and must not be used for, or
mixed with, promotional purposes. Promotion of prescription-only products to patients (direct-to-consumer
promotion, “DTC”) is not allowed in most countries. Where such promotion is allowed, it must strictly follow
the applicable local laws, regulations and industry codes. Advertisements for patient recruitment in public
media, where permitted, must not be misused for promotion of a product.

Novartis may engage with patients or patient organization for services, such as participation in patient
advisory boards. All engagements must be based on a legitimate need for the service and confirmed
in a written agreement signed by both parties before commencing any services. Compensation for
services must be reasonable in relation to the services rendered.

Novartis may also provide financial and other support to patients and patient organizations. Such
support may be in the form of Patient Support Programs (“PSPs”), Patient Assistance Programs
(PAPs), funding to support/establish patient organizations, etc.

Novartis Associates must follow the P3 Guideline on Interactions with Patients and Patient Organizations.

3.12 External Funding

Novartis may provide funding or other support to external organizations. This includes grants,
donations, funding for medical education such as preceptorship programs, and sponsorships. We
must fund responsibly, in a manner that maintains our reputation, aligns with our mission to discover new
ways to improve and extend people's lives, advance medical or scientific knowledge, and supports
communities where Novartis Associates live and work.

External funding or support must only be given to legitimate organizations, never to individuals, and in
accordance with the P3 Guideline on External Funding. It must have a clear and defined purpose.
Funding must be reasonable and legitimate in light of the activity being funded and properly tracked,
documented, reported, and accounted for, as required by local laws, regulations and industry codes.
Where applicable, funding must follow the Novartis Anti-Bribery Policy.
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4 Definitions

Adverse Event

An adverse event is any unfavorable medical occurrence or unintended sign (including an abnormal
laboratory finding), symptom, disease or injury temporally associated with the use of a medical device,
medicinal or investigational product, in patients, users, or other persons, whether or not it is considered to
be related to or due to the product.

Customer

Defined broadly as:

» Patients and patient organizations

+ Healthcare partners, including but not limited to, healthcare professionals, healthcare organizations,
payers, third party distributors/wholesalers, suppliers, intermediaries

* Non-HCP Retailers.

Caregiver
Someone who participates in or makes medical decisions for a patient. Examples of caregivers include
parents or legal guardians, spouses or partners, adult children, relatives, or other friends.

Disease Awareness Programs
A program intended to provide information, awareness, or education regarding health and diseases and
their management to the general public, potential patients, or HCPs.

Over the Counter (OTC) Product

A product marketed for use by consumer without the intervention of a HCP in order to obtain the product.

Cultural Acknowledgements

An inexpensive item, not related to the practice of medicine (also referred to as ‘Courtesy Gift'), involving
the HCP or their immediate family members to acknowledge significant national, cultural or religious
holidays or events.

Donation
Benefit granted by Novartis to legitimate organizations for an altruistic and specified purpose, where
Novartis does not expect to receive any benefit, consideration or service in return.

Event

A conference, congress, symposium, or any other meeting of a scientific, educational, or professional
nature organized or funded partially or fully by Novartis or a third party to disseminate knowledge
enhancing information, increase knowledge of Novartis products, provide scientific, educational and/or
professional information.

Gifts
Benefits of any kind given to someone as a sign of appreciation or friendship without expectation of
receiving anything in return.

Grant
Independently requested contribution conveyed to a legitimate organization for a specified purpose without
agreement or intent to receive any tangible benefit (a measurable or quantifiable and objective benefit).

Healthcare Organizations (HCOs)
Any legal entity (such as a company, partnership, or healthcare institution), whether public or prlyate that
offer/provide Medical Services to patients and may prescribe, order, dispense, recommend; purchase,
supply, administer, lease, and use Novartis products, and all members of their office staff 'and medlcal ::‘\
associations or organizations. =Y




Tar NOVARTIS GLOBAL POLICY 10

Examples of HCOs include: physician practices, hospitals (including university hospitals), ambulatory
surgical centers, pharmacies, clinics, nursing facilities, managed care entities, group purchasing
organizations (GPOs), specialty pharmacies, medical societies, and businesses owned by an individual or
group of HCPs.

Healthcare Professional (HCP)

Any member, student, or researcher of the medical, dental, optometry, opticianry, pharmacy, or nursing
profession or any other person, social workers, clinical psychologists, formulary committee members, and
pharmacy & therapeutics (P&T) committee members who in the course of his or her professional activities
provides medical services and may prescribe, order, dispense, recommend, purchase, supply, administer,
lease, or use pharmaceutical products and/or medical technologies, and all members of their office staff.

Items of Medical Utility

Items given to HCPs that (1) are intended for the direct education of HCPs or patients, or are for use by
patients to assist them in the administration of their treatment or management of their conditions, and (2)
do not have value to HCPs outside of the scope of their practice and educational need.

Medical Services

Performing or ordering any examination, test, or procedure to diagnose or treat any medical or health-
related issue, or filling a prescription for a pharmaceutical or device product that is eligible for payment by
someone (whether payor is public or private) other than a patient/consumer.

Patient
Any person who may receive a prescription for, and/or are treated with a pharmaceutical product and/or
medical technology for his or her individual needs.

Patient Organization

Independent organization which has the goal of providing direct support to people affected by an iliness or
advocating for, among other things, patients’ rights, disease awareness and patient information in one or
more therapeutic areas. Such organizations are often established by patients, their family members and
caregivers but may also include Health Care Professionals (HCPs), volunteers and policy makers among
their membership or leadership.

Patient Support Program

A program that involves direct or indirect interactions with a patient or patient’s caregiver implemented by
Novartis or a third-party on behalf of Novartis. Examples include helping patients manage medication
administration and adherence, provide disease management support or provide or arrange for financial

assistance for patients who cannot afford medications.

Pharmaceutical Samples
Free pharmaceutical products supplied to HCPs authorized to prescribe that product in order to enable
HCPs and their patients to gain experience in dealing with the product.

Promotional Aid
Non-monetary items that are branded or include minimal information intended to promote Novartis or its
products. Examples of Promotional Aids include pens, mousepads, and microfiber cloths.

Public Official

* Any elected or appointed officer or employee of a government or government department, government
agency, or of a company owned or partially owned by a government. Medical and scientific personnel
qualify as public officials when they work at a hospital, clinic, university or other similar facility owned
or partially owned by a government.

—~—
N

* Any elected or appointed officers or employees of public international organizations, suchqgtdf\e;;
United Nations o RG
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* Any person acting in an official capacity for or on behalf of a government or a government department,
government agency, or of a public international organization

« Politicians and candidates for a political office
* Any other person who is considered to be a public official according to applicable laws, regulations
and industry codes

Research and development activities

Activities conducted to obtain scientific and clinical knowledge in order to address unmet medical needs.
These activities include clinical and non-clinical studies, exploratory early stage research, investigator
meetings, studies in human subjects or involving human/patient data, and animals or biological materials.

N AR A

Scientific Exchange
Collection, publication, distribution and communication of scientific knowledge (knowledge related to,
derived from or used in science for sharing), which may include information concerning a Novartis product.

Sponsorship

Agreement by which Novartis, for the mutual benefit of Novartis and the sponsored party, provides funding
to establish an association between the Novartis’ image, brands, or services and a sponsored event,
activity, or organization.
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5 References

+ P3 Guideline on Items of Medical Utility and Cultural Acknowledgements
* P3 Guideline on Market Research

» P3 Guideline on Interactions with Patients and Patient Organizations

+ P3 Guideline on External Funding

* P3 Guideline on Events and Professional Meetings

*  P3 Guideline on HCP and HCO Engagements

* P3 Guideline on Promotional and Non-Promotional Materials

*  Novartis Anti-Bribery Policy

* Novartis Position on Clinical Study Transparency

* Novartis Guideline for the Publication of Results from Novartis-Sponsored Research
»  Novartis Quality Manual

* Novartis Global Adverse Event Reporting Standard

*  Novartis Third Party Guideline

6 Implementation

Training

Associates must familiarize themselves with this Policy and the relevant Guidelines referred to in this
Policy. Associates must be trained in line with the Novartis-wide compliance training curriculum. Additional
training requirements for Associates and third parties conducting business on behalf of Novartis may be
defined in local SOPs.

Third parties

Third parties involved in conducting activites covered by this Policy and on behalf of Novartis are expected
to comply with this Policy, applicable laws and to adhere to ethical business practices. Novartis Associates
contracting third parties are ultimately responsible for how third parties conduct these activities on behalf
of Novartis.

Breach of this policy
Failure to comply with this Policy may lead to disciplinary and other actions, up to and including
termination of employment.

Reporting potential misconduct/non-retaliation

Any Associate with knowledge of suspected misconduct must report his or her suspicion promptly in
accordance with the Business Practices Office (BPO) process. Associates who report potential
misconduct in good faith or who provide information or otherwise assist in any inquiry or investigation of
potential misconduct will be protected against retaliatory action.

Exceptions
No exceptions can be granted from compliance with applicable laws, regulations and industry codes. The
Compliance Leadership Team (CLT) will review exceptions related to this Policy.

Responsibilities
It is the responsibility of every Novartis Manager to adhere to this Policy within his or her area of functional
responsibility, lead by example, and provide guidance to the Associates reporting to him or her. Al

Associates are responsible for adhering to this Policy.




