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[CLINICAL RESEARCH SERVICESONLY]
AGREEMENT FOR CLINICAL TRIALSBY SITE

THIS MASTER AGREEMENT FOR CLINICAL TRIALS BY SITE(hereinafter referred to
asthis “Agreement”) is made on this 14 day of the month of Marchin the year 2017(*Effective
Date”), by and between

Dr. Reddy’s Laboratories Limited, a company registered under the Companies Act, 1956 and
having its registered office at 8-2-337, Road No. 3, Banjara Hills, Hyderabad, Telangana -
500034, India (hereinafter referred to as “SPONSOR”, which expression shall unless contrary
the meaning and context thereof mean and include its successors, representative and permitted
assigns) of One Part;

And

Father Muller Medical College Hospital,an institution registered under laws of Indiaand located
at Kankanady, Mangalore - 575 002, Karnataka, India(hereinafter referred to as
“INSTITUTION” which expression shall unless contrary the meaning and context thereof mean
and include its successors, representatives and permitted assigns) of the Second Part.

And

Dr. Jacintha Martis, an individual, having an address at Department of Dermatology, Venereology
and Leprosy, Father Muller Medical College,Kankanady, Mangalore - 575 002,Karnataka, Indiawill
serve as the principal investigator (“Principal Investigator™)

Collectively Principal Investigator and Institution (with its personnel, officers, board members,
affiliates, Site Management Organization, and agents) shall be referred to as the “SITE”.

Within this Agreement, SPONSOR and SITE are individually referred to as the “Party” and
jointly as “Parties”

RECITALS

A. WHEREASSPONSOR researches, develops, manufactures and distribute a range of
pharmaceutical products in avariety of therapeutic use.

B. WHEREAS, SITE, acting as an independent contractor, desires to conduct clinical
research studies(“the Study”), according to SPONSOR’s Clinical Tria Protocol

(“Protocol”) attached hereto as Annexure 2; and

C. WHEREAS, SPONSOR requires a clinical trial to be performed in relation to an
investigational product (“Investigational Product”);and

DRL IRN: Privileged & Confidential Page 1 of 24



D. WHEREAS, SITEhas established and maintains a clinical trial study service, and has
acquired expertise in conducting research evaluations, clinical trials, and laboratory test
evaluations; and

E. WHEREAS, SPONSOR wishesto engage the SITEto carry out the Study; and

F. WHEREAS, SITEhas sufficient authority, competence and experience in conducting
clinica trials and, having reviewed the Protocol, the investigator brochure, and sufficient
information regarding the Investigational Product related to the Study, desires to so
participate in the Study as more particularly described in this Agreement. For the purposes
of clarity, SITE has acquired the necessary clearances as per applicable laws for initiating
or conducting any studies; and

G. WHEREAS, SITEiswilling to undertake the Study for SPONSOR according to the terms,
conditions and covenants hereinafter set forth.

H. WHEREASSITE has agreed to provide the services to SPONSOR on the terms of this
Aqgreement.

NOW THEREFORE THIS AGREEMENT WITNESSETH, that in consideration of the
mutual covenants herein contained and other good and valuable consideration exchanged
between the Parties, the receipt and sufficiency whereof is hereby acknowledged by the Parties
hereto, the parties covenant and agree as follows:

ARTICLE 1: Study

1.1 SITE will perform the Study as detailed in Annexure 1 of this Agreement in compliance
with the terms of this Agreement. .

ARTICLE 2: Period of Performance

2.1 The performance of this Agreement shall be from the Effective Date through completion of
the Study, unless terminated earlier in accordance with Article 12 of this Agreement. This
Agreement may be extended by the written agreement of the Parties.

ARTICLE 3: Conduct of the Study

3.1 The SITEagrees to perform the Study detailed in Annexure 1 heretoin strict accordance
with the Protocol, the terms and conditions of this Agreement and any amendments
thereto, and all federal, state and local laws and regulations applicable to the performance
of the Study and this Agreement in the territory where the Study is performed, including
but not limited to (a) Good Laboratory Practice, the revised and applicable versions of the
Declaration of Helsinki Directive 95/46/EC; and (b) the International Conference on
Harmonization of Technical Requirements for Registration of Pharmaceuticals for Human
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3.2

3.3

34

Use Topic E6: Guidelines on Good Clinical Practice and Directive 75/318/EEC, as
amended from time to time (“1CH/GCP”);(collectively, “Applicable Law”).

The Study will besupervised by the Principal Investigator, who will be employed/engaged,
as applicable,by Institution, and who will personally be responsible for the direction of the
research and the conduct of the Study in accordance with the applicable policies of the
Institution, which the Principa Investigator represent and warrant are not inconsistent with
(1) the terms of this Agreement, (2) the Protocol, (3) generally accepted standards of good
clinical practice, and (4) Applicable Law. Principa Investigator shall conduct the Study
and use his’her best efforts to complete the Study in a professional manner in accordance
with the highest standards in the industry and in strict adherence to sub-parts (1) — (4) of
this Article 3.2. If the Study is conducted by a team of individuals including Sub-
investigator(s), the Principal Investigator shall be responsible for all Sub-investigators and
Study team members utilized in any manner, in connection with the Study, and SITEshall
instruct each Sub-investigator and team member to follow the direction of the SITEand
otherwise adhere strictly to the Protocol. Institution shall ensure that Principal Investigator
shal not delegate hig’her responsibility to personaly supervise the Study without
Institution’s prior written approval. Institutionfurther agrees to ensure that Principal
Investigator and/or any sub-investigators: (i) are fully informed of the Protocol, the
Investigational Product; and (ii) participates in al investigator meetings and telephone
conferences as required for the conduct of the Study. Institution will further ensure that
Principal Investigator, sub-investigator, and any other personnel involved with the Study,
participate in training sessions as necessary for the performance of the Study.

Ingtitution/Principal  Investigator will notify SPONSOR immediately if Principal
Investigator is unable to continue as principal investigator for the Study. SITEfurther
agrees that no other investigator may be substituted for the Principal Investigator without
the prior written approval of SPONSOR and the ethics committee. If for any reason,
Principal Investigator is unable to serve as principa investigator, and a successor
acceptable to SPONSOR is not available, the SPONSOR may terminate this Agreement.

SITE shall ensure that Study subjects have agreed to participate in the Study as defined by
the Protocol andin compliance with Applicable Law. SITE shall further ensure that the
Study subjects are adequately informed of the aims, methods, anticipated benefits and
potential hazards of the Study and the circumstances under which their persona data might
be disclosed to relevant third parties including, but not limited to, SITE, SPONSOR and/or
its affiliates, competent authorities, and/or ethics committees, in accordance with the
requirements for such information as set forth in the Protocol prior to including any subject
in the Study. SITEshall obtain the informed consent of subjects to participate in the Study
prior to said participation, and shall document the Study subjects’ informed consent by
securing from each patient, his or her signature upon an informed consent form, that
complies with Applicable Law, a copy of which shall be retained by the SITE. The Study
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3.5

3.6

subject shall aso receive a signed copy of the informed consent. Further, the name,
medical history, and any and all information relating to a Study patient obtained as a result
of or in connection with his or her participation in the Study shall be held in strictest
confidence and trust, and shall not be disclosed or transferred to third parties except as
expressly permitted by this Agreement or the Protocol .

Adverse Events. SITE shall report to SPONSOR, any death, life threatening, or serious
adverse event, or other event as specified by the Protocol. Such notification shall be given
promptly, and in no instance later than twenty-four (24) hours of becoming aware of such
an event and shall be made in accordance with the procedures outlined in the Protocol
concerning the reporting of adverse events and serious adverse events.

No changes or revisions in the Protocol shall be made unless first mutually agreed upon in
writing by SPONSOR and SITE, and reviewed and approved by the Applicable Authority
in accordance with Applicable Law or where deemed necessary to protect the safety, rights
or welfare of any subjects entered into the Study, in which case SPONSOR will be
immediately notified in writing of such action and necessity for deviation from the
Protocol.If any changes in the Protocol affect the charge for research conducted in the
Study, SITE shall submit a written estimate of the charges for SPONSOR'S prior written
approval.

ARTICLE 4: Payment

41

a)

b)

Fees

Fees mentioned in Annexure 1 are exclusive of GST, VAT, sales or similar withholding
taxes. The SITE will provide its reasonable co-operation to SPONSOR to ensure that
SPONSOR is only required to pay GST, VAT, sales or similar withholding taxes once, in
accordance with Applicable Laws and where permitted, to minimise duplication of such
taxes. All other taxes are the SITE’s responsibility;

If any payments made by the Parties under this Agreement become subject to withholding
taxes under Applicable Law of any state, central or foreign government, each Party shall be
authorised to withhold such taxes as are required under Applicable Law, pay such taxes to
the appropriate government authority, remit the balance due to the other Party net of such
taxes, and provide a certificate as provided by the appropriate government authority
towards this effect to the other Party. The Parties agree to cooperate in good faith to
qualify the transactions for any exemptions or reductions in the amount of otherwise
applicable withholding tax provided under Applicable Law (including the provisions of
any relevant tax treaty) and to complete such forms as necessary for such purpose.

The quotation provided by SITE for a Study shall be optimal and on a fixed cost basis for
both administrative cost and pass through costs except when mutually agreed upon by both
parties.Parties acknowledge and agree that the Fees along with expenses quoted by
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d)

f)

4.2

SITEwill be an upper limit of the estimated quote and has been arrived at, on the basis of
the Study scope, requirements and allocation of resources for conducting the Study.

In the event that, the Parties believe that due to change in the Study scope, or resource re-
allocation requirements, there is a need for upward or downward revision of the Study
quote, SITE shall inform SPONSOR in writing and Parties shall mutually agree to modify
the Agreement accordingly.

the Fees are fixed and will not be varied without SPONSOR’ prior written consent;
the Feesinclude all performance requirements of this Agreement; and

The timelines provided by SITE for the completion of a Study shall be optimal and explain
the best case scenarios for achievement of timelines.

I nvoicing and Payment

The SITE will invoice SPONSOR in accordance with the terms mentioned herein or as per
the milestones set in the agreement. Each invoice will specify the SPONSOR Purchase
Order provided by SPONSOR.

The SITE must provide appropriate supporting documentation to substantiate the amount
charged, on request by SPONSOR.

SPONSOR will pay the Fees within45days of thereceipt of a correct and valid invoice or as
per the milestones set in the agreement, subject to the satisfactory completion of associated
Deliverables.

SPONSOR will pay the undisputed portion of an invoice and may withhold payment on the
disputed portion until resolved.

The SITE agrees that the Fees:
i represent fair-market value for the Services or for conducting the Study;

ii.  do not create any obligation to prescribe, supply, administer, recommend or buy
SPONSOR' products or constitute any reward for past or future business; and

iii. ~ do not represent any inducement to influence the SITEto push for or prescribe,
supply, administer, recommend or buy SPONSOR’ products.

ARTICLE 5: Record Kegping and Access

5.1

SITE shall ensure that:

5.1.1 Itprepares, maintains and retains complete, current, organized, and legible Study

documents relating to its performance of the Study which are required to be retained under
Applicable Law, and any other records pertaining to the Study subjects who have
participated in any way, in the Study including, without limitation, source documents
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monitoring Study subjects’ progress, medical and clinical records and complete case report
forms (“CRFs”) (collectively, “Study Records”) for each Study patient no later than three
(3) days after avisit or as per protocol. SITE shall respond to al data queries within three
(3) days from the date of such request. SITE will ensure that all personnel take
appropriate measures to prevent unauthorized access to the electronic data capture system
including maintaining confidentiality of their passwords. Study Records will be retained
by the SITEfor five (5) years following the date a marketing application is approved for
the Investigational Product for the indication under investigation in the Study, or if no
application is to be filed, or if the application is not approved for such indication, until
five (5) years after the investigation is discontinued and the applicable regulatory
authority is notified, or any longer retention period mandated by Applicable Law.

5.1.2 SITEmaintains written adequate records of the disposition of the Investigational Product,

including dates, quantity and use by Study subjects according to Applicable Law,as
amended from time to time, and any successor regulations), the Protocol, or as otherwise
established by written notice from SPONSOR, showing the receipt, administration, or
other disposition of the Investigational Product.

5.1.3 SITEprepares and maintains adequate and accurate subjects case histories recording all

observations and other data pertinent to the clinical Study of each patient enrolled as a
subject in the clinical investigation of the Investigational Product.

5.1.4 SITEretains the records and reports required by Applicable Law as amended from time to

5.2

time, and any successor regulations, and the Protocol, and shall deliver copies of the same
to SPONSOR as required by the Protocol.

Authorized representative(s) of SPONSOR, shall be allowed during regular business hours,
and at reasonable intervals, to examine and inspect SITEfacilities utilized in the
performance of the Study, and to inspect and copy all Study data, records, and work
products related to the Study, for purposes of assuring compliance with Applicable Laws,
the Protocol, and the terms of this Agreement. Audits shall be at no additional cost to
SPONSOR provided such audits are at mutually agreed intervals and do not significantly
alter Institution's ability to meet any deadlines delineated in this Agreement.

ARTICLE 6: Publications

6.1

SPONSOR shall be soldly responsible for determination whether to submit the Study for
listing in a publicly accessible clinical trial registry or any equivalent registry SPONSOR
deems appropriate, prior to initiation of any Study patient enrolment. For greater certainty,
SITE, shall not register the Study or Study results on any publicly accessible clinical trial
registry. Where applicable, SITE shall ensure that a non-promotional summary of the
results of the Study or a citation or link to a peer-reviewed article in a medical journal
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6.2

6.3

where one exists, will be posted on a free publicly accessible clinical trial results database
within one (1) year after the Investigational Product is first approved and made
commercialy available in any country or, if the Study is under review by a peer-review
journa that prohibits disclosure of results pre-publication, as soon as practicable after
publication.

SITEhereby acknowledge and agrees that the SPONSOR has the right to use the Study
results in any manner deemed appropriate to SPONSOR’s business interests, both during,
and following termination of this Agreement and/or the Study.

In the event Study is not part of a multi-center study or where no multi-site publication has
occurred within twelve (12) months after completion and close out of the Study, SITE may
freely publish and disseminate the site-specific results of the Study, or otherwise publish or
submit for publication an article, manuscript, abstract, report, poster, presentation, or other
material containing or dealing with the site specific results of the Study (a “Publication”)
in accordance with the terms of this Agreement provided that, SITE shal: (i) obtain written
consent of SPONSOR prior to any such Publication; (ii) provide SPONSOR with a copy of
any proposed Publication sixty (60) days prior to submission for Publication. If
SPONSOR determines that the proposed Publication contains patentable subject matter
which requires protection, SPONSOR may require the delay of publication for a further
period of time not to exceed one hundred eighty (180) days for the purpose of filing patent
applications.

6.4Notwithstanding any other provision of this Section 6, and prior to any Publication, SITE

6.6

shall preserve the right of SPONSOR to comment on the results and conclusions set forth
in any proposed Publication upon SPONSOR’s written request prior to the submission of
any Publication. SITE agrees that all comments made by the SPONSOR in relation to a
proposed Publication or presentation will be incorporated into the Publication or
presentation. Reasonable comments for the purposes of this clause 6.4 shall mean such
comments and suggestions that, with a view to the scientific interest or the treatment of
Study subjects, will clarify or improve the proposed Publication or presentation of the
results of the Study or the conclusions drawn therefrom, or any other such comments that
aim to avoid a Publication or presentation that will misrepresent the results. SITE shall
delete any SPONSOR’s confidential information in the proposed Publication where
reasonably requested by SPONSOR.

The obligations described in this Section shall survive the expiration or termination of the
Aqgreement.

ARTICLE 7: Confidentiality and Use Restrictions

7.1

SPONSOR will disclose to SITEincluding its employees, agents, directors, and
representatives, certain information furnished in any form, including written, verbal,
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1.2

visual, electronic or in any other media or manner, any information that a party would
reasonably consider to be confidential or proprietary including, but not limited to,
information concerning the Investigational Product, this Agreement, the Protocol, Study
results, processes, know-how, discoveries, inventions, compilations, business or technical
information, other materials prepared by either Party or their respective affiliates and
representatives, containing or based in whole or in part, on any information furnished by
the SPONSOR, and the procedures for carrying out the Study, (collectively, “Confidential
Information”). SITE will keep, such Confidential Information in confidence and shall not
use it for the benefit of nor disclose it to others, except as required by the Study or as
defined in the Protocol and will at al times, refrain from any other acts or omissions that
would reduce the value of SPONSOR’s Confidential Information. SITE agrees to ensure
that its employees, agents, contractors, representatives, or affiliates (including members of
the Study team), who have access to Confidential Information are bound by an obligation
of non-disclosure and shall procure non-disclosure agreements with such parties with the
same breadth of coverage as provided for in this Section 7. SITE’s obligations of
confidentiality shall not apply to that part of the Confidentia Information that SITE is able
to demonstrate by documentary evidence: (i) aready in the public domain prior to receipt
of such information by SITE, or (ii) that becomes lawfully part of the public domain
through no act on the part of the SITE, and/or its employees, agents, and representatives, or
(iii) is obtained from a third party without an express obligation of confidence; or (iv)
where required by applicable law, regulation, legal process, or other applicable judicial or
governmental order to disclose, provided that, should the SITE be required to make such
disclosure, where legally permissible, SITE shal provide the SPONSOR with prompt
written notice of such request or requirement so that SPONSOR may, at its sole expense,
seek an appropriate protective orderprior to such disclosure; and where SITE is compelled
to disclose, SITE shall only disclose that portion of the Confidential Information that SITE
is compelled to disclose and will exercise reasonable efforts to obtain assurance that
confidential treatment will be accorded to that portion of the Confidential Information
disclosed; or (v) is approved by SPONSOR with written authorization for disclosure by
SITE.

SITE shall return all Confidential Information to SPONSOR, except where retention of
same is required by Applicable Law, at the earlier of: (i) the time at which SITEends its
participation in the Study; (ii) as defined by the Protocol; or (iii) immediately upon request
of SPONSOR.

ARTICLE 8: Intellectual Property (IP)

8.1

8.2

Intellectual Property that either Party owned prior to execution of this Agreement, or
devel ops independently of the Study (without the use of SPONSOR P and/or Confidential
Information), is that Party’s separate property and is therefore, not affected by this
Agreement. Neither Party has any claims to, or rights in such intellectual property of the
other Party.

The Parties agree that the SPONSOR owns the proprietary rights (whether or not
protectable by patent, copyright or other intellectual property rights) to the Study and/or
Study data or materials and other reports required to be generated and submitted to the
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8.3

SPONSOR pursuant to the Protocol, and any data compiled therein, or any discovery,
concept, or idea arising out of the Study, including but not limited to any/all intellectual
property and Confidential Information provided to SITErelating to the Study, or any
inventions, mechanisms, substances, works, trade secrets, know-how, methods, or
techniques (including improvements), tangible research products, any intellectual property
conceived and reduced to practice, made or developed, the Investigational Product,
formulation of the Investigational Product, device, or biologic, including its administration
or use, aone or in combination with any other drug or device and any related assay or
biomarker, or any improvements or methods of using such Investigational Product,
existing or pending patents and patent applications, records or compilations of information
(excluding records/compilations set forth in Section 8.3 herein), Study data produced by as
a result of the Study, including records produced by Institution and/or Investigator,
innovations of any kind made in performance or carrying out of the Study, and the
Protocol, and the like, either of which, in whole or in part, relating to the Study, derived
from the use or access to SPONSOR’s Confidential Information, or developed conceived
or reduced to practice during the course of conducting the Study (collectively,
“SPONSOR IP”). The Parties agree that title, interest and rights to any SPONSOR P
shall remain the sole property of the SPONSOR. The Parties further agree that neither
Party will have any proprietary or other ownership rights in any such SPONSOR IP, but
that such rights in and to the following will remain with SPONSOR, subject only to the
right of SITE, to use such information for: (i) Institution’s own internal, non-commercial
research and for educational purposes provided such use does not violate SPONSOR’s
confidentiality rights or impede commerciaization; and (ii) if required during the Study,
for the provision of standard of care medical treatment for a Study patient, without
jeopardizing the SPONSOR’s Intellectual Property Rights on such subject matter. This
Agreement shall not be deemed or construed to convey or transfer any of such intellectual
property rights to SITEexcept insofar as necessary to permit SITEto conduct the Study
which is the subject of this Agreement. SPONSOR and SITEacknowledge that the
SPONSOR, owns the proprietary rights to the formulation of the Investigational Product,
existing or pending patents and patent applications, trade secrets, know-how, and
confidential information related to the Investigational Product and that these and all other
proprietary rights shall remain the sole property of the SPONSOR.

Subject to the entirety of Section 7, and the provisions of this Section 8.1 and 8.2,
Institution shall own all original hospital records, clinical and office charts, laboratory
notes, evaluation checklists developed by Institution, pharmacy dispensing records,
recorded data from automated instruments, copies or transcriptions certified after
verification as being accurate copies, photographic negatives, microfilm or magnetic
media, x-rays, subject files, and records kept at the pharmacy, at the laboratories involved
in the Study (collectively, “Source Documents”) provided that such does not utilize any
Sponsor IP and/or contain any Confidential Information of Sponsor. Institution may utilize
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8.4

8.5

8.6

8.7

any Source Documents in any manner deemed appropriate by Institution without
jeopardizing SPONSOR’s Intellectual Property Rights derived out of such documents.
Sponsor shall have the right to access such Source Documents in accords with Applicable
Law.

Regulatory Filings. Any and all findings obtained as a result of the Study shall be
communicated to SPONSOR, who shall be free to incorporate such findings in any
regulatory filing concerning the Study. SITE understands and agrees that it shall have no
ownership, license or access rights in, or to, such regulatory filings solely based upon the
inclusion of such findings therein, nor shall they acquire any interest whatsoever in the
findings as aresult of performing the Study.

SITE shal promptly and fully disclose to SPONSOR, al discoveries and inventions
(whether patentable or not) arising out of the performance of the Study or involving
SPONSOR’s IP (“Study Inventions”). SITE, each hereby assigns, al rights, title and
interest in and to any Study Inventions and/or SPONSOR IP to SPONSOR. SITE hereby
further agrees to refrain from taking any actions that would prejudice the intellectual
property rights of SPONSOR in any way. Moreover, SITE agrees to inform the
SPONSOR of any known infringement of its intellectual property rights, and to assist
SPONSOR, at SPONSOR’s sole expense, in actions intended to protect the SPONSOR’s
intellectual property rights.

Without SPONSOR’s prior written approval, SITE, will not knowingly use in the Study,
any of its own or any third-party intellectua property that may interfere with SPONSOR’s
rights to any SPONSOR IP and/or Study Inventions. Except as stated elsewhere in the
Agreement, the Parties expressly authorize the use and grant a royalty-free license to their
respective intellectual property to SPONSOR, to the extent necessary to accomplish the
purposes of the Study.

SITE, agrees to use the Investigational Product only for a clinical Study under aregulatory
authority Notice of Claimed Exemption for a New Drug as contemplated by this
Agreement. SITE acknowledges that this Agreement constitutes a non-exclusive and non-
transferrable or sub-licensable license to the SITE, by the SPONSOR to use the Inves-
tigational Product and the SPONSOR'S confidential and proprietary information relating to
the Investigational Product solely for the research contemplated by this Agreement in
accordance with the SPONSOR'S Protocol, and in accordance with regulatory authority
regulations defining the procedures, conditions and requirements applicable to
investigational studies for new drugs under Applicable Law as amended from time to time,
and any successor regulations. Furthermore, the SITEwill not transfer the Investigational
Product or related information to any third party, or otherwise make the Investigational
Product or related information available to any investigator other than those listed in the
SPONSOR'S Protocol, nor to any clinic or medical facility for use with subjects not
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8.8

8.9

properly enrolled in the investigational Study, and hereby acknowledges that the SITEshall
not use or exploit the results of the Study for any purpose other than that contemplated by
this Agreement.

License. If for any reason it is subsequently determined that SPONSOR is not the sole
owner of any such SPONSOR IP or, with respect to any inventions and discoveries arising
from research conducted under this Agreement, other than as expressly provided for herein
(“Other Inventions”), SITEshal promptly disclose to SPONSOR on a confidentia basis
any Other Invention arising under this Agreement. SITE each individualy, hereby grants
SPONSOR an exclusive option, without fee, exercisable within ninety (90) calendar days
following written notice of any Other Invention, to obtain an exclusive or nonexclusive,
worldwide, royalty-bearing commercialization license, upon reasonable commercial terms
and conditions (including measurable provisions for due diligence in development,
commercialization and marketing), to al rights, title and interest that SITE, may have or
obtain in any such Other Invention. This license will include the right to sublicense, make,
have made, use, and sell the Other Invention or products incorporating the Other Invention.
Upon SPONSOR’s exercise of its option with regard to any Other Invention, Institution
and SPONSOR will negotiate in good faith for up to eight (8) months (“Negotiation
Period”) in an attempt to reach a license agreement satisfactory to both parties. If an
agreement is not reached by the end of the Negotiation Period, SPONSOR’s rights to that
Other Invention will expire, and Institution may license the Other Invention to third-parties
without obligation to SPONSOR. If negotiations between SPONSOR and SITEterminate
and SITEthereafter negotiates a license agreement with athird party on substantially better
terms than those last offered to SPONSOR, SPONSOR shall be given the first right to
refuse such terms for a period of one-hundred, eighty (180) days from the date of
SPONSOR’s receipt of a draft of such license agreement from Institution or Principal
Investigator as the case may be. SITE, , each individuallygrants SPONSOR, for the term
of the Negotiation Period, a non-exclusive, worldwide, royalty-free license on SITE’s
rights to the Other Invention for SPONSOR’s internal research purposes

The obligations described in this Section shall survive the expiration or termination of the
Aqgreement.

ARTICLE 9: Use of Names

9.1

Neither Party shall be permitted to use the name, trademark, trade name, logo, or any
adaptation thereof, of the Sponsor and/or either Party hereto, in any news or publicity
release, policy recommendation, advertisement, promotiona material, promotional
activity, or in any other commercia fashion, without the prior written consent of the other
Party or where applicable, of SPONSOR subject, however, to the following:
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9.1.1 Sponsor may, without prior consent, identify Principal Investigator as the person
conducting the Study;

9.1.2 SPONSOR may disclose the Principal Investigator to investors or potential investors or as
required by federal, state or local laws or security exchange regulations.

9.1.3 SITEmay, without prior consent, disclose their participation in the Study (but only with
respect to the indication, treatment period, and number of Study subjects enrolled) and may
disclose SPONSOR as the source of funding for the Study as well as the Protocol title as
necessary to comply with regulatory, academic, and governmental reporting requirements.
SITE, will not issue and will ensure the Study staff will not issue, any information or
statement to the press or public, including but not limited to advertisements for the
enrolment of Study subjects, without, where appropriate, the review and prior written
consent of SPONSOR.

9.1.1.Nothing in this Article 9 shall be construed as prohibiting SPONSOR from submitting
reports with respect to the Study to a governmental agency as required by law.

ARTICLE 10: Data Protection and Privacy

10.1 SITE, shall undertake to insure:

10.1.1 that data obtained from the Study subjects in connection with the Study is utilized for no
purposes other than as outlined in the Protocol and that SITE shall cause such data to be
managed in accordance with Applicable Law;

10.1.2 compliance with Applicable Law on the protection of individuals with regard to the
processing and free movement of persona data;

10.1.3 that all Study subjects are properly informed that the data collected from them may be
considered persona data and to obtain from such Study subjects written consent to the
processing, disclosure, and transfer of this databy SITE and SPONSOR;

10.1.4 to provide information as requested by SPONSOR, to authorize the processing and
storage of certain personal identifying information and data concerning a Study patient
and other site personnel involved in the Study for the purpose of fulfilling legitimate
business requirements relating to the Study, meeting regulatory requirements, as well as
for the purpose of evaluating SITE for inclusion in future studies; and

10.1.5 to obtain the consent of Study team members and all other personnel involved in the
Study for the processing of their personal data as required by Applicable Law.

ARTICLE 11: Subject Injury Reimbursement

11.1 In accordance with Applicable laws, as amended from time to time, SPONSOR shall
reimburse Institutionfor all reasonable and necessary medical expenses for the diagnosis,
care and treatment of any injury to a Study patient directly resulting from Study patient’s
participating in the Study (“Subject Injury”); provided, however, that: (i) the Subject
Injury or illness was not caused by Investigator/Institution’s deviation from the Protocol,
Applicable Law, or other written instructions provided by SPONSOR (except for
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11.2

medically necessary deviations); (ii) the Subject injury or illness was not caused by the
negligence or misconduct of the SITEand/or SITEstaff; (iii) the Subject injury or illnessis
not attributable to the natural progression of any underlying illness, any pre-existing
abnormal medical condition or underlying disease of the Study patient, or treatment that
would have been provided to the Study patient in the ordinary course of treatment
notwithstanding participation in the Study; (iv) the injury or illness was not covered by the
Study patient’s medical or hospital insurance, or any similar third-party payer providing
such medical or hospital coverage; (v) the Subject injury or illness was not directly
attributable to a failure of the SITEany of its personnel conducting the Study to adhere to
the terms of the Protocol, directions of the SPONSOR, or Applicable Law pertaining to the
administration of the Study; (vi) the injury or illness is not attributable to the Study
patient’s deviation from the reasonable direction of SITE, Study personnel or the Study
patient’s physician.

This provision shall survive the expiration of termination of this Agreement.

ARTICLE 12: Termination

121

12.2

Performance under this Agreement may be terminated by SPONSOR for any reason or no
reason upon thirty (30) days written notice to SITE. Performance may be terminated upon
thirty (30) days prior written notice by SITE if circumstances beyond its control preclude
continuation of the Study. However, termination of this Agreement shall not relieve SITE
of its obligations under Articles 5, 6, 7, 8 and 9 of this Agreement. Other than in cases of
termination for breach of this Agreement by SPONSOR, SPONSOR shall make all
payments due hereunder to SITEfor actual costs, non-cancellable commitments incurred in
the performance of the research, which have accrued up to the date of such termination, or,
in case of atermination of this Agreement up to the date of receipt of such final rejection.
Should Institution have received higher payments than the payments due according to the
work aready performed, Institution shall reimburse the balance to SPONSOR.

Performance under this Agreement may be terminated by SPONSORor SITE immediately
upon written notice without any further action or notice by either Parties, in the event (a)
SITEceases operations, is insolvent or unable to pay its debts when they become due; (b)
of negligence or wilful misconduct by SITEor its employees, contractors or agents which
impacts or reasonably may impact the Study; (c) SITE’s breach of this Agreement, or
obligation and/or warranty hereof; (d) for reasons related to Study patient safety as
determined by SPONSOR; (€) the Principal Investigator ceases or is unable to serve and a
successor acceptable to SPONSOR cannot assume his’/her duties within a reasonable
period of time; (f) in case any regulatory or legal authorization necessary for the conduct of
the Study is finally rejected; (h) in the event that Principal Investigator becomes debarred,
threatened with debarment or any similar proceeding, is excluded from being able to
participate in any such Study, and/or utilizes the services of a third party directly or
indirectly in order to perform obligations related to the activities under this Agreement that
has been debarred, threatened with debarment or any similar like proceeding.
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12.3

124

Except as otherwise provided above, where either Party fails to perform any of its material
non-monetary obligations under this Agreement, and does not cure such breach within
thirty (30) days of receipt of written notice of such default, then the non-defaulting Party,
at its option, may terminate this Agreement by giving written notice of termination to the
defaulting Party. In such event, this Agreement shall terminate on the date specified in
such notice.

Upon completion, termination (early or otherwise), suspension or discontinuation of the
Study or upon the request of SPONSOR; SITE will immediately stop screening and
enrolling Study subjects, and subject to the protection of the safety and welfare of Study
subjects, cease Study activities and complete its normal Study completion responsibilities
in an orderly and safe manner, of which shall include but is not limited to: (i) cooperate
promptly and diligently in an orderly and safe manner, in the wind down of the Study,
including, without limitation, discontinuing the Investigationa Product as soon as
medically appropriate, alowing SPONSOR access to records and facilities for Study close-
out procedures, requiring Investigator to complete any actions required by the role of
Investigator, and transferring to SPONSOR al Study data and, if applicable, the
administration and conduct of the Study; (ii) alowing SPONSOR access to records and
facilities for Study close-out procedures, and requiring Investigator to complete any actions
required by the role of Investigator; (iii) returning all unused supplies associated with the
Study to SPONSOR or the appropriate facility with the exception of Investigational
Product which shall be returned to SPONSOR; and (iv) Immediately delivering to the
SPONSOR, al Confidential Information, except for copies to be retained in order to
comply with Institution’s archiving obligations or for evidential purposes.

ARTICLE 13: Liability/Indemnification/Insurance

131

13.2

SPONSOR.SPONSOR shall be liable for and agrees to indemnify and hold SITEharmless
from and against, any and all any/all claims, damages, liabilities and losses (including
reasonable attorney’s fees and expenses) (collectively, “Losses’) arising out of
SPONSOR’s negligent act, omission or wilful misconduct.

Institution. Institutionshall be liablefor, and agrees to indemnify and hold the SPONSOR
harmless from and against, any and all Losses caused by or attributable toSITE’s
(including principa Investigator), and/or any of its affiliates, subsidiaries, employees
(including sub-investigators), officers, directors, contractors, sub-contractors, consultants
or agents (collectively, “Representative(s)”): (i) negligent acts, omissions, wilful or
intentional and/or professiona malfeasance or misconduct of any Representative(s)
involved in the Study; (ii) actions by the any Representative that is contrary to this
Agreement, the Protocol, or other written instructions provided to an Institution
Representative(s) by SITE; (iii) any unauthorized warranties relayed by any such
Representative(s) to a third party concerning the Study Drug; and/or (iv) the failure of
Institution Representative(s) to obtain the appropriate informed consent.
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EXCEPT WITH RESPECT TO A PARTY’S INDEMNIFICATION OBLIGATIONS
IN SECTIONS 13.1 AND 13.2, NEITHER PARTY SHALL BE LIABLE FOR ANY
SPECIAL, INCIDENTAL, PUNITIVE, INDIRECT OR CONSEQUENTIAL
DAMAGES OF ANY KIND, INCLUDING LOST PROFITS, WHETHER OR NOT
A PARTY HAS BEEN ADVISED OF THE POSSIBILITY OF SUCH LOSS OR
DAMAGE.

13.3 Insurance. Institution represents that it will maintain general and professional liability

insurance (malpractice) and if applicable, workers’ compensation insurance, covering
SITE’s liability and the liability of its employees (including, Investigator and sub-
investigator(s)) and its trustees, officers, agents, or directors, in amounts sufficient to
adequately cover its obligations hereunder. Institutionshall maintain such coverage for the
duration of this Agreement and if the policy is clams-made, for two (2) years
thereafter.Institutionwill provide evidence of al such coverage upon request. Institution
will notify SPONSOR within twenty (20) days of any notice of cancellation, non-renewal,
or material change in itsinsurance coverage.

13.4 The obligations described in this Section 13 shall survive the expiration or termination of

the Agreement.

ARTICLE 14: Miscellaneous

141

14.2

14.3

Assignment and Succession

This Agreement and the rights and obligations hereunder granted to and undertaken by
SPONSOR may be assigned by SPONSOR without prior written approval of SITE.
Neither this Agreement, the obligations hereunder nor the rights granted to the SITE under
this Agreement shall be assignable or otherwise transferable by the SITE without the prior
written consent of SPONSOR. Any such assignee of the SITE shall be bound by the terms
hereof as if such assignee were the original party hereto. Any assignment in violation of
this provision shall be deemed null and void and of no effect.

This Agreement shall be binding upon and inure to the benefit of the Parties hereto,
SPONSOR’s assigns, successors, trustee(s) or receiver(s) in bankruptcy, and lega
representatives and SITE'S permitted assigns, persona representatives, successors and
trustee(s), or receiver(s) in bankruptcy. No assignment shall relieve either Party of the
performance of any accrued obligation that such Party may then have under this
Aqgreement.

Independent Contractor Status

In the performance of this Agreement the Principal Investigator and Institution shall be
independent contractors with respect to SPONSOR. SITEis authorized to act as the agent
for SPONSOR. SPONSOR shall not be bound by the acts of the SITE.

Notices
Any notices concerning the administration of this contract which are required or permitted
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by this contract shall be delivered by hand, sent by mail, or by facsimile to the following
Party:

TOINSTITUTION at:

Rev. Fr . Patrick Rodrigues

Director- Father Muller Charitable Institutions

Address: Father Muller Medical College Hospital,

Father Muller Road, Kankanady, Mangalore - 575 002, Karnataka, India
Telephone: 0824-2238000

Attention: 0824-2238261

To PRINCIPAL INVESTIGATOR at:
Dr. Jacintha Martis

Address:Department of Dermatology, Venereology and Leprosy, Father Muller Medical
College Hospital, Kankanady, Mangalore - 575 002, Karnataka, India

Telephone: 9845148112

To SPONSOR at:
Global Clinical Management
Dr. Reddy’s Laboratories Limited,
Integrated Product Development ,
Bachupally, Quthubullapur Mandal
Survey No: 42, 45 and 46,
Hyderabad,
R R District— 500 090
Telangana, India

Telephone:+91 40 4879 6019

Attention:

With a copy to:

Dr. Reddy’s Laboratories, Limited
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14.4

145

14.6

8-2-337, Road No. 3, Banjara Hills
Hyderabad, Telangana 500034 (INDIA)
Fax: +91 40 4900 2999

Attention: The General Counsel

Or to such other address for either Party as is subsequently specified in writing.
Applicable Law and Dispute Resolution

This Agreement shall be governed in accordance with the laws of India. In the event the
Parties are unable to mediate their dispute to a satisfactory resolution, the Parties agree that
the dispute shall be exclusively settled by in accordance with the rules of arbitration under
the Arbitration and Conciliation Act, 1996 as in effect on the Effective Date of this
Agreement (the “Arbitration Rules’). The seat of arbitration will be Hyderabad, India.
The language of the arbitration will be English. Each party will bear its own expenses in
the arbitration and will share equally the costs of the arbitration; provided, however, that
the arbitrators may, in their discretion, award costs and fees to the prevailing Party.
Judgment upon the award may be entered in any court having jurisdiction over the award
or over the applicable party or its assets.

Impossibility and Waiver

In the event that any further lawful performance of this Agreement or any part thereof by
any Party hereto shall be rendered impossible by or as a consequence of any law or
administrative ruling of any government, or political sub-division thereof, having
jurisdiction over such Party, such Party shall not be considered in default hereunder by
reason of any failure to perform occasioned thereby.

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.

Amendment

14.6.1 New or additional Services, or amendments to the Services, must be agreed by the parties

in writing and documented in writing (“Change Order”).

14.6.2 SPONSOR may remove any existing agreed Services with at least30days written notice

to the SITE. Once notice has been properly given, the Agreement is deemed to be
amended in accordance with that notice. If SPONSOR removes Services under this
Article, SPONSOR will pay for reasonable substantiated costs actually incurred and/or
that are non-cancellable at the date of removal, up to a maximum of the Fees that would
otherwise have been payable.

14.6.3 The SITE acknowledges that, where the Study is part of a multi-site Study, SPONSOR'

objective is to recruit a set number of Study Subjects across al Study sites. SPONSOR
may, a its discretion, amend the number of Study Subjects required to be enrolled for
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14.6.4

14.7

14.8

14.9

14.10

14.11

14.12

participation in the Study, in order to achieve this objective. This may be reflected in a
removal of or anendment to the Services.

Where the Services are amended in any way, the parties will agree on the changes, if any,
to the Fees related to those Services which are required.

Force Majeure

Any delaysin or failure by either Party in performance of any obligations hereunder shall
be excused if and to the extent caused by such occurrences beyond such party's
reasonable control, including but not limited to acts of God, strikes, or other labour
disturbances, war, whether declared or not, sabotage, and other causes, whether similar or
dissimilar to those specified which cannot reasonably be controlled by the party who
failed to perform.

Conflict between Agreement and Protocol

If the event provision of this Agreement conflicts with a provision of the Protocol relating
to the conduct of the Study, the Protocol shall take precedence on matters of medicine,
science and Study conduct. This Agreement takes precedence in any other conflicts.

Third Party Beneficiaries

Notwithstanding any other provision in this Agreement to the contrary, the Parties agree
that the SPONSOR is an intended third-party beneficiary of any Agreement(s) between
the SITEand third parties and shall have the full right to enforce any and all obligations
owned to it as through it were a party to those Agreements.

Severability

The provisions of this Agreement shall be deemed severable. Therefore, if any part of
this Agreement is rendered void, invalid or unenforceable; such rendering shall not affect
the validity and enforceability of the remainder of this Agreement unless the part or parts
which are void, invalid or unenforceable as aforesaid shall substantially impair the value
of the whole agreement to either Party.

Integration and Amendment

This Agreement sets forth the entire agreement between the Parties and merges all prior
communications relating to the subject matter contained herein and may not be modified,
amended or discharged except as expressly stated in this Agreement or by a written
agreement signed by the Parties hereto.

Warranties

SITE, for itself and its officers and directors, warrant and represent that they: (a) possess
the necessary resources, skills, expertise, equipment and infrastructure, and training to
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14.13

14.14

14.15

perform the Study professionally and competently; (b) are familiar with current
Applicable Law and regulations related to the Study, and maintain a program for
regularly updating their familiarity and compliance with such Applicable Law and
regulations; (c) are licensed and in good standing with all necessary and appropriate
government agencies; (d) have never been disciplined or debarred by any government
agency; (e) have never been convicted of an offence which prohibits them from
performing the Study; (f) are not currently the subject of any regulatory, civil or criminal
investigation; and (g) shall maintain and provide evidence upon request comprehensive
general liability insurance, professional liability insurance and worker’s compensation
Insurance.

Third Party Beneficiary

The Parties acknowledge and agree that SPONSOR is an express, intended third party
beneficiary of any Agreements SITE will enter for the purpose of this Agreement.

Counterparts

This Agreement may be executed in any number of counterparts, each of which
counterparts, when so executed and delivered, shall be deemed to be an original, and all
of which counterparts, taken together, shall constitute one and the same instrument.
Facsimile and PDF signatures shall be treated as original signatures.

Headings

Headings are used in this Agreement for convenience only and shall not affect any
construction or interpretation of this Agreement.

IN WITNESS WHEREOF, the Parties hereto have caused this Agreement to be executed in
duplicate as of the date and year first above written.

AGREED FOR AND ON BEHALF OF:

DR. REDDY’S LABORATORIES LIMITED,

Name:

Title:

Signature:

Date:

DRL IRN: Privileged & Confidential Page 19 of 24



THEINSTITUTION,
Name: Rev. Fr. Patrick Rodrigues

Title: Director, Father Muller Charitable Institutions

Signature:

Date:

PRINCIPAL INVESTIGATOR,

Name: Dr. Jacintha Martis
Title: Professor, Department of Dermatology, Venereology and Leprosy

Father Muller Medical College Hospital

Signature:

Date:
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ANNEXURE -1
STUDY

1. Title

A Phase 2, Multicenter, Randomized, Double blind, Comparative Study to evaluate the
reduction in incidence of scarring in acne vulgaris subjects treated with combination of
Benzoyl peroxide (2.5%/5%), Zinc oxide and Polysiloxanes compared to Benzoyl Peroxide
(2.5%/ 5%)

2. Keyinformation about the Study
Primary Objective:
To evaluate the reduction in incidence of scarring in acne vulgaris subjects treated with
combination of Benzoyl peroxide (2.5%/5%), Zinc oxide and Polysiloxanes compared to
Benzoyl Peroxide (2.5%/ 5%).
Secondary Objective:
To evaluate the efficacy, safety and local tolerability of Benzoyl peroxide (2.5%/5%), Zinc
oxide and Polysiloxanes combination in comparison to Benzoyl Peroxide (2.5%/5%) in the
treatment of moderate acne vulgaris.

Sudy Name: Acne-Benzoyl peroxide (2.5%/5%), Zinc oxide and Polysiloxanes
Sudy Ste:List will be annexed
Protocol Number: DRL-INDG04-BPO/2016

Responsible Ethics Committee: List will be annexed

DRL IRN: Privileged & Confidential Page 21 of 24



3. Study Fees

PAYMENT TERMSAND SCHEDULE

Annexurell

1. Estimated Expensesfor 20” completed patients*

Sr. No Particulars Unit Costs(In | No. of No. of Total
INR) patients | vist/months | Amount
(in INR)
1 Investigator Rs. 2000 per 20 6 Visits 2,40,000
Consultation Charges patient
2 Research Assistant Rs.12000 per - 6 months 72,000
Charges** month
3 Patient Conveyance Rs.500 per 20 6 visits 60,000
patient
4 Screening failures
charges (assuming Rs. 2000 05 - 10,000
screening failures rate 5
patients)
Consultation charges
5 Patient conveyance for | Rs.500 per 05 - 2,500
screening failure patient
patients
6 Fax, Telephone, Stationery, Courier etc.(Rs 1000 per month for 6 6000
months)
7 Institutional Overheads charges, if any
Total Cost of the Project for the20 completed Patients 3,90,500
2. Payment Schedule:
The agreed payment schedule is as follows.
I nstalment Milestone of Payment
1% 20% of estimated total as Advance payment
2™ 20% of estimated total after 5 patients are enrolled.
3¢ 30% of estimated total after 10 patients are enrolled.
4" 15% of estimated total after 20 patients are enrolled.
Balance amount On receipt of last completed case record form.

The final balance amount payable will be calculated on the basis of the actual number of patients who complete the

Clinical trial

*The dropouts will be paid at actuals for Investigator Consultation charges and Patient Conveyance upto the point of

dropout.

**Research Assistant will be paid a fixed amount, whereas the investigators will be paid compensation per

patient/per visit

*** |f there are less number of patients enrolled in the study, they shall be paid according to prorata basis.

# In case extra patients (more than 20 patients) are recruited in this clinical trial at the request of sponsor, additional

payment will be made on pro rata basis for Investigator Consultation charges, Patient Conveyance (as applicable).
@ Screening failures will be paid at actuals for one time consultation charges.

3 If Any amendment in the protocol or any other documents which require Responsible Ethics
" | Committee approval it will be charged as additional cost;

4 In the event of pre-termination/closeout of the project, professional fees will be paid based
" | on the milestone achieved up to the termination with pro-rata adjustment;
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5. | Servicestax and VAT will be charged additionally as per the prevailing rates,

Any government approvals/Notification required for the study other than EC approvals shall
be obtained by the Dr. Reddy’s Laboratories Ltd. Limited.;

Please provide the following details for future payments:

Cheques should beissued in favour of “Father Muller Research Centre ”
Name of the bank: Syndicate Bank
Branch: Father Muller Charitable Institutions branch, Mangalore
Bank Account No.: 02392160000136
Statutory Details:
PAN N0.AAATF0345D ( Scan/ Xerox copy of Pan Card to be enclosed )

a s L o=
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ANNEXURE - 2

PROTOCOL
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Glossary

Associate — Directors, officers, managers, and employees.of Novartis AG-and its affiliates.

Business Owner - The person from the business unit-who requests or-sporisors the engagement
of a Third Party-and who is responsible for the business impact of such engagament.

Compliance Confirmation — A Compliance Conﬁ'rmation_ is an a’tte‘z‘staﬁon.'reqi.zeét’ed from the
Third Party to confirm their compliance with the law and to confirm the validity of the infermation
collected as part of the due diligence. A template for the Compliance Confirmation is attached to
Annex 5 of this Guideline, '

Due Diligence Checkfist — The. Due Diligence Checklist.is- a document that is designed to help
the Due Diligence Coordinatar to conduct and document the efforts related to the due diligence.
This. checklist (issued by Group 1&C) is not an exhaustive list but ensures that the main sources of
information will be collectad.

Due Diligence Coordinator — The person who receives the request to perform the risk-based
Due Riligence on the prospective Third Party.

Executive Summary — The Executive Summary is a document that captures and summarizes
the information: collected during the due diligence process, the idenitified Red Flags, the proposed
measures to address the risks identified with the proposed Third Party engagement, and the
decision whather or not to engage the préspactive Third Party.

Guideline — The term Guideline refers to this Anti-Bribery Third Party Guideline.

Material Change to the Structure of the Third Party — A material change to the structure of a
Third Party covers the following two situations:

{a) Change in swnershipfcontrol: the Third Party or any person who Gontrols the Third
Party has-a change of Confral. "Control” in this context means the direct or indirect
ownership of more than 50% of the equity interest or voting rights in a corporation or
business entity, or the ability in fact to controt the managemerit decisions of such
corporation or business entity (e.g., by the appointinent of a miajority of the directors or
management or otherwise); or

(b) Change to membership of the executive body of the Third Party: there is a change to
the membership of the executive body of the Third Party. For examiple, a change to'the
executive management of the Third Party (e.g., CEQ, N-1 to CEQ).

Questionnaire for Third Parties — The Questionnaire is designed to assist the Due Diligence
Coordinator to gather information from the Third Party amongst cthers about their business, their
ownership and structure, government relations, compliance with:laws and commercial references.

Red Flag — A Red Flag is information that indicates an increased risk of corruption or another
potential issue with a Third Party, such as any undesirable characteristic that pertain to a
company's. ownership, business structure or relaticnships and/or compliance with laws.

Third Party — The term Third Party is defined in Section 2.8 of the Anti-Bribery Policy as any
natural person or legal entity with whom Novartis interacts and who poses, due to the nature of
their business, a particular level of bribery risk. Section 1.4 of this Guideline sets out the specific
types of services that pose a bribery risk,

) NOVARTIS

Business Use Oniy ‘,

(M

o



List of Acronyms

DDC - Due Diligence Coordinator

Group [&C — Group Integrity ‘& Compliance
LCO - Local Compliance Officer

PEP - Palitically Exposed Person

RCO -~ Regional Compliance Officer
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1 Introduction
1.1 Purpose

Our continued commitment to ethical business conduct is central to earning and maintaining the
trust and support of our key stakeholdér groups and reahzlng our aspiration to be a trusted leader
in changing the practice of medicing. '

To achieve this aspiration, it is essential that Novartis only engages Third Parties that are suitable
from an anti-bribery perspective. We expect Third Partiés with whom we work-to comply with
bribery and corruption laws:and to observe.our requlrements concemning anti-bribery.

This Guideline elaborates on section 2.8 of the Novartis Anti-Bribery Policy, and gwes Associates
instructions as tg the requirements for the management of Third Parties from an‘Anti-Bribery
perspective, :

1.2 Scope and Applicability

This Guideline appliesto all Associates.

lt-enters into force as of May 1, 2017 and replaces the prewous version.of the Novartis Third
Party Guideline dated. Mareh 1,:2012.

This Guideline is not intended to override or supersede more restrictive laws refating to bribery; In
addition t this Guideline, other Novartis principles and practices or equivalent docurments may
apply to the engagement of Third Parties (e.g. professional practices and procurement rules).

1.3 Roles and Responsibilities

The Business Owner has ultimate responsibility for managing and mmgatmg the bribery risks
associated with Third Parties and must:

= confirm the legitimate need for the goods and/or service provided by the Third Party

+ identify whether a Third Party falls within the scope of this Guideline

« ensure that the Due Diligerice Coordinator (DDC) is provided with all necessary
information to fulfill- the requirements outlined in this Guideline

» validate the information captured in the Executive Summary and decide on the
engagement of the Third Party

* ensure that the Agreement covers the content of the clauses listed in Section 2.2.1

« monitor the Third Party in adherence to the contract and in accordance with the measures
identified in the Executive Summary

e define an audit plan, if necessary, for the Third Party in consultation with LCO and Legal

Procurement shall appoint DDCs in the relevant market, where possible cross-divisionally, and
shall communicate the.appointment.

The DDC is responsible for:
« Performing the due diligence or ensuring that it is performed for all new Third Parties or

existing Third Parties who fall within the scope of this Guideline by virtue of the provision
of a new service (see sections 2.1.1 and 2,1.2)

Business Use Oniy
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» Supporting the Busingss Owner in making an informed decxsu)n about the engagement of
the Third Party (see section 2.1.3)

« Monitoring and performing any subsequent assessments after the Third Party has been
engaged (see-section 2.2.2)

If the Third Party is domiciled in a differerit country to-the Novartis contracting entity, the DDC of
the contracting entity may decide to request support from the- DDC of the country in which the
Third Party is- domiciled. If such a request is made, the DDC in that.country is obiiged to provide
support.

The Local Compliance Officer {LCO) is responsible for.advising the Business Owner and the
DDC. The LEO must approve any decision to-pursue the engagement of any Third. Party that is
classified as medium or high risk.

Legal is‘responsible for supporting the Business Owner, as requested, when engaging the Third
Party, including but not limited to the overall adequacy of the contract and inclusion of all
necessary clauses.

The Head Legal of the local division or unit must approve any decision to pursue the engagement
of any Third Party that is classified as high risk.

Group Integrity & Compliance (Group I&C) provides resources supporting the rollout of this
Guideline (e:g., guidance, communication toolkits). They are responsible for keeping a central
repository of these resources. A database of appointed DDCs is also maintained by Group 1&C.

Third Parties Subject to this Guideline

A Third Party is subject to this Guideline if they engage in any of the activities specified below:

o Sell or resell or assist in selling or reselling Novartis products, through demand generatlon
and/or active promoation of a Novartis product

+ Acton behalf of Novartis or assist Novartis in dealing with government agencies to obtain
permits, licensés, Visas, regulatory approvals, pricing, reimbursement, participation in
tenders, etc.

» Act on behalf of Novartis or assist Novartis in dealing or interacting with health care
professionals

e Conduct clinical trials on behalf of Novartis

Further guidance to support the identlflcatlon ‘of Third Parties that fall within' the scope: of this
Guideline can be found in Annex 6.

Due diligence on Third Parties that are sélected as mandatory global providers for one or more of
the activities listéd above must be undertaken at the global level. Local.organizations engaging
such mandatory global providers for the activities that are subject to global due diligence are not
required to perform a separate due diligence.

Group 1&C é‘ NOVARTIS

Business Use Oniy\

L}}f_



21

Anti-Bribery Third Party Risk Management

The management of Third Parties requires the identification, assessment, mitigation and
monitoring of the risk associated with the engagement of Third Parties.

The following risk based due diligence and post-approval processes must be implemented to
ensure that the risk’is adequately managed

h Rlsk Based Due Dﬂlgence Prucess R PGst-ApprovaIProcess T

Documentation

Risk Based Due Diligence Process

211 Pre-classification of Third Party

Before the commencement of the due diligence, the Third Party must be pre-classified as "low”,
“medium” or "high” risk using the Novartis Risk Classificatiori Methodolagy as per the Responsible
Procurement Risk Assessment Process. This provides an indication of the risk-adjusted efforts
required for each step of the management of thie Third-Party (e.g., due diligence; decision making,
contracting and moriitoring). Risk pre-classification is based on risk-related factors such as the
geography, the type of services provided ‘and background of Third Party.

24.2 Due Diligence
The purpose of the due diligence is to:

e Confirm the pre-classification through the collection and verification of due diligence
process relevant information refating to the Third Party
» |dentify and assess specific areas of elevated risk and seek to -mitigate-those risks

For all Third Parties, information on the Third-Parties’ business, ownership & management,
government relations, compliance with laws, licenses, registrations, and certifications (such as
licenses to trade) and commercial references must be collected. An essential component of this
exercise is the fuli and accurate cempletion of the Novartis Anti- Bnbery “Questionnaire for Third
Parties” (Questionnaire) by the Third Party.

.t}f“*
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Depending on the Third Party risk pre-classification, the following due diligence activities must be
completed.

Risk Minimum Activities Re’quire_d
Classification

“Medium Mid-Leve! Due Diligence;
¢ Al low-risk due diligence activities plus:

« Screeningofkey individuals [sanctions and watch lists, Politically
Exposed Person list (PEP), efc.]

¢ Conduct adverée internét and media searches of key individuals

din Questionnaire

Group 1&C identifies external vendors that will provide the activities listed above.

Where the outcome of the due diligence is unclear due to conflicting or inadequate information,
the DDE must conduct further investigation. This may require ¢ommiunication with the Third Party
to clarify and validate the information collected, of to gather additional information. The DDC
should discuss and align'with Legal and/for the Local Compliance Officer as to whether further
investigation by Global Security is needed. -

Where Red'Flags have been identified, mitigating and monitoring measures (if available) must be
proposed to address the associated risks.

To conclude the due diligence, the DDC must prepare-an Executive Surnmary of the information
collected and verified during the due diligence; the Exécutive Summary must include:

» afinal risk classification (i.e., low, medium or high risk}
» any Red Flags identified _
« any proposed mitigating measures and monitoring activities

in order to support an informed decision, the DDC must send the Executive Summary to the
Busiriess Owngr. I cases where the Third Party is classified as medium or high risk the
Executive Summary shall alse be sent-to the LCO (for medium and high risk} and the Head Legal
{for high risk only) of the local division or unit.

Group 1&C ﬂ:% N OVA RTI S
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2.1.3  Decision Making

The Business Owner is responsible for deciding whether or not to engage the Third Party based
on the results of the concluded due Diligence. For Third Parties that are classified as medium risk,
the LCO has to approve the engagement. For Third Parties that are classified as high risk, the
L.CO and the Head Legal of the local division or unit have to approve the engagement,

Depending on the risk classification of a Third Party, the following functions and roles mustbe
involved:

. Risk. Decision Consultation Escalation in case of disagréeement about
Classification

.Low Risk Business bDC LCO -
Owner '

High Risk Business DOC Regional Compliance Officer (RCO) &
Owner, Divisional Country Head
LCO &
Head Legal
of the logal
division or
unit

Legal, Finance, Integrity & Compliance, and other funictions should be consulied by the Business
Owner as appropriate,

The decision concerning the engagement of a Third Party must be documented in the Executive
Summary. The concluded Executive Summary mast be signed by the representatives of the
functions involved.

Where Red Flags have been identified during the due diligence that could net be fully resolved
{e.g. due to incomplete information), the Business Owner can only proceed if the other functions
involved in detision makmg approve the engagement and specific monitoring measures are
documented in the Executive Summary.

Any due diligence that has been concluded may later be used by other Business Owners (from

the same or another Novartis division or unit), provided that {i) the nature of the service remains
the same (i) the due diligence is not older than 3 yeats, and {iii) there is no Material Change to

the Structure of the Third Party a@nd there are no grounds to beélieve that the risk classification of
the Third Party has increased.

Sroup s | | -, NOvARTIS
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A new due diligence may be conducted for any Third Party that failed to be approved after a prior
Novartis due-diligence if there are reasonable grounds to believe that the risk associated with the
Third. Party has decreased.

Post Approval Process

2.21 Contracting

Before a Third Party can be engaged by Novartis, or receive any payrient from Novartis, a written

contract or another writtén document with & sifilar legally binding effect (hereinafter referredto as
“Agreetment”) must be concluded and must have come into effect. The Agreement must clearly
describe'the subject matter (e.g. goads and/ or services to be performed), and the terms of
remuneration.

Clauses that address the follewing corcepts must be included in each Agreement with a Third
Party:

» An unegquivocal statement that they will not promiise; offer, pay, cause to pay, accept
payrent of induce payment or take any action that could be considered a bribe, and any
such action will be grounds for immediate termination

»  An unequivocal statement, agreeing to-comply with the law, including those related to

bribery and corruption-such as the US Foreign Corrupt Practices Act, UK Bribery Act
No sub-contracting of the services without Novartis prior written consent
No assignment of the Agreement without Novartis. prior written consent
Obligation to inform Novartis of any Material Change in the Structure of the Third Party
The right to terminate the Agreement Upon occurrence of any of the followmg events (to
the extent permitted under local law):

-6 Ifthe Third Party breaches the *Compliance with Law” clause

o Inthe event of any material omission or misrepresentation of information provided
by the Third Party in the due diligence

o In the event of a material delay (at least thirty days) or-failure to provide a
Comipliance Confirmation (where applicable)

The termination right should be immediate where permitted under local law.

For Third Parties that pose a medium or high risk, the following additional concepts should be
included in the Agreement:

« Right to audit the Third Party

+ Refusal by the Third Party to be audited may result (subject to local law) in immediate
termination of the Agreement by Novartis

+ Responsibility to deliver during the term of the Agreement a Compliance Confirmation for
each calendar year. The Compliance Confirmation shall be delivered during the first
quarter of the year following the end of the calendar year to which the Compliance
Confirmation relates

+ Responsibility to provide training to the personne! of the Third Party or assign
responsibility for such training to Third Party personnel accordmg to the Compliance
Training Guideline for Externals Part 2: Companies and External Service Providers

Examples of clauses that capture the aforementioned concepts are included in Annex 4 of this
Guideline. Legal counsel shall have the authority to draft their preferred contract language which
still adequately addresses the abova:concepts. Furthermore, some of these concepts may be
covered by appropriate language in the Novartis Supplier Code if-the Novartis Supplier Code is
referenced in the Agreement with the Third Party.

Group &G @ NOVARTI S
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2.2.2 Monitoring

The Third Party must be monitored on an on-going basis by the Business Owner and the
respective DDC. The monitoring must be appropriate to the risk classification.

(a.) Event Triggered Monitoring Activities:
Ininstances where there is a change in circumstances (e.g., a Material Change to the
Structure of a Third Party or newly identified Red Flags), the impact on the decision to
cantinue t¢ engage the Third Party and any possible mitigating and monitoring measures
must be assessed. The Executive Summary must bé updated accordingly.

This requires that the DDC and Business Owner work closely to inform each other of any
relevant information that they become aware of that may have a negative impact on the
risk classification of the Third Farty,

(b.) Rene_wal of the Dueg Diligence:
The due diligence process must be renewed in line with the Novartis contract life and in
any case at least every three years.

(c.) Pre-Defined Monitoring Activities:
An annual “Compliance Confirmation” shall be provided to Novartis by all Thlrd Parties
classified as medium and high risk. An example of such confirmation is included in Anriex
5 of this Guideline.

The Business Owner in consultation with the LCO and Legal must define, if necessary, an
apptopriate audit plan for the Third Party.

1 creupa U NOVARTIS
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3  Sub-Contracting and Assignment of Rights and
Obligations

Any subcontracting of the services contracted by Novartis is subject to prior written approval in
line with the Decision Making process defined in section 2.1.3. The risk clagsification of the Third
Party applies'to its sub-contractor. .

Clauses that are materially gquivalent to those that have been insefted into the Agreement with
the Third Party as a result of applying section 2.2.1 should be included in the contract between
‘the Third Party and its sub-contractor,

The requirements relating to sub-contracting also apply to any assignment of rights or obligations
by the Third Party.

12 Group 18C éj: N OVA RT I S
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4  Record Keeping

Documentation related to the engagement of the Third Party must be retained to demonstrate that
Novartis has taken reasonable precautions to avoid involvement in corrupt-activities or with
corrupt actors by providing evidence of credible due diligence, decision making, contracting and
monitoring. The relevant documents shauld at-a minimum include: :

Due.Diligencs Process Documentation;

» Completed “Questionnaire for Third Parties” including any documentation provided by the
Third Party

Results of the Basic, Mid- Level or ‘Enhanced Due Diligence

Results of investigations performed by Global Security, if requested

Completed “Due Diligence Checklist”

Executive Summary of due Dlhgence

Decision by the Business Owner, by the LCO ({for medium. or high risk Third Parties), and
by Head Legal of the local division or unit (for high risk Third Partigs); this should be
shared across business units / divisions through the DDC

Contract Related Documentatfon

* Agreement (e.g., Contract, Purchase Order, and evidence of relevant documentation
required by Procurement)

»  Documentation to support the conclusmn that services and goods are priced at no more
than market value (e.g., a fair market value. analysis or the results of a procurement
bidding process)

¢ Evidence of the transfer of value and/or proof the services or products were delivered
{e.g. invoices)

Monitoring Related Documentation (as applicable based on Guideline):

+ Documentation of training as defined by the Compllance Tralnang Gwdehne for Externals
Part 2: Companies-and External Service Providers _

+ Evidence of an annual "Compliance Confirmation” by any medium or high risk Third Party

= Evidence of the results of any Third Party Audit, where performed

o Evidence of ahy additional local menitoring, where performed

All relevant documents should he made available at country level.

13 Group 1&C . i{.ﬁ N OVA RTI S
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5.2

5.3
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Impliementation

Training

Associates must familiarize themselves with this Guideline: They must be trained in line with the
Novartis-wide compliance training curricuium and the Integrity & Compliance’ Traihing for Novartis
Internal Associates Framework Guideline. Additienal fraining requirements may be defined in
local company procedures.

Group 1&C ahd/or divisional 1&C provide the respective training tools.

The local compliance organization performs training about this Guideline. Procurement provides
training about the systems and tools used to execute this Guideline.

Breach of this Guideline

Breaches of this Guideline will not'be tolerated &nd can lead to disciplinary and other actions up
to and including termination of employment.

Responsibilities with regard to the implementation of this Guideline
Subject to local adaption; every Novartis manager must implement this Guideline within his or her
area of functional responsibility, lead by example, and provide guidance to the Associates
reportingte-him or-her. '

All Associates are responsible for adhering to the principles and rules set out in this Guideline:

The owner of this Anti-Bribery Third Party Guideline is Group |1&C. They will prepare a high-level
plan for the rollout of this Guideline which.shall also define roles-and responsibilities.

Any questions should be addressed to a representative from Integrity & Caripliance or Legal.

Business Use Only
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Annexes

Questionnaire for Third Parties

Due Diligence Checklist

Executive Summary

Sample Clauses

Sample Compliance Confirmation

Guidance {0 support the identification of Third Parties that fall within the scope of the Anti-
Bribery Third Party Guideline

DAL
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1 Introduction

Purpose.

Novartis' vision is to be a trusted leader in changing the practice of niedicine. 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 agtivity,
including those not specifically covered by this Policy or related decurments.

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 requlrements outlingd 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 efféctive as of Mérch 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

3
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2 Principles

Put patients first

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

Fund responsibly

External funding, including grants, donat;ons and
sponserships, must only be.given to legitimate
organizatiohs and provided in a way that protects
our reputatiorn, 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 disedse,
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.

K

W

MIWSARTIR GLOEAL h‘r)ini{?‘ﬁ“ 4

Engage appropriately

Associates must not offer, approve, or provide
anything of value with the intent or consequence
of inappropriately influencing or rewarding our
customiers for the use of Novattis 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 vaiue,
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 developmant 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

Research
for the right
Teason

Fund.
responsibly
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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 etonomic guestions. It
miust 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
Glebal Adverse Event Reporting Standard.

Novartis supports the publication of study resulis 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 andfor industry codes; Novartis must disclose and réport 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
Resuilts from Novartis-Sponsored Research.

3.2 Pricing and Market Access

Novartis may interact with lndlwduals including HCPs involved in recommending or deciding product
reimbufsement ar purchases 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 governmenits, 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 logal 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
-anhd public health organizations.

Novartis. may receive unsoiicited requests for information on unapproved drugs and indications (off-label)
from HCPs; patient organizations, and other stakeholders. Only the Medical function may provide such
informaftion in respanse to these réguests. Novartis Associales 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.

/%' ch;'--(;c,,(;vf
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+r7+ 3.4 Promotional Interactions
:‘:15 :3 Upon receipt of marketing authorization, Novartis may interact with customers, either diréctly or via a
&77%  third party, to promote Novartis products, related features, and benefits. All interactions must have clear
~¥7 4 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 proroting 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 prodiice 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 Nonh-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-ftems of Medical Utility.and Cultural Acknowledgements.

Gifts (including personal gifts) or promotional aids, whether branided 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 'n'ote
pads) must not incilide 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 (OTE) product samples may be distributed directly to customers where permitted by local
laws, regulations, and industry codes.
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Demonstration and evaluation devices may bé 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 hot be stored at any HCP or HCO
facility when not under evaluation. : ’

v
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3.8 Events

Novartis may erganize 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 atigned with Novartis’
mission, in a way that meets societal expectations.
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Events must have clearpurpose 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 promotlonal content, and aVOld
.any perceptions of dlsgmsed promotion.

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

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

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

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

«+  Novaitis site visits for customers or regulatory authormes Such wsﬂs must be coordinated with the
local site management. : -

+  Third party congress or symposia to provide-medical- education.-

Novartis Associates should orgamze events in accordance w:th the P3 Guideling on Events and
Professional Meetmgs

3.9 Venue, Travel, and Hospitality

All evenits, 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 Novartls-organ:zed 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 théir country of practice (6f home
country). However, Novartis does not fund HCPs to éttend international events with the exceptlon aof HCPs
who are providing a service to Novartis. International travel may be furided only under certain
circumstances where HCPs are engaged by Novartis to provide professional services. 1hall instaticés, 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.
Slich 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 viar a third party, Novartis is responsible for engaging
appropriately and without the intent, perception or consequence of inappropriately influencing HCPs or
HCOs forthe 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 ard industry codes. Compenisation for
services must be paid into the HCP's practicing country.

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 gthical,

transparent, non- promotional, and cansistent with Novartis' mission-and maintain the independence of
the patient and patient organizations.

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

In most markets, interactions with patients are non-promotional activities and must not:be used for, or
mixed with, promotional purposes. Promiotion 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 legitimaite 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: organlzatlons Such
support may be in the form of Patient Support Programs (“PSPs”), Patient: Assistance Programs
(PAPs}), funding to suppori/establish patient crganizations; ete.

Novartis Associates mustfollow the P3 Guidéline on .!nfera_t:ﬁb_ns 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 préceptorship programs, and sponsorships. We
must fund responsibly', in a manner that maintaing our reputation, aligns with our mission to discover new
waiys 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 @ medical device, -

medicinal or rnvestrgatlonal product, in patients, users, or other persong, whether or not it is considered to
be related ta or due to the product.

Customer

Defined broadly as:

+ Patients and patient organizations

* Healthcare partriers, including but not limited to, héalthcare professionals, healthcare organizations,
payers, third party distributors/wholesalers, supplrers mtermedranes

* Non-HCP Retarlers '

Caregiver

Someohe who participates in-or makes medical decisions for a patient. Examples of caregivers include
parents or legal guardlans spouses or’ partners adult chrldren reletives orother friends,

Disease Awareness Programs
A program intended to provide informiation, awaréness, or edugation 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 produict,

Cultural Acknowledgements

Aninexpénsive item, not relatedtothe practice of medicine (also referred to as Courtesy Grft’) mvolvmg
the HGP or their rmmedlate family members to acknowledge srgnrf;cant 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, éducational, or prefessional
nature organized or funded partially or fully by Novartis or a third party to disseminate knowledge
enhancing information, increase knowledge: of Novartis prodicts, provide scientifie, 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 reasurable or quantifiable and objective benefit),

Heaithcare Organizations (HCOs)

Any legal entity (such as a company, partnership, or healthcare institution), whether public or private, that
offer/provide Medical Services to patients-and may prescribe, order, dispense, recommend, purchase,
supply, administer, lease, and use Novarfis products, and all members of their office $taff, and medical
associations or orgarijzations.
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Examples of HCOs include: physician practices, hospitals {including university hospitals), ambulatory
surgical centers, pharmacies, clinics, nursing facilities, managed care entities, group purchasing
organizations {GPQs), 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
proféssion or any other person, social workers, clinical psychologists, formulary commitiee 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.

ftems of Medical Utility

ltems 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 heeds.

Patient Organization

Independent organization which has the goal of providing direct support to people affectad by an illness or
advocating for, among cther 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 it order to enable
HCPs and their pafients to-gain experience in dealing with the product.

Promotional Aid
Nan-monetary items that'are branded or include minimal information intended fo promote Novartis or its
products. Examples of Promotiohal 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.

+  Any elected or appointed officers or employees of public.international organizations, such as the
United Nations 5

L
%&

u’“



MOVARTIR

* ANy person acting in an official capacity for or on behalf of a government or a government department,
government agency, or of a public internatiohal organization

+  Politicians and candidates for a political office

*  Any other person who is considered to he a pubho of‘hcua[ accordlng 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; -explofatory early stage research, investigator
meetings, studies in humarsubjects or involving human/patient data, and animals or- biclogical materials.

Scientific Exchange

Collection, publication, distribution and communication of solent[flc knowledge (knowledge related to,
derived from:or used in sciencea for shanng) which may :nclude information concerntng a Novartis product

Sponsorship

Agreement by which Novartis, for the mutual benefit of Novartis and the. spensored 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 Guidgline on Events and Professional Meetings

+  P3 Guideline on HCP and-HCO Engagements

»  P3 Guideline on'Promotional and Non-Promotional Materials

»  Novartis Anti-Bribefy Policy

«  Novartis-Position on Clinical Study Transparency

+ Novartis Guideline for the Publication of Results-from Novartis-S_ponso_r_ed.'Re'sea'rch
+  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 Guideliries 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 résponsible 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, regutations 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. All
Associates are responsible for adhering to this Policy.
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Memorandum of Understanding

between
Father Muller Charitable Institution, Kankanady, Mangalore 575 002 (henceforth
referred to as First Party) :
and
St Aloysius College (Autonomous), Light House Hill Road Mangalore 575 003
(henceforth referred as Second Party)

The First Party is in the profession of imparting medical education. The Second Party is looking for
someone to impart basic medical education to its students and hence, willing to tie up with the First
Party for the same under the following terms.

Terms:

1. The First Party will provide the following services to the Second Party:
a. Health Education;
b. First Aid Training; and
c. Conduct other medical and health related activities

2. The resource personnel will be arranged by the First Party while the activities will be carried
out on the premises of the Second Party.

3. The topics, timing and participants for the above-mentioned activities will be discussed and
mutually decided by both Parties in consultation with each other.

4. The Second Party will intimate the First Party with a minimum of 7 working days prior to the
training to be conducted.

5. If the First Party is unable to conduct a health related activity, the Second Party is free to make
alternate arrangements with any other entity it deems fit.

This MOU is signed by the authorized officials from the First Party and Second Party and will
remain in effect until modified or terminated by any one of the Parties by mutual consent.

The validity of this MOU shall be for one year from the date of signing. However it shall be extended
automatically for further periods of one year unless notified thereto by either Party to the other,

within three months of expiry of the active period. Fri- 1nal
: ST.ALOYSIUS COLLEGE (AUTONOMOUS)
First Party Second Party MANGALORE-575003
Aty

Rev. Fr Richard Aloysius Coelho Fr Dr Praveen Martis S]
Director Principal
Date: QT"@!P‘QQIT Date: 3{{@([2&’ :

REV. FR RICHARD ALOYSIUS COELHO i 7

Directobrl esANGTS
her Muller Charitable Institu
Seal FatFr Muller Road, Kankanady Seal
MLANG_ALORE-575002 g

Father Muller Charitable Institution, St Aloysius College (Autonomous)
Kankanady, P.0.Box 720,
Mangalore 575 002 Mangalore 575 003

ANGALURU
575 003















	ilovepdf_merged (2).pdf (p.1-15)
	ilovepdf_merged.pdf (p.16-158)
	Skilled birth MOU.pdf (p.3-6)
	Dept. of Family and welfare ,Govt. of Karnataka Skill birth education.pdf (p.7)
	MOU - ARMC centre, Falnir.pdf (p.8-9)
	1.pdf (p.1)
	2.pdf (p.2)
	3.pdf (p.3)
	4.pdf (p.4)
	5.pdf (p.5)
	6.pdf (p.6)
	7.pdf (p.7)
	8.pdf (p.8)
	9.pdf (p.9)
	10.pdf (p.10)
	11.pdf (p.11)
	12.pdf (p.12)
	13.pdf (p.13)
	14.pdf (p.14)
	15..pdf (p.15)
	16..pdf (p.16)
	17..pdf (p.17)
	18..pdf (p.18)
	19..pdf (p.19)
	20..pdf (p.20)
	21..pdf (p.21)
	22..pdf (p.22)
	23..pdf (p.23)
	24..pdf (p.24)
	25..pdf (p.25)
	26.pdf (p.26)
	MOU, Padil, Mangaluru.pdf (p.2)

	ilovepdf_merged (1).pdf (p.159-325)
	Dr.Ramesh Bhat_1-2
	Dr.Ramesh Bhat_2-2


