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. LA;'}H:'JRP DEVELOPMENT PVT. LTD, a clinical research organization incorporated under the laws of
India h

drea, shiravane Nery| Navi Mumbal 400706, Maharastra. engaged by the Sponsor for the purpose of
assisting the Sponsor in administration, management and carrying out the dinical trials/studies in ndla

. 1 aving its registered office at Building No. 1, Unit 601 Raheja Mindspace, Juinagar, MIDC Industriai

{(hereinafter referred to as the "CRO");

Manipal Center of Clinical Research, MAHE, having Its Registered Office at Mezzanine Floor of old KMC
Library Building, near KMC Dean Office, Kasturba Haspital, Manipal 576104 acting through its
authorized signatory, Dr. B.S.Satish Rao , Director bei ng authorised to sign this Agreement {hereinafter
referred to as the “Institution” which expression shalt mean and include unless repugnant to the

context, its successors and permitted assigns)
hereinafter referred to as the “Institution")
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. Dr Veena Kamath, Professar Department of Community Medicine, Kasturba Medical College, Manipal
Academy of Higher Education having its registered office at manipal.edu Building, Madhavanagar,
Manipal 576104, Karnataka {hereinafter referred to as the “Principal Investigator”)

With each of the parties collectively or individually referred to as “Party” or “Parties”

AND RELATES TO THE FOLLOWING CLINICAL TRIAL;

Immunogenicity and Safety of an Investigationa! Quadrivalent Meningococcal Con jugate Vaccine when
Administered Concomitantly with Routine Pediatric Vaccines in Healthy Infanis and Toddlers in indig and the
Republic of South Africa
Code: MEQO0064

{hereinafter defined as the “Clinical Trial")

PREAMBLE

WHEREAS, Sancfl Pasteur Inc,, having address at Discovery Drive, Swiftwater, PA 18370-0187,USA is the
Sponsor, as defined in the ICH guidelines, of the above mentioned Clinical Trial and therefore wishes to perform
this Clinical Trial; and

WHEREAS, the Institution and the Principal Investigator have capable personnel and the necessary expertise to
organize and perform clinical trials in the field of vaccines; and

WHEREAS, the Institution and the Principal Investigator are willing to organize, conduct and perform this Clinical
Trial on behalf of the Sponsor; and

WHEREAS, the Principal investigator is responsible for the scientific supervision and direction of the Clinical Trial;
and

WHEREAS, Sponsor has engaged Labeorp Development Pty. Ltd. (“CRO”) and its affiliates as its clinical research
organization for the purpose of assisting Sponsor in the administratian, management and cversight of the
Clinical Trial.

NOW THEREFORE, in consideration of the mutual covenants and agreements herein contained and other good
and valuable consideration {the receipt and sufficiency of which are acknowledged by each Party), the Parties
hereby agree as follows:

ARTICLE 1 — BEFINITIONS
For the purposes of this Agreement the following words and phrases shall have the following meanings:

“Additional Personnel” means any any individual or entity performing the Clinical Trial an behalf of the
Principal Investigator and the Institution, including but not limited to co-investigator and/or any of
Institution's employees, post-dactoral fellows, students and/or technical staff, associates, sub-Tnvestigators,
biologists, assistants and nurses who may be involved in the Clinical Trial, other than the Principal
Investigator. The Principal Investigator and the Institution shall cause the Additional Personnal to comply
with the Agreement and shall be iiable for any failure on the part of the Collaborators to comply with the
Agreament.
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“Afflliate[s)” means, with respect to Sanofi Pasteur, (i) any Person of which the securities or other
ownership interests representing fifty per cent (50%) or more of the equity or fifty per cent {50%) or more
of the ardinary voting power or fifty per cent {50%) or more of the general partnership interest are, at the
time such determination is being made, owned, Controlled or held, directly or indirectly, by Sanofi Pasteur,
or (ii} any other Person which, at the time such determination is being made, is Controlling or under
corarmon Control with Sanofi Pasteur,

- “Agresment” means this Clinical Trial Agreement, all amendments and supplements to this Agreement and
all schedules to this Agreement,

- “Case Report Form” or “CRF” means the form provided in the Protocol to be completed and returned to
the Sponsor for each Subject participating in the Clinical Trial. This form might be {or not) an electronic form
{"e-CRF"} accessible through a web link which shall be tommunicated by the Sponsor to the Institution and
the Principal Investigator, If the electronic data capture Is used for the purpose of the Clinical Trial, then
“Case Book” shall have the same meaning.

- “Clinical Trial* means the clinical trial above-mentioned in the Preamble of the Agreement,

- “Confidentlal Information” means any and all informatien disclosed or provided by the Sponsor {including
through its CRO) or its Affiliates related to this Agreement or produced during the Clinical Trial by the
Principal Investigator and any Additional Personnel, in any form, which s of a confidential and proprietary
hature, including but not limited 1o any and all preclinical, clinical or formulation data, investigator
brochures, case reports, source documentation, study protocols and SOPs (as defined hereafter). Resuits
are Confidential Information.

- "Control” means, whether used as a noun or verh, the possession, directy or indirectly, of the power to
direct, or cause the direction of, the management or policies of a Person, whether through the ownership
of voting securities, by contract or otherwise.

= “Enrollment Cap” means that the Sponsor reserves the right to limit enroliment by giving written notice, or
by giving notice by telephone folfowed by written notice, to the Institution and the Principal Investigator to
cease further enrollment of Subjects in the Clinical Trial,

- “"GLP” means the Good Clinical Practice, which is an international ethical and scientific quality standard,
provide by the International Conferance on Harmonization (*ICH"), for designing, conducting, recording and
reporting trials that invalve the participation of humar subjects.

- “Health Authorities” means applicable heatth authorities, either gavernmental, regulatory or otherwise,
including but not limited to the United States Food and Drug Administration {"FDA"), the European
Medicines Agency (“EMA”), the French “Agence Nationale de Sécurité des Médicaments et des produits de
santé” {(“ANSM”) and Health Canada.

- “IEC/IRR” means the Independent Ethics Committee / Institutional Review Board responsibie for review and
approval of the Pratocol.

- “Results” means any inventions, discaveries, or innavations, products, processes, data, materials,
documents, reports, results, Trial Site Data, formulations, technologies and compounds, whether
patentabie or not, arising, directly or indirectly, out of the performance of the Clinfeal Trial under this
Agreement or using Clinical Trial funds or otherwise arising out of yse of the Investigational Product as wel|
as any intellectual property rights including any industrial property rights deriving therefrom.
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- “Investigational Product” means the Sponsor's product Meningococeal Polysaccharide (Serogroups A, G, Y,
and W) Tetanus Toxoid Canjugate Vaccine to be used in the Clinical Trial in accordance with the Protacol.

- “Person” means an individual, partnership, joint venture, trusiee, trust, corporation, unincorporated
organization or other entity or a government, state or agency, or political subdivision thereof,

= “Personal Data” means any and all data concerning an individual participating in the Clinical Trial whether
as a Subject or as an investigator.

- "Principal Investigator” means the person whao is named on the head of the Agreement and corresponds
to the person who is named “Wnvestigator” or “Principal Investigator” in the Protocol as defined in
accordance with the ICH guidelines.

- “Privacy Rules” means any national and international standards of practice, including but not limited to the
EU Data Protection Directive 95/46/EC (European Parliament) and the French Law Number 78-17 of
6 January 1978 referred to as the “foi Informatique et Libertés”, such as modified by the French law n®2004-
801 of 6™ August 2004, establishing a category of information regarding patients or Subjects, which may be
used or disclosed to others in certain circumstances or under certain conditions.

- “Processing” means, in accordance with applicable rules and regulations, any operation or set of operations
which is perfermed upon the Persona! Data, whether or not by automatic means, such as collection,
recording, organization, storage, adaptation or alteration, retrieval, consultation, use, disclosure by
transmission, dissemination or otherwise making available, alignment or combination, blocking, erasure or
destruction.

- “Protocal” means the last approved version of the protocol including any and all amendments, which will
be considered as attached hereto upen completion, and is incorporated herein by reference. It is agreed
that this Agreement shall be governed by the most recent version of the Protocol, and should this
Agreement be executed prior to complete finalization of the Protocol, the last-dated version thercof will be
considered to be incorporated by reference in place of any prior versions, In the event that there is a conflict
between the terms of the Protocol and the terms of this Agreement, the terms of this Agreement will govern
with respect to contract terms and conditions but the Protacol will govern with respect to the conduct of
the Clinical Trial and with respect to serving the best interests of patient welfare.

- "Public Presentation” means, collectively or individually, any kind of disclosure in whatever form ar support
such as drafts of abstracts and/or manuscripts fer pubkication {including slides and texts of oral or other
public prasentations).

- "Related Person{s}" means any Person(s) having a relationship with a Party whether as an employee,
Additional Personnel, Affiliate, agent or representative.

- “Subject” means an individual who is selected in accordance with the terms of the Protocol to participate
in the Clinieal Trial.

- "SOP(s}” means the Sponsor's Standard Qperating Procedure(s) as amended fromt time to time to be used
for the purpose of the Clinical Trial.

- “Trial Product” means callectively the Investigational Praduct and any other product as concomitant or
control products, as further detailed in the Protocol.
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-~ “Trial Site” means the location{s) where the Clinical Trial activities are conducted by the Institution and/or
the Principal Investigator.

- “Trial Site Data” shall mezn the data abtained by the Principal investigatar and the Institution as a resgft
of the performance of the Clinteal Trial in the Trial Site.

ARTICLE 2 — SCOPE OF WORK

The Institution and the Principal Investigator shall conduct the Clinical Trial relating ta the Investigaticnal
Product in accordance with the Protacol, Creation and modification of the Protocol shall be the sole
responsibilfty of the Sponsor,

ARTICLE 3 - CLINICAL TRIAL APPROVALS
bt et VA AL TRIAL APPROVALS

3.1  The Principal Investigatar shall be responsible for having the Clinical Trial documents (such as Pretacol,
Sponsor informed consent form and/or site inform consent form, any advertisement{s) pertaining to the
recruitment of Subjects in the Clinical Trial) appreved by the IEC/ IRB prior to the heginning of the Clinical
Trial.

3.2 Inthe avent the IEC/IRB requests that changes be made 1o the Protocol such as the informed consent
form template, the Institution shall immediately inform Sponsor of the IEC/IRB's request in detail. Any
madifications to the Protocol including the informed consent form temnplate must be approved by the
Sponsor before being implemented by Institution.

3.3 The Institution and the Principal Investigator shall not modify the Protocol without the prior written
approval of the Sponsor,

3.4  The Sponsar shall be responsible, if applicable, for the submission of any investigational new drug {IND)

application resulting fram the Clinical Trial and the Parties agree to fully cooperate as necessary with the
Sponsor and at Sponsor’s expense, in the completion and filing of the IND.

ARTICLE 4 — ORGANIZATION OF THE CLINICAL TRIAL

4.1 The estimated time schedule of the Clinical Trial described in detail in the Protoco] may be summarized

as follows:
- Planned starting of the Subjects’ recruiting process: June 2023
- Planned final report: Q2 2025

Itis understood that the effective beginning of the Clinical Trial is dependent upon timely approval of leey
Clinical Trial documents and/or performance of preparatory activities by Sponsor and/or third parties {e.g.
IEC/IRB or Heaith Autherity) and/er availability of the Trial Product. Thus, any delay in this approval and/or
the performance of thase preparatory activities and/or availability of the Trial Product may have a
cascade effect on the Clinical Trial initiation. The Principal Investigator and the Institution agree that any
such delay shall not entitle them to any compensation or remedy,

4.2 Itis estimated that the Principal Investigator participating in this Clinical Trial will enroll a target number
of 46 Subjects in 6 MONTHS in Cohort | and target number of 30 Subjects in 4 MONTHS in Cohort [l starting
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4.4

fram the first Subject recruited in the Clinical Trial. This target of recruitment can be medified only upon
written agreement of the Sponsor,

If not achieved, the Sponsar might decide to reallocate the Subjects enrollment to another site and in this
case, the rules set forth in section 4.2.1 of the Agreement wilf be applied.

For a muiti-center Clinical Trial, the Sponsor may amend the number of Subjects to be recruitad by the
Principal Investigator and in this case the rules set forth in sections 4.2.1 and/or 4.2.2 of the Agreement
will be applied.

4.2.1 ifin the reascnable opinian of the Sponsor, recrultment of Subjects is proceeding at the Trial Site
&t a rate below than the rate required to enable the relevant timelines to be met, the Sponsor may
by written notice {e-mail or letter] to the Institution require recruitment at the Trial Site to cease
and the terms of the Agreement shall refate thereafter to tha number of Subjects who have begn
accepted for treatment in the Clinical Trial at the date of such notice; ar

4.2.2 if recruitment of Subjects is proceeding at the Trial Site a rate above than the rate reguired to
meet the refevant timelinas, the Sponsor may with the agreement of the institution Increase the
number of Subjects to be recruited by the Principal Investigator,

For & multi-center Clinical Triaj having a competitive enrallment, the Sponsor reserves the right to request
the Principal Investigator to limit recruitment of further Subjects or cease the recruitment, notaily if the

The Institution acknowledges that it is able to perform a competitive enroliment and has a capacity of
recruitment of 46-(Forty Six) Subjects within a period of 6 {Six) months in Cahort | and 30-[Thirty) Subjects
within a period of 4 {Four) months in cohort |1,

It is agreed among the Parties that the Brincipal Investigator and the Additicnal Personnel shall attend
the mandatory training session(s) organized in relation with the Clinical Trial,

The Parties agree to inform each other of the Clinical Trial performance and therefore agree to organize
and to participate in meetings related thereto,

The Principal Investigator agrees to take the necessary time to meet with any person duly appointed by
the Spansor for monitoring the Clinical Trial,

If, at any time, Institution or Principal Investigator have reason to believe that the Clinical Trial will not be
Initiated or completed as per the schedule inftially anticipated and agreed upon by the Parties, Sponsor
will be advised immediately, in writing, of the reason(s) and length of additional time required to
commence or complete work, and this Agreement may be terminated by Sponser as pravided in Article
13 hereafter.
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ARTICLE 5 - OBLIGATIONS OF THE INSTITUTION AND/OR THE PRINCIPAL INVESTIGATOR

5.1 The Institution shall apply its best efforts to retain the services of the Principal Investigator.

In the event that the Principal Investigator leaves the Institution or is otherwise unable or unwilling to
cantinue his/her tasks as Principal Investigator, the Institution shall so inform the Sponsor by written
notice immediately, and tha Parties shall apply their best efforts to appoint, within a reasonable time, a
mutually acceptable substitute for the resigning Principal Investigator, which replacement shall have a
similar background and also knowledge of the Clinical Trial,

Any successor to the Principal Investigator must be approved, in writing, by the Sponsor and such
suecessor shall be required to agree to all the terms and conditions of the Protacol and this Agreement
and to sigh each such document as evidence of such agreement {although failure to so sign will not relieve
such successor from abiding with all the terms and conditions of the Protocal and this Agreement).

5.2 The Institution shall ensure that the Principal Investigator and any Additional Personnel shall conduct the
Clinical Trial in accardance with:

fa}  the Protocol and all other terms of this Agreement;

(b} any and all applicable laws and regulations including in particular but not limited to those
pertaining to (i) the conduct of clinical Investigations among which the Helsinkl Declaration as
amended in Fortaleza (Brazil)(October 2013), the Public Health Service Act, the Food, Drug and
Cosmetic Act, and the Code of Federal Regulations of the United States, if the Clinical Trial is
performed in the USA and (i) the transportation, storage, use, administration and disposal of
drugs, vaccines/bialogicals;

{c) those palicies, standards, procedures, conventions and technigues that are of 5 high, recognized
and acceptable professional standard in the scientific community, such as GCP:

(d) any and all Sponsor’s requirements, directions or instructions, including but not fimited to the
S0Ps.

5.3  The Institution and the Principal Investigator agree that the Subjects to be involved in the Clinical Trial
will be selecled pursuant to the criteria set forth in the Protocol and that they will be fully informed of
the foreseeable consequences of their inclusion in the Clinical Trial and that they, or if appropriate, their
parents having authority over them, have given written consent to their inclusfon in the Clinical Trial.

Such informed consent shall be abtalned by the Principal Investigator using the informed consent form
template developed for the Trial Site. The Privacy Rules of each country shall be followed in order to
obtain consent from Subjacts as reguired throughout the Clinical Trial,

5.4  The Institution and the Principal Investigator shall have the following record keeping and reporting
obligaticns:

(i) To prepare and maintain complete and accurate written records, accounts, notes, reports and data
relating to the Clinical Trial under this Agreement.

(i)  To prepare and submit to the Spensar {in a periodic and timely manner during the term of this
Agreement) all raw data and sother material calied for in the Protocol, in the form of properly
completed Case Report Forms or into an electronic database {i.e., remote data entry} supplied by
the Sponsor, for each Subject. All Case Report Forms and the information and data stored in any
electronic database shall be the exclusive property of the Sponsor,

(i} To retain in a secure facility the essential documents as per GCP requirements {including but not
limited to the original informed consent form signed by each Subject) and the supporting
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5.5

5.6

5.7

5.8

5.9

documents relating to the Clinical Trial for the longest of those time periods {the “Retenticn
Period”}:

- Twenty-five (25) years after the signature of the fina Study report or,

- Any longer period as required by applicable regulatory requirements.

The Principal Investigator and trstitution should take measures ta prevent accidental or premature
destruction of these documents.

Following such Retention Period, as prior instructed by the Sponser by written notice, Principal
Investigator and/or Institution will either forward such records to Sponsar at Sponsor’s expense,
retain such records for an additional period of time at Sponsor's sole expense, to be negotiated in
good faith, or destroy the records, and send Sponsor proof of such destruction. in any way, no
document shall be destroyed without the prior written permission of the Sponsor.

The Institution and Principal Investigator shall ensure that all procedures defined in the Protocol are
complied with, so that all data coming from the Trial Site are refiable and have been processed and
recorded correctly (especially the randomization lists, and the blind character of the Clinical Tria! as the
case may be) and will ensure that the content of the CRE / e-CRF will accurately reflect source documents.

The Principal Investigator shall report any adverse experiences and adverse events observed in the
Clinical Trial to the Sponsor, All adverse experience/event reparts shall be prepared and collected by the
Principal Investigator according to the procedures outlined in the Protocal.

The Institution and the Principal Investigator shall use their best efforts to complete expeditiously the
Clinical Trial in accardance with the time-schedule provided for in the Protocol.

The Institution shall, on or before the signing date of this Agreement, supply the Sponser with a complete
list of its Additional Personne] who it anticipates will be involved in carrying out Institution’s obligations
under this Agreement, specifying the role each individual will play in carrying out these abligations. The
Institution agrees to inform the Sponsor of any changes to such list and train new Additional Personnel
to the specificities of the Clinical Trial.

The Institution and the Principal Investigator agree to Inform the Sponser of any cooperation or
collaboration they would like 1o undertake regarding a therapeutic concept similar to the one studied
according to the Protocol if such a project would compete with the Clinical Trial. The Spansor will be
entitied to terminate this Agreement if such a cooperation or collaboration is deemed by the Sponsor to
be incompatible with its interests.

To comply with applicable Health Authorities’ regulations, as well as the Spansor’s conflict of interest
palicies that require investigators conducting clinical trials to provide the Sponsor with information
regarding certain types of relevant financial or business relationships between the Sponsor and the
Principal Investigator, his/her spouse and dependent children, the Institution shall ensure that the
Principal Investigator and Additional Personnel involved in this Clinical Trial at the Triaf Site provide the
Sponsor with the appropriate financial disclosures updated from time to time by the Principal
Investigator. During the term of the Agreement and for ane {1) year following termination or completion
of the Clinical Trial, the Principal Investigator shall promptly notify Sponsor of any material change in the
information disclosed on a previous form. By signing this Agreement, the Principal Investigator hereby
consents to the use by the Sponsor of such information {including disclosure to Health Authorities, if
necessary). The Institution understands that similar obligations exist for sub-investigator(s) and agreesto
provide the Sponsor with similar disclosures from each sub-investigator before permitting them te
participate in the Clinical Trial.
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5.40 Intheinterest of transparency relating to the SPONSOR’s financial relationships with Principal Investigator

and Institution, the Sponsar may collect, publicly disclose, and communicate to relevani
autharities/institutions, the funding, including payments made to the Principal Investigator / Institution/
Payee and payments made to individuals, and/or any direct or indirect advantages and/or or any related
information or document associatad with this Cantract, if required by applicable law.

5.11 The Investigator represents and warrants 10 the Sponsor that he/she:

a) is not bound, at the date of signature of this Agreement, by any ohligation ar commitment to a
third party, including any legal entity of which he/she is an employee or to which he/she refers,
that could conflict with the terms of this Agreement and

b) will not knowingly enter Into any agreement with a third party that would in any way prevent
him/her from participating as an investigator in the Study or could conflict with the terms of this
Agreement.

5.12 The Sponsor registers all its clinical wial protocols on the web site htip.//ctrinic.in. If local regulations

require the Clinical Trial to be registered localty, the Institution and the Principal Investigator are in charge
of daing it and informing the Sponsor. The Sponsor shall support them by providing the required
information.

ARTICLE 6 — TRIAL PRODUCT, EQUIPMENT ANED DOCUMENT

6.1

6.2

The Trial Product, as well as the documents and the material necessary to conduct the Clinical Trial, as
described in the Protocol, shall be supplied free of charge to the Institution by the Sponsor. In certain
circumstances, the Sponsor (including through Its CRO} might instruct the Institution to purchase part of
the Trial Product and/or equipment. In such a case, the Sponsof wifl reimburse these expenses io the
Institution at invoice value {all invoices are reguested by the Sponsor prior ta reimbursement).

The Institution shall inform the Sponsor on or before the signing date of this Agreement of the name and
complete address to which the Trial Product shall be shipped by the Sponsor.

All the Trial Prodiuct, the document, the equipment and the material supplied pursuant to this Agreement
shall remain at all times the property of the Sponsor and shall be used only and exclusively pursuant fo
the Agreement. Tt is understood that the Trial Product is provided by the Sponsor for the sole purpose of
conducting the Clinical Trial.

THE SPONSOR MAKES NO WARRANTIES, EXPRESS OR IMPLIED, CONCERNING THE TRIAL PRODUCT OR
ITS MERCHANTABILITY OR FITNESS FOR A PARTICULAR USE OR PURPOSE, OTHER THAN FOR TS USE IN
THIS CLINICAL TRIAL.

All unused doses of Trial Product shall be promptly returned to the Sponsor upan the completion of the
Clinical Trial as direcied by the Sponsor, or upon earlier termination of this Agreement, unless written
authorization to destroy the Trial Product is given by Sponsor. If authorization to destroy unused Trial
Product Is previously given Tn writing, the Institution shall provide the Sponsar with documentation as to
the method of destruction. The Institution shall conform with all laws and regulations pertaining to the
disposal of drugs, vaccines/biologicals during any destruction of unused quantities of the Product. Upon
dolivery, the institution and the Principal Investigator shall be responsible for any improper
administration, storage or handling of the Trial Product and for its use beyond its applicable expiration
date.
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6.4

Upon request of the Sponsor {including through its CRO), the Principal Investigator or his/her designees
shall submit e-CRFs, If needed, Sponsor will provide the Institution and/or the Principal Investigator with
a computer and/or internet connection {“the Material”) for the yse and submission of e-CRFs for the
Clinical Trial. The Principal Investigator or his/her designees shall ba trained by Sponsor (including through
its CRO) on the use of e-CRFs. Following the training process, the Principal Investigator or his/her
designees shall sign an acknowledgment form which contains statements of understanding regarding the
e-CRF pracess. The Principal Investigator and the Institution agree that any and all Material shall remain
the sole property of the Sponsor. The Institution and the Principal Investigator shaj! (i} keep the Materials
in a reasonably secure emvironment; (i) take afl reasonable precautions as are nlecessary to avoid any
damage or loss of the Materials; and (iii) not use the Materials for any purpose other than performance
of the Clinical Trial ang their obligations required under the Protocg| and the Agreement. The Institution
and the Principal Investigator shall Promptily return to the Sponsor any such Material when all e-CRFs for
the Clinjcal Trial have been completed by the Principal Investigator.

ARTICLE 7 - AUDITS

7.1

7.3

During the Clinical Tria) and for such additional period of time that records are required tp be retained by
law or atherwise, itis agreed that representatives of the Spansor may {including through its CRO) arrange
with the Principal Investigator or hisfher designee, after having duly informed the Institution respecting
at least seven {7} days prior notica:

(i)  toexamineand audit, at regular businass hours, the locations where the Clinical Trial is periormed;

(i} subjectto applicable patient confidentiality considerations, to inspect, audit, and to copy or have

(i) to meet with any person involved in the Clinical Trial’s performance.

The Principal Investigator and the Institution agree to take any action, as reasonably requested by the
Sponsar {including through its CRO), to properly correct or address any deficiencies notag during any
audit and agree to Cooperate with the Sponsor with respect to any action taken to address any such
deficiencies.

If the need arises {or if the need be), the Institution dgrees to notify Sponsor within twenty-four (24)
hours in the event that a Heaith Authority notifies the Institution of & pending Inspection/audit. In
addition, the Institution will forward to Sponser any written communication received as z result of the
inspection/audit within twenty-four (24) hours of receipt of such communication and agrees tg accept
Sponsor's assistance in respanding to any citations. Such respanses shall be made within ten ( 10} business
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7.4

auditor. In the event any applicable Heaith Authority requests or requires any action Lo be taken to
address any citations, the Principal Investigator and the Institution agree, after consultation with the
Sponsor, to take such action as necessary to address such citations, and agree to cooperate with the
Sponsor with respect to any such citation and/or action taken with respect thereto.

It is expressly agreed between the Parties that the Sponsor will not compensate the Principal investigator
andfor the Institution for the audits, investigations and inspectlons and that the assistance and
availability of the Principal Investigator or the Institution for the audits, investigations and inspections
are included in the amount mentioned in Schedule A,

ARTICLE 8 - FINANCIAL PROVISIONS

The financial provisions applicable to the Agreement in consideration of the performance of the Clinical Trial are
provided for in Schedule A and depicted in Schedule B attached hereto.

ARTICLE 9 - CONFIDENTIALITY

9.1

Before and during the course of the Clinical Trial, the Institution and the Principal Investigator may obtain,
or have access to Confidential Infermaticn.

Except as expressly set forth in this Article, the Institution and the Principal Investigator shall each cause
its Related Person(s) to keep the Cenfidential Information confidential, and the Institution and the
Principal investigator shall not disclose directly or indirectly, and shall cause its Related Persons not to
disclose directly or indirectly, any Confidential Information to anyone, except that the foregoing
restriction shall not apply to any information disclosed hereunder if such Confidential Informaticn, as
reasonably demonstrated by the Institution and/or the Principal investigator:

{i) is generally availabie te the trade or public or becomes after the time of receipt by the Institution
and/or the Principal Investigator part of the public dormain, other than by reason of any breach or
defauit by the I[nstitution and/or the Principal Investigator or any of its Related Persons of a
confidentiality obligation under this Agreement;

{it) was already known to the Institution and/or the Principal Investigator at the time of disclosure by
the Sponsor;

{it) s disclosed to the Institution and/or the Principal Investigator or any of its Related Persons by a
Third Party who has the right to disclose such information; or

(ivi  based on such person's good faith judgment with the advice of counsel, is otherwise required to
be disclosed in compliance with applicable legal reguirements to a Health Authority.

Whenever the Institution and/or the Principal Investigator become aware of any state of facts which
would or might result in disclosure of Confidential Information pursuant to subparagraph (iv} above, it
shall, if possible, promptly netify the Sponsar prior to any such disclosure so that the Sponsor may seek
a protective order or other appropriate remedy and/or waive compliance with the provisions of this
Agreement.

ln any event, if the Institution and the Principal Investigator are unable to promptly notify the Sponsor or
if such protective order or other remedy is not obtained, or if the Sponsor waives compliance with the
provisions of this Agreement, the Institution and the Principat Investigator will furnish enly that portion
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of the information which its counsel directs is legally required and will exercise reasanable efforts to
obtaln assurance that confidential treatment will be accorded the Confidential Information.

The Spensor shall be entitled, in addition to any other right or remedy it may have, at law or in equity, to
an injunction, without the posting of any band or ather security except as required by the relevant laws,
ehjoining or resiraining the Institution and/or the Principal Investigator and any of its Related Persons
from any violation or threatened vielation of this Article.

9.2 The Institution and the Principal Investigator agree that no Confidential Information shail:

(i} be used in its own business except as necessary to the fulfillment of the rights and obligations of
the Institution and the Principal Investigator under this Agreement;
{iiy  be disclosed, assigned, licensed, sublicensed, marketed, transferred or ioaned, directly or

(i) beused or exploited by the Institution and the Principal Investigator or any of its Related Persons
for Its or thelr respective benefit or the benefit of any other relationships with custamers of such
Party and its Related Persans.

{iv}  be used hy the Institution and/or the Principai Investigator for obtaining intellectual property
rights.

Without limiting the generality of the foregoing, the Recipient agrees that, it shall not {and shall not
permit any of its Related Persons) at any time use any Confidential Information in the conduct of its
business without the prior written consent of the Sponsor,

The obligations set forth in this Article shall extend to copies, if any, of Confidential Information made by
the Institution and/or the Principal Investigator and/or its Related Persons and to documents prepared
by such persons which embody or contain Confidential tnformation.

93  The Insgtitution and the Principal Investigator shail deal with Confidential Information so as to protect it
from disclosure with a degree of care not less than that used by it in dealing with its owninformation
intended to remain exclusively within its knowledge and shail take reasonable steps ta minimize the risk
of disclosure of Confidential information which shall include, without limitation, ensuring that only their
respective Related Persons who have a bong fide "need to know" such Confidential Information for
purposes permitted or contemplated by this Agreement shall have access thereto,

The Institution and the Principal Investigator shall notify sll of its Related Persons who have access to
Confidential Information of its confidentiality and the care therefore required, and shall obtain from any
such Related Person an agreement of confidentiality incorporating the restrictions set forth herein,

2.4 The obligations set forth in the present article shall survive the termination of this Agreement for a period
of fifteen {15) years.

9.5  Except as otherwise agreed to by the Parties in writing, the Institution and the Principal Investigator shall
(and shall cause its Related Persons ta), within thirty (30) days after the termination of this Agreement,
return to the Sponsor or destroy all documents and tangible items then in its possession which it has
received from the Sponsor or its Related Parsons pertaining, referring or relating to the Sponsar's
Confidential Information, as well as al] copies, summaries, records, descriptions, madifications, and
duplications that it, or any of its Related Persons has mada from the documents or tangible items recajved
from the Sponsor or Related Person; provided, however, that the Institution may retain one copy of each
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document in its legal files solely to permit the Institution and the Principal investigator to continue to
comply with its obligations hereunder and, in addition, may upon notice to the Sponsor, retain in its legal
files or in the office of outside legal counsel one copy of any document solely for use in any pending legal
proceeding to which such document relates.

ARTICLE 10 — INTELLECTUAL PROPERTY RIGHTS AND PUBLICATION

tn recognition of the impertance of disseminating information relating to any novel or important observations
or results that may arise from the Clinical Trial, and understanding that such need must be balanced with the
Sponsor’s abligations to maintain contral aver Confidential Information as well as to comply with all appropriate
Health Authorities’ rules and regulations, the Parties hereby agree to the following:

10.1 The Institution and the Principal Investigator agree that all Results, generated, directly or indirectly,
during the course of or as a resuft of the Clinical Trial shall become automatically and immediately, once
generated, the exclusive property of the Sponsor which can use and exploit them without any limitation
whatsoever {domafn, duration, territory, etc) and without any additional payment to the Institution ot
the Principal Investigator or any Additional Personnel.

For this purpose, the Principal Investigator and the Institution thus assign, and shall cause its Related
Persons to assign to the Sponsor all intellectual property rights an the Results including in particular any
and all rights any and all materials, once generated, created in relation to the Clinical Trial, and further
agree to execute any documents or undertake any further actions reguested by the Sponser {including
through its CRO) to evidence such transfer of title to such Results. The rights so assigned shall include,
but not be limited to, rights of reproduction, adaptation, translation, exploitation and display, worldwide,
in any form, on any medium and for the legal duration of protection of inteliectual-property rights in the
country of exploitation.

While such intellectual-property rights shall be assigned to the Sponsor, title to the documents or
raterfals which are their medium or suppart shall simultaneously be assigned to the Sponsor or any
Affiliate.

The Sponser shall be under no obligation to patent, develop, market or otherwise use the Results of the
Clinical Trial, issued under this Agreement.

10.2 The Sponsor acknowledges the importance of public disciosure/publication of informaticn collected or
generated by the Principal investigator under the condition that public disclosure/publication takes place
under the provisions of this article 10.

At the end of the Clinical Trial (whather prematurely ar otherwise) the Principal Investigator and Sponsor
shall co-operate in producing a report of the Clinical Trial detailing the methodology, Results and
containing an analysis of the Results and drawing appropriate conclusions.

10.3  Suhject to the terms and conditions of this clause 10.3 and the terms of any publication pclicy described
in the Protocol, provided any such pulicy does not obstruct publication unreasonably, the Sponsor agrees
that the Institution and the Principal Investigator have the right to publish or publicly present the data
resulting from the performance of the Clinical Frial in the Trial Site {the “Trial Site Data”).

The Principal Investigator ard the Institution agree not ta publish or publicly present the Trial Site Data
without priar review by the Sponsor, as provided herein. Upon completion of the Clinical Trial, or when
the Clinical Trial Results are considered as adequate in Spansor’s reascnable judgment, and subject to
clause 10.4 hereof, the Principal Investigator may prepare the Trial Site Data for Public Presentation. The
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Principal Investigator ang the Institution further agree to provide ninety (90) days written notice ta the
Sponsor, including a complete copy of the intended Public Presentation, prior tg submission far
publication or presentation to permit the Spansor to review a Public Presentation which reports any
Results arising out of the Clinical Trial.

ensure notably but not limited to, that:

{f the Principal Investigator and/or the Institution remove from the projected Public Presentation
any Sponsor Confidential Informatlon thai are not Trial Site Data;;

(i)  the information contained in the Public Presentation js accurale; and

(i} the Public Presentation is fairly balanced and in compliance with applicable Health Authorities’

The Principal Ivestigator and/or the Institution agrees that all reasonable tomments made by the
Sponsor in relation tg 8 proposed publication or Presentation will be incorporated into the Public

10.4 To the extent that the Principal Investigator ang institution’s barticipation in the Protocol is a part of a

multi-center ¢linicaf trial, the Institution and the Principal Investigator agree that an initial Public

it results shall oceur anly together with the other sites unless specific written

permission is obtained in advance from the Sponsor for Public Presentation of separate resuits. The

Sponsor shall advise as to the implications of timing of any Public Presentation in the event the Clinica|

Trial is still in Progress at sites ather thap the Principal Investigator's one and any institution or

investigator participating in a multi-center clinicy] trial shall foliow the Public Presentation review
procedures set forth in Article 10.3 above.

10.5 The Institution and the Principal Investigaior shall be aware that a Public Presentation of patentabie

information and/or intellectyai property rights and know-how and the Principal Investigator and the
Institution shall not unreasonably withheid their cansent to such a request.

10.6  The Sponsor will register the Clinical Trial, post results from the Clinjcal Trial, and update as necessary
such registrations or postings, so as to comply with such laws, regulations, and Corporate policies as may
be applicable. The Sponsor registars ali its dlinical tria) Protocols on the web site httg:['[cfinicaltrials.gov_
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if local regulations reguire the Clinical Trtal to be reglstered locally, the Institution and the Principal
Investigator are in charge of doing it and informing the Sponsor. The Sponsor shall support them by
providing the reguired information.

To avold any unnecessary duplication or confusion, neither the Institution nor the Principal Investigator
shall register either the Clinical Trial or the results, on any publicly accessible database, unless required
by law to do so, in which case institution and Principal Investigator will so inform Sponsor to work in good
faith ta ensure that a single, harmonized registration Is posted in full compliance with all applicable laws
and regulations concarning such postings.

10.7 Unless it is an exploratory clinical trial, the Sponsor shall ensure that the results of the Clinical Trial will
ke published on a free, publicly accessible clinical trial results database within one {1) year afier the
{nvestigational Praduct is first approved and made commercially availabie in any country, or for a post-
approval Ciinical Trial, within one year of Clinical Trial completion. In respect of a Clinical Trial that is
under review by peer—reviewed journals that prohibit disclosure of results pre-publication, the resulis will
be posted at the time of publication, or as otherwise required by applicable law or regufation.

ARTICLE 11 — INDEMNIFICATION AND INSURANCE

1.1 in case of Study Subject injury or death due to participation in the Study, SPONSOR will, pay for the
required medical management and compensation 1o the Study Subject or Study Subject’s
representative in accordance with the New Drugs and Clinical Trials Rules, 2012 (“New Rules”).
For the avoidance of doubt, medical management has the same meaning &s defined in the New Rules.
It being understood that the INVESTIGATOR and the INSTITUTION shall discharge its obligations in a
professional and ditigent manner as per applicable laws.

11.2  The SPONSOR certifies it has subscribed a liability insurance policy to cover its liability as required by
applicable law. The SPONSOR will provide the INVESTIGATOR and/or the INSTITUTION with a certificate
of insurance In the countries where this document Is reguired.

11.3 The insurance subscribed by the SPONSOR does not release neither the INVESTIGATOR hor the
INSTITUTION from their obligation to maintain their own liability insurance policy.

11. 4 The SPONSOR agrees to indemnify, hold harmless and defend the INVESTIGATOR, the INSTITUTION,
and Collaborators {« Indemnities ») from and against any and all claims and suits, including reascnable
atterneys’ fees incurred in the defence thereof, arising out of an injury to a Subject {Including death)
caused by the administration of the IMP or the perfarmance of any procedure required under the
Protocol, except to the extent such claim or suitis atiributable to:

i) a failure to adhere to the terms of this Contract, the Protocol or any written fnstructions from
the SPONSOR regarding the adminisiration of the IMP or the performance of any required procedure;
or

i) a failure to comply with any applicable laws, regulations and government requirements
{including, without Imitation, obtaining infermed consents); or

iii} the negligence or willful malfeasance of the Indemnities.

1L.5 The SPONSQR shall have no obligation under this Article, however, unless: {i} the SPONSOR is promptly
notified of any such claim or sult; (i) the indemnities cooperate fully in the handling thereof; and (iif) the
SPONSOR has sole control over the disposition of such claim or syit, including the selection of counsel
and any settlement thereof, provided, however, that no settlement shail include an admission of liability
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on the part of the Indemnities without their prior written consent, which consent shall not be
unreasonably withheid.

11.6 The Sponsar shall Indemnify, defend and hold harmless the Institution, its trustee, officers, directors,
agents, Additional Persannel and the Principal Investigator [the “Indemnitee”}, from and against any
demands, claims, actions, proceedings or costs of judgments which may be made or Instituted against
any of them by reason of persenal injury {including death) to any person, resulting from the use of the
Trial Product in connection with the Clinical Trial.

Therefore, the Sponsor shall maintain, at its sole expense, policies of liahility insurance. Such insurance
policies shall provide broad form contractual liability coverage for the Sponsor's indemnification under
this article 11 and shall aiso provide product ability and clinical trials liablity coverage. The minimum
amounts of insurance coverage required shall not be construed to create a limit of the Sponsor's liability
with respect to its indemnification under this article 1. The Sponsor shall maintain the aforementioned
insurance during the Clinical Trial. This obligation to maintain insurance shall survive the termination of
this Agreement. The Sponsor shall provide the Institution with written evidence of such insurance upon
the written request of the Indemnitee.

11.7 Inthe event & claim is made or an action is brought against the Institution and/or its trustees and/or its
officers and/or its directors and/or its agents and/for its Additional Personnel and/or the Principal
investigator, the Institution and the Principal investigator shall immediately report it to the Sponsor and
shall assist the Sponsor and cooperate in the gathering of information with respect to the time, place and
other dircumstances of the event giving rise to the claim or action and in obtaining the names and
addresses of the allegedly Injured parties and available witnesses. The Principal Investigator and the
Institution agree to cooperate with and 1o authorize the Sponsor to carry out the sole management and
defense of such claim or action. Neither the Principal Investigator nor the Institution, iis frustees, officers
or Related Persons shall compromise or settle any claim or action without the prior written approval of
the Sponsor.

11.2 Notwithstanding the foregoing, the Sponsor shall have no indemnification abligation or liabifity and the
Institution and the Principal Investigator shall indemnify, defend and hold harmless the Sponsor, its
Affiliates, officers, directors, agents and employees for loss or damage resulting from:

(i) failure of the Institution or the Principal Investigatar or the Additional Personne! to adhere to the
terms and provisions of the Protocal or any amendments thereto {including but not limited to the
Principal Investigator's and the Institution’s obligations with regard 1o adverse event reporting
procedures as set forth in this Agreement and the Protacol (and any appendix or attachment to
the Protocol)), or the Sponsor’s written recommendations and instructions relative to the
administration and use of any drug substances involved in the Clinical Trial, including but not
limited to the Trial Product, any comparative drug and any placebo;

(i}  failure of the Institution or the Principal Investigator or the Additional Personnel to comply with
any applicable Health Authorities’ reguirements, law, rules or regulations applicable to the
perfarmance of its obiigations under this Agreement;

{ii)  failure of the Institution or the Principal Investigator or the Additional Personnel to render
professional service or to conduct the Clinical Trial in accordance with GCP and currernt medical
practice; or

(iv)  any negligent act or omission or willful misconduct by the Principal Investigator, the Institution,
its trustees, officers, directors, or Related Person who rendered services under this Agreement,
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118 Theinstitution shall secure and maintain in full force and effect through the performance of the Clinical

Trial {and following termination of the Clinical Trial to cover any claims arising from the Clinical Triat}
insurance coverage for:

(i) medical professional and/or medical malpraciice fliability {including toverage for the Principal
Investigator);

{i}  generallia bility {including coverage for the Clinical Trial site}); and

{iif)  worker's compensatfon coverage,

in amounts required by applicable federal, provincial or state laws and appropriate to the conduct of
Institution’s business activities and the services cantemplated by the Clinical Trial.

Upon request of the Sponsor {including through its CRO), copies of certificates evidencing such insurance
coverage will ba made available to the Spansar and the Institution shall provide thirty {30) days’ prior
written notice to the Sponsor in the evant of canceliation aor any material change in such insura nce,

ARTICLE 12 — TERM

This Agreement shall become effective oh 04 May 2023 and shall remain in ful force and effeci uniil completion
of the Clinical Trial and delivery of the final report, which for reference only, is expected by 2-2025.

ARTICLE 13 - TERMINATION
=tttk =3 T IERMIINATION

131

13.2

The Spansor may terminate this Agreement at any time by giving thirty {30} days written natice to the
Institution. In the event thirty {30} days is determined by the Institution to be insufficient notice based
upon evaluation of risks to enrolied Subject(s) then receiving the Trial Product, the Parties will cooperate
to safely withdraw Subjects from the Clinical Trial over a mutually agreeable period of time but in no
event shall the Sponsor's ohligation to supply the Trial Product hereunder extend beyond a reasonabla
period. Notwithstanding the foregoing, in the event the Sponsor believes that immediate termination s
necessary due to its evaluation of risks to enrofled Subject(s), the Sponsor may terminate this Agreement
immediately.

The Sponsor reserves the right not to perform the Clinical Trial. In such a case, the Agreement shall be
considered as automatically terminated upon the Sponser’s formal notice to both the Institution and the
Principal Investigator.

Natwithstanding any other provision hereof, the Sponsor shall be entitled to terminate this Agreement
for any Material Breach, which shall be defined as:

(i) The Institution andfor the Principal Investigator's failure to comply with their abligations,
responstbilities and the terms and conditions of this Agreement Including the Protocol;

(i}  The Institution and/for the Principal Investigator's failure to camply with: (a) their obligations for
keeping the Sponsor informed of all necessary and relevant information in cannection with the
Pretocel; {h) any applicable taw, rute or regulation relavant to the Clinical Trial; or {c} the wark to
be performed under this Agreement; or

{i) A breach by the Institution, the Principal investigator, or their Related Persons of the
confldentiality provisions of this Agreement.
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13.3 Upon termination, for any reason:

{i} the Institution shall return to the Sponsor all unused materials, including but not limited to, the
Trial Product and any clinical supplies (unless written authorization to destroy them is given by the
Sponsor, in which case the Institution shall comply with the applicable provisions of Article 6
hereaf);

(ii) except in the event of terrination because of a Material Breach by the Institution, and unfess
otherwise specified in writing between the Parties, the tatal sums payable by the Sponsor
pursuant to this Agreement shall be equitably pro-rated for actual work parfarmed in accordance
with the Protocol to date of notice of termination with any unexpended portion of funds
previously paid by the Sponsor to the Institution being refunded to the Sponsor;

{iiy  inthe event of terminationas a result of a Material Breach, the Parties agree to make a good faith
affort to reach agreement to compensate the Institution for actual work performed in accordance
with the Protocol to date of notice of termination; and

(iv)  the Principal Investigator shall return to Spensor all Confidential Information {as defined in Article
9 hereof} owned or controlled by the Sponsor and in the possession of the Institution or its Related
Persons;

) the Principal Investigator must submit to the Sponsor the Case Repnrt Forms for all the worlk in
progress as af the effective date of termination,

13.4 The termination of this Agreement shall not relieve either Party of its obligations set out in Sections 5.3,
5.4, 5.5 and Articles 6, 7,9, 10 and 11 of this Agreement.

13,5 Upon receipt of notice of Enrollment Cap, the Institution and the Principal investigator agree to enroll no
further Subjects in the Clinical Trial, and the funds payable pursuant to this Agreement shall be adjusted
to reflect only the number of Subjects actually envolled and the number ofvisits and technical procedures
actually performed prior to receipt of such notice. The Institution and the Principal Investigator, as the
case may be, shall refund to Sponsor any funds received in advance from Spensor that are in excess of
the adjusted funding.

ARTICLE 14 — DATA PROTECTION AND TRANSPARENCY

14.1 For the purpose of this Section 14, “parsonal data” means any informaticn relating ta an identified or
identifiable natural person (“Data Subject”); an identifiable natural person is one who can be identified,
directly or indirectly, in particular by reference to an identifier such as a name, an identification number,
location data, an online identifier or to one or maore factors specific to the physical, physiological, genetic,
mental, economic, cultural or social identity of hat natural person.

14.2 The Principal Investigator, the Institution and Sponsor will comply with Schedule C "Data Processing
Agreement”.

14.3  Principal Investigator and Instituticn shall inform the Collaborators that:

- For the purposes of the implementation of the Clinical Trial as described in the Protocel, their Personal
Data will be collected and processed by the Sponsor, acting as the Data Controller {as defined under
the General Data Protection Regulation (EU) 2016/679).
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- Within the framework of the Clinical Trial, and only for the purposes described below, the following
categories of personal data might be cellected and processed by the Sponsor: (i) their name, surname,
contact details, age, where deemed necessary, their professional identification number (t.e. RPPS) (ii)
where strictly necessary, bank account details, (i} information on their education — qualification(s), (iv)
information on their professional life including but net limited to their specialty or academic activities,
(v} amount of allawances and remuneration received, and (vi} information on their participation {0 the
Clinical Trial, including quality events, adverse events reports, history of access and connections to the
medical data of persons taking part in the research.

- Their Personal Data will be collected and processed on the basls of: (i} ihis Contract, and (i} legal
obligation{s} SPOMSOR has to comply with.

- Thaeir Personal Data will be collected and processed for the following purpases: (i} for the purpose of
carrying out the Clinical Trial in compliance with applicable requirements, including but not limited o
regulatory and transparency requirements, (ii] for the purpose of publishing the resuits of the Clinical
Trial, where relevant, and (iii) or the purpose of identifying them for further siudy projects for which
their participation might be of interest for them and Sponsar,

- Unless Principal Investigator and Additional Personnel have agreed to be recontacted for other studies
by separate agreement, their Personal Data will not be retained longer than necessary to achieve the
above-mentioned purposes. In any case, their Personal Data will be deleted after the Retention Pericd.

- Forthe purpeses set forth above, Spansor may communicate and/or diselose their Personal Data {i) to
Sponsor's affiliates, partners, and successors (ii} to contract research organizations, including but not
fimited any service provider working on the Clinical Trial under the responsibility of the Spansor, and
(iii) to regulatory authorities and ethics committees or on a public repositary and websites as required
to comply with legal or regulatory requirements or judicial or administrative orders,

- For the purpose of raising awareness on the Clinical Trial to general public and referral of potential
Clinical Trial participants, Sponsor may communicate and/or disclose their Personal Data on
sanofistudies.com.

- Inaccordance with the rights granted to them by law, they are entitled to: {i} access upon request, their
Persenal Data; (i} request a rectification of their Personal Data if they are inaccurate, incomplete or
obsolete; (iii) obtain the deletion of their Personal Data unless otherwise required by applicable [aw {iv}
ohtain a limitation of the processing of their Parsonal unless otherwise required by applicable [aw, (v)
directly send an information request to Sponsor’'s Data Protection Officer should any difficulty arise,
andfor (vi) lodge a complaint with Sponsor's lead authority, the “Commission Naticnale de
I'Informatigue et des Libertés” or to any competent local Regulatory Autharity”,

14.4 The Farties acknowledge and agree that certain infarmation related to this Agreement, including but nat
limited to, Principal Investigator’s, Institution and Spansor’s name, the amount of the rermuneration as
well as the purpose of this Agreement, may be communicated to any refevant authorities/institutions
and/or publically disclosed by the Sponsor  and/or by fts Affiliates and/or by relevant
authorities/institutions to the extent required by local laws and regulations and/or Codes of Practice
applicable to the pharmaceutical industry. In this context, by signing this Agreement, the Principal
Investigator acknowledges that the collection, the processing and the transfer of his/her Personal Data,
together with the amount paid under this Agreement, could be necessary for the performance of the
Agreement and hereby gives hisfher consent thereto to the maximum extent reguired.
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14.  Sanofi Data Protection Officer contact Is Sanofi DPQ - 54 rye La Bodtie - 73008 PARIS — France, or by e-

mail : privacy-office-global @sanofi com.

ARTICLE 15 — NOTICES
All notices required or permitted to be given under this Agreement shall be in writing and may be effectively

given if delivered personally or if sent by prepaid registered mail, or by facsimile addressed in the casa of the
Spansor to:

%  Sanofi Pasteur Inc.
Discovery Drive
Swiftwater, Pennsyivania 18370
UsA
Attention: General Counsal

with a copy to:
Attention: Oscar Borg Oliver
Emall ID:Oscar.Borg-Olivier@sanofi.com

or in the case of the Institution to-
% Wanipal Centre for Ciinjcal Research, MAHE
Mezzanine Floor of old KMC Library Building,
Near KMC Dean Office,
Kasturba Hospital,
Manipal 576104
Attn: Dr. BS Satish Rao
Emall ID: rao.satish@manipat.edu
For the Principal Investigator
%  Name: Dr.Veena Kamath

Email 1D: veenak@manipal.edu

Any such notice shall be deemed to have been given and received when actually recefved. Either Party may
change its address for service fram time to time by natice given in accordance with the foregoing.

ARTICLE 16 — REPRESENTATION AND WARRANTIES
===t oo — PRI RLSENIATIUN ANMD WARRANTIES

161 Representations and Warranties by the Spansor: as of the signing date of the Agreement, the
Sponsor represents and warrants to the institution and the Principal Investigator, and acknowledges
that the Institution and the Principal Investigator are relying on such representations and warraniies
in entering into this Agreement, that:

{a} theSponsorisa company duly organized and validly existing under the laws of France; and

M5/ms/ TRI-FINAL Template CTA_23-3-2023

MEQ00064

Site Name: Kasturba Medical College W

Study Code / Narne: MEQO0064 Effective Date:04 May 2023
Initials CRO Initials INSTITUTION Initials INVESTIGATOR

20/38



{b)

(ch

{d)

the Spansor has no commitments or agreements with any Person which interfera with or
preciude the diligent and complete fulfillment of their obligations under this Agreemeant;

the Sponsor has all necessary corporate power and authority to enter into this Agreement and
to carry out its abligations under this Agreement, and the execution, performance and delivery
of this Agreement and the cansummation of the transactions contemplated by this Agreement
have been duly authorized by all necessary carparate action on the part of the Sponsor;

this Agreement has been duly autharized, executed and delivered by the Sponsor and
constitutes a legal, valid and binding obligation of the Sponsor enforceable in accordance with
its terms, except as enforceability may be limited by applicable bankrupicy, insolvency,
maraterium or similar laws, or general equitable principles, whether considered in an action at
law or in equity;

16.2 Representations and Warranties by the Institution: as of the signing date of the Agreement, the
Institution represents and warrants to the Spensor, and acknowledges that the Sponsor is relying on

such representations and warranties in entering inte this Agreement, that:

{a)
(b}

(c)

{e}

the Institution is a corpaoration duly incorporated and validly existing under the laws of Indig;

the Institution has no commitments or agreements with any Persan which interfere with or
preclude the diligent and complete fulfillment of its obligations under this Agreement;

the Institution has all necessary carperate powser and authority to enter into this Agreement
and to carry out its obligations under this Agreement, and the execution, perforrmance and
delivery of this Agreement and the consummation of the transactions contempiated by this
Agreament, have been duly authorized by all necessary corporate action on the part of the
Institution;

this Agreement has been dufy autharized, executed and delivered by the institution and
constitutes a legal, valid and binding obligation of the Institution enforceable in accordance
with its terms, except as enforceability may be limited by applicable bankruptey, insolvency,
moratorium or similar laws, or general equitable principles, whether considered in an action at
law or in equity;

the Principal investigator is an employee of the Institution.

16.3 Representations by the Principal Investigator: The Principal Investigator represents to the Spensor and
the Institution, as of the signing date of the Agreement, and acknowledges that the Sponsor and the
Institution are relying on such representations in entering into this Agreement, that Principal Investigator
has no commitments or agreements with any Person which interfere with ot preclude the diligent and
complete fulfillment of his/her obligations under this Agreement.

The Principal Investigator represents and warrants that neither he/she nor any Additional Persannel
involved in conducting the Clinical Trial, has been debarred, excluded, disqualified or restricted in their
ability to practice medicine, participate in a clinical trial, or perform services in connection with the
evaluation of a pharmaceutical product under any laws, regulations or professional code of conduct,
including but not limited to the United States Code of Federal Regulations {“U.5.C." or “CFR"} title 21
section §335a and section §312.70.
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The Principal Investigator shall immediataly notify Spansor should he/she or any Additional Perscnnet
involved in conducting the Clinical Trial, be so debarred, excluded, disqualified or restricted, or should a
procedure or action be initiated against any of them that could resultin thelr being so debarred, excluded,
disqualified or restricted, at any time during the term of this Agreement and during the twelve months
following the expiration or termination of the Agreement.

ARTICLE 17 — ETHICAL CONDUCT

17.1 The Parties will conduct themselves and undertake the arrangements contemplated by this Agreement
in a manner which is consistent with good business ethics and all applicable anti-bribery legislation
{mational and foreign), including bu? not limited to the OECD Convention dated 17th December 1957
on combating bribery of public officials in international business,

17.2 The Institution and the Principal Investigator, as well as any Additional Personnel, shall not make,
promise or offer to make any payment or transfer anything of value {directly or indirectly} to {i) any
individual, {ii) corporation, (iil) association, {iv} partnership, er {v) public bady, {including but not limited
to any officer or employee of any of the feregoing) who, acting in their official capacity or of their own
accord, are in a posttion to influence, secure or retain any business for {and/or provide any financial or
other advantage to} the Sponsor by improperly performing a function of a public nature or a business
activity with the purpose or effect of public or commercial bribery, acceptance of or acquiescence in
extortion, kickbacks or other unfawful or improper means of obtaining ar retaining business.

17.3 The Institution shall have and maintain in place, throughout the term of this Agreement, its own anti-
bribery policies and procedures to ensure campliance with these anti-bribery requirements (including
but not limited to relevant and regular anti-bribery training to employees and an anti-bribery
monttoring process) and shall enforce them where appropriate. The Institution shall ensure natahbly
that the Principal Investigator and any Additional Persannel have heen informed about:

—>  the Sanofi Code of Conduct and anti-bribery policy are available at

O site hiip://www.codeofethics.sanofi/
[s] httg:[{www.sanoﬁaventisgrouQ.ethicsgom;.com

and shall further ensure that the Principal Investigator and any Additional Personnel will perform the
Clinical Trial and behave in such way that enahles the Sponsor to abide by its undertakings as set forth
in those Sanofi codes.

The Institution and the Principal Investigator shall immediately notify the Sponser if, at any time during the term
of this Agreement, its circumstances, knowledge or awareness changes such that it would not be able to repeat
the warranties set out in this Article 17 at the relevant time,

Violation Reporting of Sanofi’s Code of Conduct & Anti-Bribery Palicy: The Principal Investigator and the
INSTITUTION recognize that Sponsor is committed at all times to uphold ethical policies in the conduct of its
business, and it hereby undertake to comply with Sanofi's Code of Conduct and Anti-Bribery Policy. Sanofi's
Cade of Conduct and Anti-Bribery Policy is available on the site http://www.codeofethics.sanofi/ for any further
references. [fyou have a concern, or believe in good faith that a law, regulation, provision of an industry code
of conduct or any of the principles of Sanofi’s Code of Ethics has been or is about to be viclated, including but
not limited to Anti-Bribery provisions, you may raise a concern
on http://www.sanofiaventisgroup.ethicspoint.com.

The Principal Investigator and the Institution represent and warrant that neither he/she/it nor any of their
personnel are officials, agents, representatives or employees of any government or political party or any
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international public organization where they may be in a position of official government authority able to use
that position to help the Sponsor ebtain or maintain business or obtain a business advantage.

The Principal Investigator and the Institution further represent and warrant that they have not made and agree
that they shall not make any payment or any offer or promise for payment, either directly or indirectly, of money
or other assets, or transfer anything of value, to government or political party officials, officials of international
organizations, candidates for public office, or representatives of other businesses or persons acting on behalf of
any of the foregoing for the purpose of influencing decisions or actions or where such payment or advantage
would constitute violation of any applicable anti-bribery legislation, regulations and/or codes, both national and
foreign, including but not limited to, the US Foreign Corrupt Practices Act and the UK Bribery Act {hereinafier
and above designated by “Anti-Bribery Pravisions”).

ARTICLE 18 - BENEFIT, ASSIGNMENT & TRANSFER

This Agreement shall benefit and be binding upen all of the Parties hereto, and their respective successcrs and
assigns. This Agreement s concluded by the Sponsor intuity personae. Hence the Principal Investigator and the
Institution shall not be allowed to transfer totally or partially, directly or indirectly, the obligations the Sponsor
charged them with, nor to subcontract them without the prior written consent of the Spansor, which consent
may be reasonably withheld.

In this latter case, the Principal Investigator and the Institution shall be Fully responsible for the part of the
obligations so subcontracted and warrants to the Sponsor that such part of the obligations shall be rendered
under conditions consistent in all respect with the terms and conditions set forth herein. For sake of clarity, such
consent from the Sponsor will not refieve the Institution and the Principal Investigator from any liability or
obligation under this Agreement and institution and Principal Investigator will remain liable vis-g-vis the Sponsor
for the acts, omissions, defaulis or negligence of its sub-contractors.

However, the Sponsor shall be entitled to assign and transfer to one of its Affiliates or successors this Agreement,
without the prior written consent of the other Party, with notice thereafter to the other Party, by reason of any
metger, acquisition, partnership, license agreement ot otherwise, provided that the assignee is subject to the
terms and obligations provided in this Agreement.

ARTICLE 19 - LAWY

This Agreement shall be governed by and construed in accordance with the laws of India exclusive of its canflicts
of laws principles. All and any dispute arising in connection with the interpretation or execution of this
Agreement shall be settled by the competent courts of Mumbai (India).

ARTICLE 20 - PUBLICITY

Mo Party shall use the name of any other Party (or the name of any of the Sponsor's divisions or Affiliates) for
prometional purposes without the prior written consent of the Party whose name is proposed to be used, No
news release, publicity or other public announcement, either written or oral, regarding this Agreement ar
performance hereunder or results arising from the Clinica! Trial, shall be made by the Institution or the Principal
Investigator without the prior written approval of the Sponsor.

ARTICLE 21 - INDEPENDENT CONTRACTOR
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Each Parly acknowledges that it is an independent coniractor. Far greater certainty, the relationship between
Sponsor, on the one hand, and Institution and Principal Investigator, on the ether hand, shall not constitate a
partnership, joint venture or agency. No Party shall have the authority to make any statements, reprasentations
or commitments of any kind, or to take any action, which will be binding on the other, without the prior consent
of the ather Party to do so.

ARTICLE 22 — COUNTERPARTS

This Agreement may be executed in one or more counterparts which, together, shall constitute ane and the
same Agreement.,

ARTICLE 23 - AGREEMENT MODIFICATIONS

The pravisions of this Agreement, may not be aitered, amended or modified except by written agreement signed
by both Parties,

The Parties acknowledge and agree that the schedule of the present clinical trial agreement may be subject to
amendments and/or update and in such a case, the last-dated version approved in written by a representative
of all Parties will be considered to be incorporated therein by reference in place of any prior versions.

ARTICLE 24 - SEVERABILITY

If any term or condition of this Agreement {the deletion of which would not adversely affect the recaipt of any
rmaterial benefit by either Party hereunder) shall be held to be illegal, invalid or unenforceahle by a court of
competent jurisdiction, the remaining terms and conditions of this Agreement shall not be affacted thereby and
such terms and conditions shall be valid and enforceable io the fullest extent permitted hy law.

ARTICLE 25 - NO WAIVER

Failure on the part of the Sponsor to exercise or enfarce any right conferred upen it hereunder shall not be
deemed to be a waiver of any such right nor operate to bar the exercise or enforcement thereaf at any fime or
times thereafter.

ARTICLE 26 - FORCE MAJEURE

Noncompliance by any Party with the obligations of this Agreement due to force majeure, (laws or regulations
of local government, war and/or civil commotion in the country of Clinical Trial's performance, destruction of
facilities and materials necessary for the Clinical Trial’s perfarmance, fire and/or flood and/or earthquake and/or
storm and/or shortage of materials and/or failure of public utilities or commeon carriers directly impacting the
Clinical Trial's performance)} shall not constitute breach of this Agreement and such Party shall be excused from
performance hereunder to the extent and for the duration of such prevention, provided it first notifies the other
Party in writing of such prevention and that it uses its best efforts to cause the event of the force majeure to
terminate, be cured or otherwise ended.

ARTICLE 27 - SUPERIORITY
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In the event of any inconsistency between the body of this Agreement and any schedules thereto, the provisions
of the body of the Agreement shall prevail.

iN WITNESS WHEREQF, the Parties heretg have executed this Agreement as of the date first above writter.

PRINCIPAL INVESTIGATOR INSTITUTION
Name: Dr. Veena Kamath T Name: Dr. BS Satish Rac
Title: Pringipal Investigalor : Title: Director, Manipal Center for Clinical research,
Date: PR s -7, MAHE, Manipal
KASTUR .
ClIFcE Date:

LABCORP DEVELOPMENT PVT. LTD, Gfﬂte {}f Difettorate Df Researen

_ ;  Higher Education
DeocuSigned by: Mﬁﬂlpal Academy O;:&%ATAKA, INDIA

dhibar Latdiar MANIPAL - 576 104,
Name: S:lgafhhﬁemnhare reviewad this document
Title: sSIRURCHRNTAF62039 120034 AM EOT
Datiz-O840G0PFIHET 38218077 TASCEEFET 261
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SCHEDULE A
- FINANCIAL CGNDITIONS -

1- Ciinical Trial Costs:

For sake of clarity, the Parties hereby agree that:

&) “Evaluable Subject” shall mean a Subject per Protocol for the primary endpoint of the Clinical Trial

(i}  “Estimated Budget” shall mean the estimated total amount of INR 81,03,621.50/- (Eighty-One Lakhs
Three Thausand 5ix Hundred Twenty Once and Fifty paise aniy.) to be paid by the Sponsor (including
through its CRO, audits and inspections compensation as referred to under Article 7.4) to the Institution,
split as follows:

* Site-Startup Cost: {fixed amount): IIVR 60,000/- (Sixty Thousand Only)

» Subjects costs {estimated total amount): VR 78,08,621.50/- {Seventy-Nine Lalkhs Eight Thousand
Six Hundred Twenty Once and Fifty poise only.)

¢ Site Close Out Cost: (fixed amount): INR 50,000/- (Fifty Thousand Only)

« The SPONSOR will pay one-time sum of @ INR 85,000 /- (Eighty-Five Thousand only) after the
Study Closure to INVESTIGATOR / PAYEE for archival and document storage for a period of 25
(Twenty-Five) years from the date of site closure.

based on the following:

(i)  “Actual Budget” shall mean the real amount te be paid by the Sponsor {including through its CRO) to the
Institution, i.e. the Estimated Budget reviewed according to actual {i) number of Subjects and visits per
Subject performed, (ii} assoctated work per Subject carried out, and {iil) activities performed and related
costs.

{tv) “Contracted Currency” shall mean the __INR used for invoice’s and payment’s purpose.

(v} "Domestic Currency” shall mean the_ INR___ used for the purpose of the calculation of the above-
mentioned Clinical Trial Costs.

{vi) “Foreign Currency Exchange”: The Parties acknowledge that, due to fluctuations in exchange rates
between Contracted Currency and Domestic Currency, the payments to be made by the Sponsor
{including through Its CRO) to the Institution may be greater or lesser than estimated by the Parties on
the date of execution of this Agreement,

Prior to the payment of the last milestone, "balance of the Actual budget ¥, the Parties agree to examine
the variation between the Foreign Currency and the Domestic Currency.
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If the Exchange Parity has fluctuated by more than 10% [Option: 7% if not accepted by Fl], upwards or
downwards compared to the Reference Exchange Rate as determined below, the Parties agree to adjust
the payment to be made to the Institution either upwards or downwards in the same magnitude as the
currency exchange variation:
- If the difference is in faver of the Institution then, the Institution shall reduce invoice such
difference to the Sponsor.
- If the variation is in favor of the Sponsor, the Institution will reflect that difference frem the
payment of the last milestone.

Far the purposes of this Agreement, Reference Exchange Rate shall be the exchange rate as published by
the European Central Bank in its web site catled:
http:/fuwnww.ech.int/stats/exchange/eurofxref/htmlfindex.en.html

To determine the variation of the exchange rate, the Parties agree to use the exchange rates as
puklished on the month of the last invaice to be sent by the Institutian.

All the payments to the Principal Investigator / Institution/Payee shall be done in Indian Rupees (INR)
only. Accordingly, section (vi} is not applicable to the Agreement.

2- Payments:
Payments by the Sponsar (including through its CRO) to the Institution shall be made as follows:

- Upon signing of the Agreement by both parties and after receipt of Sanofi Pasteur Purchase Order number:
IMR 60,000(Sixty Thousand Only), correspanding to the Site start up fees.

- First Subject enrolled in Visit 1 of cohort | at the Trial Site: 05% of Estimated total subject cost
- First Subject enrolled in Visit 1 of cohort Il at the Trial Site: 05% of Estimated total subject cost

- Last Subject enrolled in Cohort [l Visitl at the Trial Site: 40% of Actual Budget {minus the 10% of the
Estimated Budget already paid}

- Last Visit Last Subject: 20% of the Actual Budget.
- Database clean: 20% of Actual Budget.

- End of statistical analysis and In no ¢ase no later than 3 months after database clean: the balance of the
Actual Budget.

However, if less than 90% of the Subjects enrolled are considered as Evaluable Subjects, the kalance will
not be paid to the Institution,

- Study patient travel reimbursement at the rate of INR 100G/- will be reimbursed to the site. Study patient
travel reimbursement will only be paid by Labcorp ¥f a third party vendor is not invelved. Study patient
names and any personal information must be removed and redacted from any expense supporting
documeritation {receipts and tickets etc.) submitted to Labcorp. Invoices shall be generated anhd submitted
to Labcorp on guarterly basis. The invoice generated for patient trave! reimbursement shall include the
patient study number and visit details along with the details mentianed in sectlen 3.5.
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3- Payment terms:

3.1- Invoices must be issued to the CRO in accordance with the payment schedule defined in abeve section 2,

3.2- Payments of any and all amounts due by the CRC will be made only upon receipt of the proper and detailed
corresponding original invoices by the Institution (CRO’s payment terms: 45 days’ net from the receipt of correct
invaice’s), in the Contracted Currency by bank transfer to the following Institution’s bank account apened in the
country in which the Institution is located.

For Payments related to INSTITUTION / INVESTIGATOR

btate Bank of India

Bank Name & Branch: . o .
Madhuvan Seria, Ground Floar, Near SmrithiBhavan, Tiger Circle,

Manipal, Karnataka 576104

Bank IFSC SBINOOD4426

Account No.: 32152923733

PAYEE: Manipal University Research Unit
PAN No.; AAETMB6958

GST No.: 2OAAETME695B174

3.3-To be paid, any invaice must be approved in advance by Satyanarayana Peesapati, Regional Study Manager-
Clinical Bevelopment

An electronic draft of any invaice in a pdf format must thus be sent in advance for review and validation by
email ta

3.4- Once validated in accordance with above section 3.3, the original paper versian of the invoice shall be
addressed to the CRO to the following address:

3.5~ Ta be paid the original invaice must reference the following:

- Complete Institution’s Name, Address and Phane Numbered
- Invoice date

- Involce number

- Sanofi Pasteur Purchase Order Number - E003102537
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Payment amount and currency
- Payment term /due date
- CRO contact name
- Clinical Trial Code and Complete description of service rendered
- Method of payment; {Wire}
- Wiring instructions, including bank name, address, account number
- Intracommunity VAT number if applicable [For European third party in European countries only]

sanofi Pasteur/ CRO may reserve tha right to send back to the Institution any invoice that would not mention
any and all of the above-mentioned references.

4- Miscellaneous:

4.1- Each Party will bear its own costs [legal, tax, accounting and other fees) incurred with the drawing up and
execution of the Agreemaent.

4.2-If relevant, the Institution shall be liable to pay any and all amounts to athers involved in the Clinical Trial,
and especially the Additional Personnel.

4.3-The Parties agree that the excess and/or unutilised amount lying with the PAYEE/PRINCIPAL INVESTIGATOR/
INSTITUTION under this Agreement, at the request of the SPONSOR andfor as agreeable to the
PAYEE/INVESTIGATOR /INSTITUTICN at its/their discretion from time to time, be returned to the SPONSOR
and/or be utilized towards Subjects’ academic, educational or research purposes including setting up a library,
recreational centre for Subject care.

5- Taxes:

5.1 The PAYEE will bear the responsibility for the déclaration of these sums and for the payment of all taxes and
social contributions on the fees it will receive hereunder.

5.2 Taxes, as applicable, will be paid on generation of valid invoice showing the amount of tax to be chargad
before any payment is made under this Agreement.

5.3 Each payment made shall be inclusive of all applicable taxes and duties except for Goods and Service Tax
{"GST"} which shall be reimbursed by the SPOMNSOR to the Payes against presentation by the Payee of all
relevant documentation. The party who makes a taxable service under or in connection with this Agreement
shall be entitled to recover such taxes that it is required by law to collect fram the other party to whom the
services are made by issuing a valid tax invaice in the format prescribed under the relevant law.

Notwithstanding anything contrary stated herein in this Agreement, the other party to whom the services
are made shall not be under any obligation to make any payment until the receipt of the tax invoice. in
addition, if the PAYEE fails to upload its return on GSTN portal and is unable to pay GST within prescribed
time period, the Payee shall indemnify the Sponser such GST amount along with applicable interest.

» A Subject is considered as having completed the Study when he/she has completed the specified Study
period, and is evaluated as per the Protocol.

¢ In case of Subjects recruited but not having completed the Study, the amount to be paid will be calculated
according ta the fees of the visits actually performed by these Subjects. No payment will be made for
an ineligible Subiect incorrectly randomized into the Study or in case the Subject did not complete the
Study due to negligence, malpractice, breach of Protocal, willfully wrong act or omission on the part of
the Principal Investigator/Institution,
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-SCHEDULE ‘8’BUDGET -

MEQUO0064_Budget sheet for Dr.Veena Kamath

Per subject Cost - Cohort 1_Group 1a

Visit investigator Institutional Overhead Total
Grant @ 30%

Vi 23,130 6,339 27,489
c1 950 285 1,235
vz 6,002 1,801 7,803
V3 6,002 1,801 7,803
va 6,001 1,800 7,801
c2 950 285 1,235
V5 6,000 1,800 7,800
V6 7,500 2,250 9,750
Per subject total grant 7u,g§5
Target subjects to be enrolled 3
Grand Total Group 1a {A) 212,687

Per subject Cost - Cohart 1_Gr6u p 1b

Viisit Investigatar Institutioral Overhead Total
Grant @ 30%
Vi 17,330 5,199 22,529
c1 L 950 285 1,235
V2 7,998 2,399 10,397
vz 7,996 2,399 10,355
V4 7,996 2,399 10,395
Vs 10,000 3,000 13,000
2 950 285 1,235
V6 11,500 3,450 14,950
Per subject total grant 34,136
Target subjects to be enrolled g
Grand Total Group 1b (B ) 757,294

Per subject Cost - Cohort 1_Group 1¢

Visit Investigator Institutional Overhead Total
Grant @ 30%
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Vi 17,330 5,199 22,529
1 950 285 1,235
V2 8,260 2,478 10,738
v3 8,303 2,491 10,794
va 8,225 2,468 10,693
V5 8,225 2,468 10,693
v 5,000 2,700 11,700
cz 950 285 1,235
v7 10,000 3,000 13,000
Per subject total grant 92,616

Target subjects to be enrolled 12

Grand Total Group 1C1C) 1,111,391

Per subject Cost - Cohort 1_Group 2

fnvastigator Institutional Overhead Total
Visit Grant @ 30%

Vi 17,330 5,199 22,529
V2 10,801 3,240 14,041
c1 958 285 1,235
\'E] 8,000 2,400 10,400
v4 8,225 2,468 10,693
V5 8,225 2,468 10,693
Ve 9,000 2,700 11,700
€2 950 285 1,235
V7 10,000 3,oob 13,000
Par subject total grant : 3 :55,525

Target subjects to be enroliad 24
Grand Tetal Group 2 {D } 2,292,5{?!.

Per subject Cost - Cohort 2_Group 5a

Investigatar Institutional Overhead Total
Visit Grant @ 30%
vi 17,330 5,199 22,529
C1 S50 285 1,235
V2 9,500 2,850 12,350
V3 9,500 2,850 12,350
c2 550 285 1,235
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v4 8,300 2,490 10,790
Vs 8,300 2,480 10,790
Ve 8,300 2,490 10,790
v7 9,500 2,850 12,350
c3 950 285 1,235
V8 9,318 2,795 12,113
Ve 8,360 2,508 10,268
Per subject total grant 118,635.40
Target subjects to be enrolled 5
Grand Total Group 5a {E ) 503,177
Per subject Cost - Cohort 2_Group 5h
Investigator Institutional Overhead Total
Visit Grant @ 30%
Vi 17,330 5,199 22,529
1 950 285 1,235
vz 9,500 2,850 12,350
V3 8,500 2,850 12,350
c2 950 285 1,235
V4 8,300 2,490 10,790
V5 8,300 2,490 10,790
Ve 8,300 2,490 10,750
7 9,500 2,850 12,35C
v 950 285 1,235
c3 9,318 2,795 12,113
v 8,360 2,508 10,868
Per subject total grant 118,635.40
Target subjects to be enrolled 15
Grand Total Group 5b (F) 1,779,581
Per subject Cost - Cohort 2_Group 6
Investigator Institutienal Overhead Total
Visit Grant @ 30%
Vi 17,330 5,199 22,529
c 950 285 1,235
v2 9,500 2,850 12,350
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v3 9,500 2,850 12,350
cz 950 285 1,235
V4 8,000 2,400 10,400
Vs 8,000 2,400 10,400
Ve 8,000 2,400 10,400
v7 8,155 2,447 10,602
V8 9,640 2,907 12,597
c3 950 285 1,235
Ve &,360 2,508 10,868
Per subject total grant 116,200.50
Target subjects to be enrclled it
Grand Total Group 6 (G ) 1,162,005
Estimated Total Subject Cost {A+BCLD+E+F+G) 7,908,621.50
Fixed Payment
5r, No. Clinical trial set up costs Amount
1 Site-Start Up Fees 60,000
2 Site close out Fee 50,000
3 Archiving Cost for 25 yrs 85,000
Total Fixed Cost {H} 195,000
Estimated Total site level study budget J 8,103,621.50
Abave hud_ggt is excluding of subject travel reimbursement
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‘ SCHEDULE C
- DATA PROCESSING AGREEMENT “DPA” -

This DPA details Sponsor, Institution and Investigatar's respective roles and obligations regarding the processing
of Personal Data under the Contract.

1. Definitions

L1. Under this DPA, the Parties agree that the terms “Controfler”, “Data Subject”, “Personal Data”, “Personal
Data Breach”, "Processor”, and “Supervisory Authority” shall have the meaning assigned to them in the
General Dala Protection Regulation {EU) 20:16/679 (“GDPR").

1.2. “Appiicable Data Protection Law”: means, (i) in any case the GDPR; {ii} the French regulation on the
protection of Personal Data as applicable to any Processing performed hy and on behalf of the SPONSOR;
and (iff) as the case may be, any other law or regulation applicalle to the Processing of Personal Data.

1.3. “Approved Sub processor” means any natural or legal person engaged by Investigator or Institution, for
the performance of any Processing under the Contract.

1.4. “Patient Medical Files” means any file other than clinical trial database and the Study File as defined in the
current Good Clinical Practices and ICH Guidelines in which Institution and/or Investigator record the
demographic, medical and treatment information about a Data Subject. It may be paper based and/or
electronic records.

1.5. “Pracessing”: means any operation or set of operations performed on Personal Data or on sats of Personal
Data under the Contract, whether or not this processing is performed by automated means, including\the
collection, recording, organization, structuring, storage, adaptation or alteration, retriaval, consuliation,
use, disclosure by transmission, dissemination or atherwise making available, alighment or combination,
restriction, erasure or destruction of Personal Data.

2. Role of the Parties

2.1. Sponsor shall be deemed as a Controller and Institution and/or fnvestigator as Processar(s) for any
Processing of Personal data performed in accordance with the Protocol for the purpose of conducting the
Study {“Study Purpose”).

2.2, |t is agreed between the Parties that Institution and/or Investigator shall be deemed as independent
controlier(s) for (i) the Processing of Personal Data collectad or generated in the course of the Study for
the purpose of exercising independent medical judgment outside the Protocol requirements, (i} for the
retention and further use of Patient Medical Files and {iii) for meeting its confidentizfity obligations and
the obligations imposed on Institution and/or Investigator by applicable laws and regulations in the area
of clinical trials (together “Study Participant Care Purpose”). For any Processing performed for the Study
Participant Care Purpose, Institution and/or INVESTIGATOR shall process Personal Data in com pliance with
applicable data protection law and intellectual property and confidentiality sections of the Contract.
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Institution and/or Investigator shall be solely responsible for the Implementation of such Processing
including, notably, to ensure that it has a legal ground to implement such Processing.

3. Obligations of the Parties

3.1. Processar expressly agrees that, for the Study Purpose:

a. it shall process Personal Data in accordance with the provisions of (i) the Contract and, in particular,
this DPA, {ii) the Protocol as amended from time to time by Spensor, {fii) the Informed Consent Form,
as drafted and communicated by the Sponsor and as applicable {iv) any instructions from the
Controller, All these documents define notably the scope, modalities and means of the Processing for
the Study Purpose, as well as categories of Data Subjects concerned by such Processing

b. it shall process any data defined as persona! data under Applicable Data Protection Law in compliance
with such faw.

3.2. In this respect Processor shall:

a. comply for any Processing with the instructions from any Supervisary Authority. If such instructions
are contradictory to the provisions of this DPA, Processor shall inform in advance the Controller
provided it is authorized to do so —in which case the Parties shall negotiate in good faith a review of
this agreement to ensure it complies with such instructions;

b, immediately inform the Controller of its inability or the inability of any of its Approved Subprocassar,
to comply with Processor obligations under Applicable Data Protection Laws or this DPA far whatever
reason, with due justification as to the nature, cause and expected consegquences of such inability.

c. maintain (i} all refevant documentation to be able to demonstrate its compliance with Applicable Data
Protection Laws and with the provisions of this DPA, and (i} a record of all categories of Processing
activities carried out under the Contract. Such records of Processing activities shall contain, at least,
its [egal designation and the names and contact details of its representatives (including, for instance,
its data protection officer, if any), the categories of processing activities carried out, the transfers of
personal data te a third party country and the technical and organizational security measures it has
implemented. It shall make such records of Processing aciivities available upon request to any
competent Supervisory Authotity and/or to the Controller;

d. immediately inform the Controller if it has reason Lo believe that all or part of the Processing infringes
Applicable Data Protection Law or any relevant applicable law, In such a case, Cordroller and Processor
shall cooperate in good faith to determine whether the Processing must be regarded as a breach of
Applicable Data Protection Law, and whether, as a result, the Processing should be suspended,
amended and re-initiated or alternatively if the Processing - as well as the Contract and this DPA -
shall be terminated;

e. only disclose or permit the disclosure of Personal Data to Approved Subprocessor ar collaborators
who are (i) properly trained on the Processing of Persenal Data and {ii) subject to confidentiality and
data protection ohligations at |east as stringent as those contained in the Contract and this DPA, or as
required by applicable Supervisory Authorities. Processor shall be responsible for any breach of this
DPA by its Approved Subprocessors or Collaborators;
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f.  where it intends to transfer Personal Data in the context of the Agreement outside of the region
where it is originally collected or hosted, (i) ensure that the transfer is governed by relevant
safeguards, as defined by Applicable Data Protection Law, to maintain an adequate protection of
Personal Data in compliance with Applicabie Data Protection Law{s) and {ii) obtain, as applicable, any
relevant consents, authorizations or permits from Data Subjects or competent Supervisory
Authorities.

g process and retain the Personal Data only for the period set out in Article 5.4 of the Agreement and
in any event for no longer than any statutory or professional retention periods under any Applicable
Data Protection Law or other mandatory laws or regulations;

h. provide Controller with the name of its representative for the Processing of Personal Data (for
example: the name of the data protection officer);

3.3. Iltisalso agreed betweenthe Parties that Investigator and/or institution shall never disclose, whether directly
or indirectly, any directly identifying Personal Data, such as names, address and contact details, to Spoansor.
Investigatar and/or Institution shall be responsible to put In place all relevant technical and organizational
measures and procedures 1o ensure such disclosures wili not happen.

3.4. For the Study Purpose, the Parties agree that Investigator shall be responsible to provide all Data Subjects

with all necessary information regarding the Processing, in compliance with article 2 of the Agreement.

3.5. When collecting the Personal Bata from the Data Subjects, Investigator and Institution shall ensure that the
Personal Data is accurate and shall maintain them up to date.

3.6. nstitution and Investigator shall be responsible to ensure that Data Subjects can exercise effectively their
rights regarding the Processing of their Personal Data for Study Purpose. As a consequence, Institution
undertakes to implement alf adequate technical and organizational measures designed to ensure that it can
and will, on behalf of Sponsor, address all requests from Data Subjects for the exercise of the rights set out
below within a maximum duration of 1 {ene] manth. Notwithstanding the above, Institution will forward any
inquiries which cannot be answered or processed to the SPONSOR so that Sponsor can answer to the data
subjects through Institution. The communications between Institution and Sponsor will be done in a
pseudanymized form using the study-specific identification number. In"addition, Institution and/or
Investigator shall promptly infarm the Sponsor of any objection to the Processing that may affect the use of
the Personal Data under the Agreement, or of any claim regarding the Processing of Personal Data carried
out within the framework of the Agreement, including allegation that the Processing Is carried aut in violation
of the rights of the Data Subjects. Institution shall maintain a register of these requests and provide it to
Sponsar upon to Sponsor(s)'s request.

3.7, Inthe event of a Personal Data Breach that compromises the security, privacy, confidentiality or integrity of
Personal Data, investigator and/or Institution, when it suffered or committed the Personal Data Breach, shall
comply with Applicable Data Protection Law and at its own costs:

= notify without undue delay and in any case within twenty-four (24) hours of becoming aware of it,
Sponsor about the Personal Data Breach and detail in the notification the nature of the Personal Data
Breach, the categorias and approximate number of Data Subjects concerned, the categories and
approximate number of Personal Data records concerned and the likely consequences of the Breach,

+ after investigating the causes of such Personal Data Breach, take such actions to minimize the effects
of any Personal Data Breach,

» shall record all information relating to the Personal Data Breach, including the results of its own
investigations and investigations by authorities,

+« take all measures as necessary to prevent future Personal Data Breach.
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3.8. Upon reguest, Processor shall provide reasonable assistance to allow Controller to develop a data protection
impact assessment, notably by providing clear, complete and accurate information about the Processing to
the Sponsor/Party handling the DPIA.

3.9. For the Study Purpose, Sponsor shall be the main paint of contact to answer any queries or requests for
information by competent Supervisory Authorities. In the event of such gueries, requests for Information or
investigations from competent Supervisory Authorities, Institution and Investigator shall immediately inform
Sponsor and consult with SPONSOR about the best vourse of action. As far as possible, Institution and
Investigator shall submit any intended filing, declaration or statement to Spensor for advice prior to its
communication ta any Supervisory Authority.

4, Security measuras

4.1, Processor shall take, implement and maintain during the entire term of the Agreement, all appropriate
technical and organizational security measures which shall ensure the confidentiality, integrity, availability
and resilience of its Processing systems and service. To that end, the Controller will defing, implement and
monitor the application of a security and confidentiality policy. Regarding the techrical and organizational
measures designed to mitigate the risks, this policy shall at least describe:

- measures to ensure the physical security of equipment and premises and the provisions made for file
backup;

- conditions of access to data, in particufar the management of access rights, identification and
authentication measures, procedures;

- measures ensuring traceability of access to medical information and connection history;

- security measures to be implemented for data transfer.

- research data must not be entered, even temporarily, on any tools other than those used for the
processing;

4.2, Inthe event of direct data entry by clinical research professionals or on the premises of a data processor, the
remote data entry tool must be secured, in particular by user authentication and encryption of data flows.
5. Liability
5.1. Processor shall be fully accountable and liable in the event of any breach of its obligations under this DPA
and/or nen-gompliance with the Applicable Data Proiection Law.

5.2. Each Party (the “Indemnifying Party”} agrees to indemnify, defend, and hald harmiess the other Party, its
affiliates, trustees, officers, employees, agents, and successors [hereinafter referred to coliectively as
"Indemnitee(s)") from and against any claim, demand, proceeding, action, liahility, suit, expense, fine,
penalty, damage, loss and/or cost (Including without limitation legal and other professional advisers fees)
resutting or arising from any claims, actions, demand or suits from a Data Subjact, a Third Party and/or a
Supervisory Authority (collectively “Claim”} that are incurred by or suffered by, made or instituted against
the Indemnitees, and which arise out of, result from or are based on (i) the Indemnifying Party failure to
adhere to and comply with the terms of this DPA, {ii) the Indemnifying Party Fatlure to comply with the
Applicable Data Protection Law, or {iii) the Indemnifying Party gross negligence or willful misconduct, for a
Pracessing activity for which it is responsible as per this DPA. If Controller and Processor both contributed to
the failure that gave rise to the same Claim, their liability shall be shared pro rata their contribution. When
their respective contribution cannot be determined, their liability shall be shared in equal parts.

5.3. Use of a Subprocessor shall not release Processor from its obligations under this DPA. Processor remains
solely responsible for the work and activities of its Subprocessors, and Processor shall be held liable for the
acts and omissions of any of its Subprocessor(s} to the same extenl as if the acts or omissions were perfermed
by said Party.
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5.4, This section prevails over the provisions relating to liability and/or indemnification in the Agreement and as
the case may be, any separate letter of indemnification.

MS/ms/ TRI-FINAL Template CTA_23-3-2023

MEQDO064
Site Name: Kasturba Medical College W @/
Study Code f Narme: MEQOQ064 Effective Date:04 May 2023

Initials CRO Enitials INSTITUTION Initials INVESTIGATOR

18/38






OO1 OO OO

NDIA:

L

WERTS MAHARASHTRA 020230 23 JAN 2z B6AA 261258

l_z‘ﬁf,;x' i

O o
!

o e B o A

BY AND BETWEEN;

. FORTREA DEVELOPMENT PVT. LTD. a clinical research organization incorporated under the laws of India
l having its registered office at Building No. 1, Unit 601 Raheja Mindspace, Juinagar, MIDC Industrial area,
shiravane Nerul Navi Mumbai 400706, Maharastra. engaged by the Sponsor for the purpose of assisting
the Sponsor in administration, management and carrying out the dinical trials/studies in India
(hereinafter referred to as the “CRO"};

I AND:
. Manipal Center of Clinical Research, MAHE, having its Registered Office at Mezzanine Floor of old KMC
Library Building, near KMC Dean Office, Kasturba Hospital, Manipai 576104 acting through its authorized
signatory, Dr. B.S.Satish Rao . Director being authorised to sign this Agreement (hereinafter referred to
as the “Institution” which expression shall mean and include untess repugnant 1o the context, Its

] : sUccessors and permitted assigns)
(hereinafter referred to as the “Institution"}

T )

i -and -
1
ﬁ 5He Nama: Kasturbha Medical Coliege
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. Dr Veena Kamath, Professor Department of Community Medicine, Kasturba Madical College, Manipal
Academy of Higher Education having its registered office at manipal.edu Building, Madnavanagar, Manipal
576104, Karnataka (hereinafter referred to as the “Principal Investigator”}

s

With each of the parties colfectively or individually referred to as “Party” or “Parties”

AND RELATES TQ THE FOLLOWING CLINICAL TRIAL:

Immunogenicity and Sofety of an Investigational Quadrivalent Meningococeol Conjugate Vaccine when
Administered Concomitantly with Routine Pediotric Vaccines in Healthy Infants ond Toddiers in india and the
Republic of South Africa
Cade: MEQJO064

{hereinafter defined as the "Ciinical Trial”)

PREAMBLE

By this amendment (the “Amendment”), the Parties wish to complete and maodify the clinical trial
agreement effective as of 06" February 2024 signed between the Parties (as well as any previous
amendments) (hereinafter the “Agreement”).

NOW THEREFORE, in consideration of the mutual covenants and agreements herein gontained and

other good and valuable consideration {the receipt and sufficiency of which are acknowledged by
each Party), the Parties hereby agree as follows:

ARTICLE 1: PURPOSE OF THE AMENDMENT

The Sponsor wishes to entrust the institution and the Principal Investigator with the performance of
additional services. The Parties have agreed on the additional services to be performed by the
Institution and the Principal Investigator, as summarized below and listed in Appendix 1 attached
hereto.

Additional Services: the Parties herehy agree and acknowledge that article 4.2 first paragraph of the
Agreement shall be amended as follows:

-to increase the number of Subject from 46 Subjects to 96 Subjects in 6 MONTHS in Cohort | and target
number of 30 Subjects to 60 Subjects in 4 MONTHS in Cohort il starting from the first Subject recruited
in the Clinical Trial.

The Institution acknowledges that it is able to perfarm a competitive enroliment and has a capacity
of recruitment of 96 Subjects within a period of 6 months in Cohort | and 60 Subjects within a period
of 4 months in cohort Il

WHEREAS, Fortrea was formerly known as Labcorp Drug Development India Private
Limited and changed its name to Fortrea Development India Private Limited through an
amendment to its organizational documents and this Notice reflects the new party name
following the name change;

NOW THEREFORE, Fortrea hereby inform you in lieu of the Novation Notice shared with
site in Oct 2023, as follows:
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1. References to Fortrea’s former company name are amended to refer to the new
company name following its name change in the Agreemaent which is currently in
force.

2. Eachword and term used in this Notice, but not defined, has the meaning specified in
the Agreement unless a clear contrary interpretation otherwise applies,

3. Pursuantto certain clause of the Agreement, the Parties have agreed to vary the terms
agreed in the Agreement by the terms set out in this Notice.

4. Notices to Fortrea under the MSA shall be sent to:
Fortrea Development india Pyt Ltd

Building No. 1, Unit 601, Raheja Mindspace;

Plot Nos. Gen/2/1/D,E&F, MIDCTTC industrial Area,
Shiravane, Nerul,

Navi Mumbai 400706, Maharashira

With a copy to:

General Counset
8 Moore Drive, Durham, North Carolina, USA 27709

ARTICLE 2: DURATION

This Amendment is effective as of 06™ February 2024 and shall remain in force until completion of the
Clinical Trial and delivery of the final report, which for reference only, is expected by QZ, 2025.

ARTICLE 3: FINANCIAL CONDITIONS

The new financial provisions applicable to the Agreement as amended by this Amendment in
consideration of the performance of the Clinical Trial together with the Additional Services are
provided for in Appendix 1 and depicted in Appendix 2 attached hereto. it modifies and replaces the
Schedules A and B attached to the Agreement.

ARTICLE 4: MISCELLANEOUS

All provisions of the Agreement not medified by this Amendment shali continue to be binding on the
Parties,

IN WITNESS WHEREQF, the Parties hereto have caused this Amendment to be duly executed on their
behalf in three counterparts, each of which shall be deemed to be an original.

3
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PRINCIPAL INVESTIGATOR INSTITUTION

(uhorL-

Name: Dr Veena Kamath Name: Dr. BS Satish Rac
Title: Principatl investigator Title: Director, Manipal Center for Clinical Research,

T ﬁ’/ Uit fror3 3632:-,&21?3921%%

. LTD.
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Title: Senior (bsting Director
Date:
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APPENDIX 1

New Financial Conditions of thie Clinical Trial

1- Clinical Trial Costs:

For sake of clarity, the Parties hereby agrea that:
(i} “Evaluable Subject” shall mean a Subject per Protacol for the primary endpoint of the Clinical Trial

(i) “Estimated Budget” shall mean the estimated total amount of VR 1,60,36,943.00/- (One Crore Sixty
Lakhs Thirty Six Thousand Nine Hundred and Forty three Fupees only)to be paid by the Sponsor {including
through its CRO, audits and inspections compensation as referred to under Article 7.4) to the Institution,
split as follows:

* Site-Startup Cost: {fixed amount}: INR 60,000/- {Sixty Thousond Only}

¢ Subjects costs {estimated total amount):ivR 1,58,41,943.00/- (One Crore Fifty eight Lakhs Forty
one Thousand Nine Hundred and Farty three rupoes anly}

¢ Site Close Out Cost: (fixed amount): ivg 30,000/ (Eifty Thousand Only)

& The SPONSOR wil pay ona-time sum of @ INR 85,000 /- (Rupees Eighty five Thousand anly) after
the Study Closure to INVESTIGATOR / PAYEE for archival and document starage for 2 period of 25
{Twenty-Five} years from the date of site closure.

based an the following:

(i) “Actual Budget” shall mean the real amount to be peid by the Sponsar {including through its CRQ) to the
Institution, i.e. the Estimated Budget reviewed according to actual {I} number of Subjects, number of
stblects randomized into the cohort and visits per Subject performed{ii) associated work per Subject
carried out, and (iif) activities performed and related costs.

{iv]  “Contracted Currency” shall mean the __INR used for invoice’s and payment’s purpose,

v} “Domestic Currency” shall mean the_ INR__ used for the purpose of the caleulation of the above-
mentioned Clinical Trial Costs,

(vi}  “Foreign Currency Exchange”: The Partles acknowledge that, due to fluctuations in exchange rates
between Contracted Currency and Domestic Currency, the payments to be made by the Sponser {including
through its CRO} to the Institution may be greater or fesser than estimated by the Parties an the date of
execution of this Agreement.

Prior to the payment of the last milestone, "halance of the Actual budget *, the Parties agree to examine
the variation between the Foreign Currency and the Domestic Currency.

if the Exchange Parity has fluctuatad by more than 10% [Option: 7% if not aceepted by P, upwards or
downwards compared to the Reference Exchange Rate as determined below, the Partiag agree to adjust
the payment to be made to the Institution either upwards or downwards in the same magnitude as the
currency exchange variation:

——

=
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- If the difference is in favor of the Institution then, the Institution shall reduce invoice such
difference to the Sponsor.

- [ the variation Is in favor of the Sponsor, the Institution will reflect that difference from the
payment of the last milestone.

For the purpases of this Agreement, Reference Exchange Rate shall be the exchange rate as published by
the European Central Bank in its web site called:
hitoe//www ech. int/stats/exchange/eurafxref/htmifindex.en htmi

To determing the variation of the exchange rate, the Parties agree to use the exchange rates as
published on the month of the last invoice to be sent by the Institution.

All the payments to the Principal Investigator / Institution/Payee shali be done in Indian Rupees {INR)
oniy. Accordingly, section {(vi} is not applicable to the Agreement.

2- Payments:
Payments by the Sponsor (including through its CRO) to the Institution shall be made as follows:

- Upon signing of the Agreement by both parties and after receipt of Sanofi Pasteur Purchase Order number;
INR 6¢,000(Sixty Thousand Only), corresponding to the Site start up fees,

- Firsy Subject enrolled in Visit 1 of cohort | at the Trial Site: 05% of Estimated total subject cost
- First Subject enrolled in Visit 1 of cohort ii at the Trial Site: 05% of Estimated total subject cost

- Last Subject enrolled in Cohort I Visitl at the Trial Site: 40% of Actual Budget {minus the 10% of the
Estimated Budpet already paid

- Last Visit Last Subject; 20% of the Actual Budget.
- Database clean: 20% of Actual Budget.

- End of statistical analysis and in no ¢ase no later than 3 months after database clean: the balance of the
Actual Budget.

However, if less than 90% of the Subjects enrolled are considered as Evaluable Subjects, the balance whl not be
paid te the Institution.

- Study patient travel reifnbursement at the rate of INR 1000/- will be reimbursed to the site. Study patient
travel reimbursement will only be paid by Fortrea if 2 third party vender is not involved. Study patient names
and any parsonal information must be remeved and redacted from any expense supporting documentation
(receipts and tickets etc.} submitted to Fortrea. invoices shall be generated and submitied to Fortrea on
quarterly basis, The invoice generated for patient travel reimbursement shall include the patient study
number and visit details along with the details mentioned in section 3.5,

3- Payment terms:

3.1- Involces must be Issued to the CRO in accordance with the payment schedule defined in above section 2.
3.2- Payments of any and all amounts due by the CRO will be made only upon receipt of the proper and detailed
corresponding original invoices by the Institution {CRO's payment terms: 45 days’ net from the receipt of correct

invoice’s), in the Contracted Currency by bank transfer to the following Institution’s bank account opened in the
country in which the Institution is located.
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D

For Payments refated to INSTITUTION / INVESTIGATOR

tate Bank of India

Bank Name & Branch:
Madhuvan Seria, Ground Floor, Near SmrithiBhavan, Tiger Circle,

Manipal, Karnataka 576104

Bank IFSC 5BINCOD4426

Account No.: 32152923733

PAYEE: Manipal University Research linit
PAN No.: AAETVIBEY5B

G5T No.: ZOAAETMB695B174

3.3- Te be paid, any invoice must be approved in advance by Shailender Rathore, Clinical Project Leader and
Yuvadee Yaiprayoon, Clinical Study Manager- Clinjcal Development

An electronic draft of any Invoice In a pdf format must thus be sent in advance for review and validation by
email to

3.4- Once validated in accordance with above section 3.3, the griginaf paper version of the invoice shall he
addressed to the CRO to the following address:

3.5- To be paid the original invaice must reference the foltowing:

- Complete Institution’s Narne, Address and Phone Number

- Invoite date

- Invoice number

- Payment amount and currency

- Payment term fdue date

- CRO contact name

- Chinical Triaf Code and Complete description of service rendered

- Method of payment: {Wire}

- Wiring instructions, fncluding bank name, address, account number

- Intracomrounity VAT number i applicable [For European third party in European countries only]

Sanofi Pasteur/ CRO may reserve the right to send back to the Institution any Invoice that would not mention
any and all of the above-mentioned references.

4- Miscellaneous:

? F
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4.1- Each Party will bear its own costs {legal, tax, accounting and other fees) incurred with the drawing up and
axecution of the Agreement.

4.2- If relevant, the Institution shall be liable to pay any and all armounts to others involved in the Clinical Trial,
and especially the Additional Personnel,

4.3- The Partles agree that the excess and/or unutilised amount lying with the PAYEE/PRINCIPAL
INVESTIGATOR/ INSTITUTION under this Agreemaent, at the request of the SPONSOR and/or as agreeable to the
PAYEE/INVESTIGATOR AINSTITUTION at Its/their discretion from time to time, be returned to the SPONSOR
and/or be utilized towards Subjects’ acadamic, educational or research purposes including setting up a library,
recreational centre for Subject care.

5-Taxes:

51 The PAYEE will bear the responsibility for the déclaration of these sums and for the payment of aff taxes and
sacial contributions on the fees it will receive hereunder.

5.2 Taxes, as applicable, will be paid on generation of valid Invoice showing the amount of tax to be charged
before any payment is made under this Agreement.

5.3 Each payment made shall be inclusive of all applicable taxes and duties except far Goods and Service Tax
{“GST"} which shall be reimbursed by the SPONSOR to the Payee against presentation by the Payee of all
relevant documentation. The party who makes a taxable service under or In cannection with this Agreement
shall be entitled to recover such taxes that it Is required by faw to collect from the other party to whom the
services are made by issuinga valid tax invoice in the format prescribed under the relevant law.

Notwithstanding anything contrary stated herein in this Agreement, the other party to whom the services
are made shall not be under any obligation to make any payment until the receipt of the tax inveice. In
addition, if the PAYEE fails to upload it return on GSTN portal and is unable to pay GST within prescribed
time period, the Payee shall indemnify the Sponsor such GST amount along with applicable interest.

* A Subject Is considered as having completed the Study when he/she has completed the specified Study
perlod, and is evaluated as per the Protocol.

* In case of Subjects recruited but not having completed the Study, the amount to he paid will be calculated
according to the fees of the visits actually performed by these Subjects. No payment will be made for
an ineligible Subject incorrectly randomized into the Study or in case the Subject did not complete the
Study due to negligence, malpractice, breach of Protocol, willfully wrong act or omission on the part of
the Principal lnvestigator/Institution.

APPENDIX 2 - BUDGET

MEQO00064_Budget sheet for Dr.Veena Kamath

Per subject Cost - Cohort 1_Group 1a
Visit Investigator Instituticnal Overhead Total
Grant @ 30%
Vi 21,130 §,339 27,469
ci 950 285 1,235

]
Site Name: Kasturbha Medical College @
Study code/Name:MEQQ0064 Effective Date:06% February 2024

Intials: CRO

kitial: INSTITUTION Initials: INVESTIGATOR



V2 6,002 1,801 7,803
V3 6,002 1,801 7,803
V4 6.001 1.800 7,801
C2 950 285 1,235
V5 6,000 1,800 7,800
V6 7,500 2,250 9,750
Per subject total grant 70,886
Target subjects to be enrolled 6

Grand Total Group 1a (A ) 425,373

Per subject Cost - Cohont 1_Group 1b

Visit Investigator Institutional Overhead Total
Grant @ 30%
Vi 17,330 5,199 22,529
C1 950 285 1,235
V2 7,998 2,399 10,397
V3 7,996 2,399 10,395
V4 7,996 2,399 10,395
V5 10,000 3,000 13,000
o2 850 285 1,235
V6 11,500 3,450 14,950
Per subject total grant 34,136
Target subjects to be enrolled 18
Grand Total Group 1b (B ) 1,514,448

Per subject Cost - Cohont 1_Group 1c
Visit Investigator Institutional Cverhead Total
Grant @ 30%

| 0
Site Name: Kasturbha Medical Coliege % g

Study code/Name:MEQROUGA Effective Date:06® Fehruary 2624
Intials; CRO Initial: INSTITUTION Initials: INVESTIGATOR




V1 17,330 5,199 22,529
c1 950 285 1,235
V2 8,260 2,478 10,738
V3 8,303 2,491 10,794
V4 8,225 | 2,468 10,693
Vi 8,225 2,468 10,692
Ve 8,000 | 2,700 11,700
c2 850 285 1,235
V7 10,000 3,000 13,000

Per subject total grant 92,616

Target subjects to be enrolled 24
Grand Total Group 1C {C ) 2,222 782

Per subject Cost - Cohort 1_Group 2

Investigator Institutional Qverhead Total
Grant @ 30%
Visit
Vi 17,330 5,198 22,529
V2 10,801 3,240 14,041
C1 950 285 1,235
V3 8,000 2,400 10,400
V4 8,225 2,468 10,693
V8 8,225 2,468 10,693
V6 9,000 2,700 11,700
c2 950 285 1,235
V7 10,000 3,000 13,000
Per subject total grant 05 535
Target subjects to be snrolled 48
P
10 L]!/
Site Name: Kasturbha Medical College

Study code/Name:MEQOO06S Effective Date:06% February 2024
Intials: CRO Initiak; INSTITUTION Initials: INVESTIGATOR



Grand Total Group 2 (D ) 4,585,214
Per subject Cost - Cohort 2_Group 5a
Investigator Institutional Overhead Totai
T Grant @ 30%
V1 17,330 5,199 22,529
ci 950 285 1,235
v2 9,500 2,850 12,350
V3 9,500 2,850 12,350
c2 950 285 1,235
V4 8,300 2,490 10,790
V5 8,300 2,490 10,790
V& 8,300 2,490 10,790
\'24 9,500 2,850 12,350
Cc3 950 285 1,235
va 9318 2,795 12,113
va 8,360 2,508 10,868
Per subject total grant 118,635.40
Target subjects to be enrolled 10
Grand Total Group 5a (E ) 1,188,354
Per subject Cost - Cohort 2_Group 5b
Investigator Institutional Overhead Total
— Grant @ 30%
Vi 17,330 5,198 22,529
c1 950 285 1,235
v2 9,500 2,850 12,350
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Site Name: Kesturbha Medical College
Study code/Name:MEQO0064
Intlals: CRO

Effective Date:06™ February 2024

inftfal: INSTITUTION initials: INVESTIGATOR




va | 9500 2,850 12,350
c2 950 285 1,235
v4 8,300 2,480 10,780
V5 8,300 2,490 10,790
V6 8,300 2,490 10,790
V7 9,500 2,850 12,350
v8 850 285 1,235
C3 9,318 2,795 12,113
va 8,360 2,508 10,868
Per subject total grant 118,635.40
Target subjects {0 be enrolled ag
Grand Total Group 5b (F) 3,559,062

Per subject Cost - Cohort 2_Group 6

Investigator Institutional Overhead Total

By Grant @ 30%
V1 17,330 5,199 22,529
C1 950 285 1,235
V2 9,500 2,850 12,350
V3 9,500 2,850 12,350
C2 850 285 1,235
V4 8,000 2,400 10,400
V5 8,000 2,400 10,400
V6 8,000 2,400 10,400
V7 8,155 2,447 10,802
o] 850 285 1,235
ve 9,690 2,907 12,597
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Site Name: Kasturbha Madical College
Study code/Name:MEQOG064 Effective Date:06% February 2624
Intials: CRO Initial: INSTITUTEON Initials: INVESTIGATOR




c4

950

285 1,235
Ve 8,360 2,508 10,868
Per subject total grant 117,435.50
Target subjecis to be enrolled 20
Grand Total Group 6 (G ) 2,348,710
Estimated Total Subject Cost {A+B+CH+D+E+F+G) 15,841,943.00
Fixed Payment
5r. No. Clinical trial set up costs Amount
i Site-Start Up Fees 60,000
2 Site close out Fee 50,000
3 Archiving Cost for 25 yrs 85,000
Total Fixed Cost (H) 195,000
Estimated Total site level study budget 16,036,943.00
Above budget is excluding of subject travel reimbursemant

Site Name: Kasturbha Medical College

Study code/Name:MECE0064
Intials: CRO
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Initiak: IESHTU’I’!ON

Effective Date:06™ February 2024
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