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Memorandum of Understanding

This Memorandum of Understanding is executed on 15 April 2021 at Pune.

Between

l. Bharati Vidyapeeth (Deemed To Be University), Pune

and Beyond
VOYAPEETH

Dr. Vishwajeet Kadam
BTech. M.BA. PhD

Pro Vice Chancellor

G. Jayakumar

Registrar

And

2. Institutional Ethics Committee Bharati Vidyapeeth Deemed University, Dhankawadi, Pune

(hereinafter referred to as IEC B VDU) represented by Dr. Subhash Salunke.

Bharati Vidyapeeth Deemed University constituted the 'Institutional Ethics Committee, Bharati

Vidyapeeth Deemed University' (IEC BVDU) on 17 December 2005 with an aim to ensure that

all research in BVDU is carried out according to current Indian regulations and guidelines like

ICH - GCP, New Drugs and Clinical Trials Rules 2019 G.S.R. 227 (E) and ICMR Ethical

Guidelines for Biomedical Research on Human Subjects.

The IEC is responsible for review of research proposals from all medical and allied science

fraternities of Bharati Vidyapeeth (Deemed To be University) Pune campus.

You have been appointed as a Chairperson of the IEC since April 2021.

The IEC BVDU is registered with DCG(I). Ethics Committee current Registration No. is

ECR/31Y1nst/MW2013/RR-19, issued under New Drugs and Clinical Trials Rules, 2019. As

per the ICH-GCP, ICMR guidelines and New Drugs and Clinical Trials Rules 2019 G.S.R. 227

(E), the Institutional Ethics Committee should be multidisciplinary and multisectoral in

composition.

MOU is mandatory with reference to File No. EC/19/000196, issued by Government of India,

Directorate General of Health Services, Central Drugs Standard Control Organization (Ethics

Committee Registration Division) dated 16-Sep-2019, point no. 30

Mutual Understanding between Head of I Chairperson of IEC BVDU
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1. Necessary support, facilities for IEC Secretariat setup, personnel & infrastructure shall be
provided by the Institution/ University.

2. Institution will ensure compliance by the Investigators to IEC BVDU's
recommendations and provide access to site and documents pertaining to the research

approved by the committee.

3. The IEC records will be maintained as long as required.

4. IEC BVDU shall be independent in its functioning and decision making.

5. Ethics committee shall function as per the applicable rules & regulations.

The MOU will come into force on the date of its signing by the representatives of the Bharati

Vidyapeeth (Deemed To Be University) & the Chairperson of JEC BVDU and shall continue for

a period of 3 years, unless revoked by the party upon at least one month notice. This MOU is

extendable for a further period upon mutual agreement.

signed at Pune on Day 201 |

For

Institutional Ethics Committee, BVDU
Dr. Subhash Salunke

Chairperson,

Sign & Date:

15 loq 12021

For

University Authorities of Bharati Vidyapeeth (Deemeq To Be University), Pune

Mr. G. Jayakumar

Registrar,

Sign & Date: INDIA

( 5 04 
%

Copy to Principal BVDUMC:
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CLINICAL STUDY AGREEMENT
Among

l. CADILA HEALTHCARE LIMITED, a multinational pharmaceutical company incorporated under the
laws Of India, having its Registered Office at Zydus Corporate Park, Scheme No. 63, Survey No. 536,

Khoraj (Gandhinagar), Nr. Vaishnodevi Circle, Sarkhej-Gandhinagar Highway, Ahmedabad-382481,

Gujarat, India (hereinafter referred to as "the Sponsor")

2. DR. SANJAY LALWANI, (hereinafter referred to as "Principal Investigator )

3. BHARATI VIDYAPEETH (DEEMED TO BE UNIVERSITY) MEDICAL COLLEGE & HOSPITAL, Pune-

Satara Road, Dhankawadi, Katraj, Pune-411043 India (hereinafter referred to as "the

Institution")

CADILA PROJECT:

"A phase Ill, randomized, multi-centre, double blind, placebo controlled, study to evaluate efficacy,

safety and immunogenicity of Novel Corona Virus -2019-nCov vaccine candidate of M/S Cadila

Healthcare Limited. (Project No. NCOV.20.002)"

This Clinical Study Agreement ("Agreement") is executed on 29th day of January, 2021 ("Effective Date")

among Cadila Healthcare Limited, Zydus Corporate Park, Scheme No. 63, Survey No. 536, Khoraj

(Gandhinagar), Nr. Vaishnodevi Circle, Sarkhej-Gandhinagar Highway, Ahmedabad-382481, Gujarat, India

("Sponsor") India; Dr. Sanjay Lalwani, Bharati Vidyapeeth (Deemed To Be University) Medical College &

Hospital, Pune- Satara Road, Dhankawadi, Katraj, Pune-411043 India for the study entitled "A phase Ill,

randomized, multi-center, double blind, placebo controlled, study to evaluate efficacy, safety and

immunogenicity of Novel Corona Virus-2019-nCov vaccine candidate of M/S Cadila Healthcare Limited."

(Project No. NCOV.20.002)" (Hereinafter referred to as "the study").

This Agreement also covers any companion protocol(s) later developed and approved by all the Parties

that are conducted concurrently with the protocol identified herein (collectively "Protocol") and that

involve some or all the same subjects. The Sponsor and the Institution hereby declare that all the

necessary permissions and licences required under the provisions of various acts and rules thereunder

have been obtained for the performance of their respective obligations under this Agreement.

AND WHEREAS the Sponsor is desirous of engaging the said Principal Investigator and Institute for carrying

out the Study.

NOW, THEREFORE, in consideration of the premises and the covenants and Agreements of the parties as

hereinafter set forth, the parties have agreed and do hereby agree with each other to the following:

THE PARTIES AGREE AS FOLLOWS:

1. The Sponsor would like to test the vaccine namely ZyCOV D which will be used for Prevention

of Corona Virus Disease - 2019 in healthy subjects. The Sponsor hereby declares that all the

ecessary permissions and licenses required under the provisions of relevant Acts and Rules

Depament hdiatrics, Bharati Vidyapéeth Page 1 of 12
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CLINICAL STUDY AGREEMENT

namely Drugs & Cosmetics Act, 1940 and Drug & Cosmetic Rules 1945 and their subsequent
amendments will be obtained before the start of the study.

2. The Sponsors have approached the Investigator as they desire to perform the study in regards

to the said drug in accordance with the Declaration of Helsinki, the Indian Guidelines on Good

Clinical Practices and Local Regulations and have accordingly finalized the Clinical Trial

Protocol.

3. The Principal Investigator hereby confirms that he has read and understood the clinical trial

protocol entitled namely "A phase Ill, randomized, multi-center, double blind, placebo

controlled, study to evaluate efficacy, safety and immunogenicity of Novel Corona Virus -

2019-nCov vaccine candidate of M/S Cadila Healthcare Limited". All amendments and

appendices have also been read and understood. The investigator agrees to the protocol and

will perform the study in accordance with the Declaration of Helsinki, the Indian Guidelines on

Good Clinical Practices, and applicable laws, rules and regulations.

THE PARTIES AGREE AS FOLLOWS:

4. Investigators and Research Staff
4.1 Principal Investigator: The Study will be conducted by Dr. Sanjay Lalwani, Bharati

Vidyapeeth (Deemed To Be University) Medical College & Hospital, Pune- Satara Road,

Dhankawadi, Katraj, Pune-411043 India with registration number 62654; the Principal

Investigator. The Principal Investigator hereby confirms that he is a competent person to

sign this agreement on behalf of his sub-investigators and research staff. The terms

"Investigator" or "Investigators" as used in this Agreement refers, as applicable, to the

Principal Investigator and his sub-investigators and research staff and the Institution.

4.2 Sub-investigators and Research Staff: Investigator will ensure that only individuals, who

are appropriately trained and qualified, assist in the conquct of the Study as sub-

investigators or research staff.

4.3 Obligations: Principal Investigator will ensure that all personnel, who assist in the conduct

of the Study, are informed of and agree to abide by all terms of this Agreement applicable

to the activities they perform. Principal Investigator is responsible to the Sponsor for

compliance by Investigators, with the terms of this Agreement.

4.4 No Substitution: The Principal Investigator shall not reassign the conduct of the Study to a

different Principal Investigator without prior written authorization from the Sponsor.

4.5 Delegation of Duties by Principal Investigator: The Principal Investigator may delegate

duties and responsibilities to sub-investigators or research staff only to the extent

permitted by the relevant laws and regulations governing the conduct of clinical trials in

India.

4.6 Compliance with Institutional Policies: The Principal Investigator will comply with the

policies and procedures of the organization/institute with which Principal Investigator is

affiliated, including any applicable financial policies. Principal Investigator will notify the

Sponsor promptly of any conflict between the terms of this Agreement and any such

policy or procedure, and the parties will attempt to reach an appropriate accommodation

Department Pediatrics, Bharati Vidyapeeth

4 (Deemed To Be University )

Medical College & Hospital, Pune
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CLINICAL STUDY AGREEMENT

4.7 Audit: The Principal Investigator will make necessary arrangement for inspection of

documents etc. by Sponsods monitor, official of regulatory agency.

5. Funding: The conduct of the study will not impose any financial burden on the Principal

Investigator or the Institution. The Sponsor declares to bear all the expenses pertaining to the

conduct of the study.

5.1 Financial Support for Clinical Trial: The details of the financial support to investigators and

the budget sheet are attached in Annexure A hereunder:

6. Protocol: Investigator will conduct the Study in accordance with the Protocol, Indian GCP

guidelines and applicable rules and regulations in India.

6.1 Amendments: The Protocol may be modified only by a written Amendment, signed by

both the Sponsor and the Principal Investigator.

6.2 Emergency Amendments: If it is necessary to change the Protocol on an emergency basis

for the safety of the subjects, Investigator will notify the Sponsor and the responsible

Independent Ethics Committee or Institutional Review Board (as applicable) as soon as

practicable but, in any event, not later than five working days after the change is

implemented. Any emergency change to the Protocol must be followed by execution of a

written Amendment within 30 days.
6.3 No Additional Research: No additional research may be conducted on Study subjects

during the conduct of the Study unless it is approved and documented as a sub-study

protocol or an Amendment to the original Protocol. Such prohibited research activities

include, but are not limited to, analyses of biological samples from Study subjects for any

non-therapeutic purpose.

7. Subiect Enrolment: Investigator has agreed agrees to enrol the subjects in the study as may be

defined and decided by the Sponsor from time to time. A qualified subject is one who meets all

Protocol criteria such as inclusion & exclusion criteria and agrees to participate in the study

through informed consent in writing.

7.1 Excess Enrolment: If Investigator enrols the maximum number of qualified subjects, the

Sponsor may or may not invite Investigator to enrol additional subjects. However, the

Principal Investigator shall not enrol more than maximum number without prior approval

by the Sponsor.

7.2 Failure to Enrol: If Investigator fails to enrol subjects at a rate adequate to meet the
enrolment requirement, the SPONSOR shall be free to terminate the Study early (see
Section 24, Termination).

8. Study Conduct: Investigator will conduct Study in accordance with the Protocol, the Sponsor's
written instructions, Indian Good Clinical Practices (Indian GCP) guidelines and all applicable
governmental laws, rules, and regulations.

8.1 No Charge for Investigational Drug or Reimbursed Services: Investigator will not charge a
Study subject or third-party payer for Investigational Drug (see Clause 13.1, Investigational
Drug) or for any services reimbursed by the Sponsor under this Agreement.

Departnmt Pediatrics, Bharatl Vlöß\.eeth
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CLINICAL STUDY AGREEMENT

9. Inde ndent Ethics Committee Institutional Review Board: Before the Study is initiated,Investigator will ensure that both the Study and the informed consent form are approved by an
Independent Ethics Committee or Institutional Review Board (as applicable) (both referred to as a
'IRB') that complies with all applicable laws and regulations. Investigator will further ensure that
the Study is subject to continuing oversight by the IRB throughout its conduct.

10. Study Disapproval: If, through no fault of Investigator, the Study is disapproved by the IRB, this

Agreement will immediately terminate with no penalty to the Investigator, as provided in Section

24.1.1, Disapproval by IRB, below.

11. Data Protection: Data collected in Study may include personal data and sensitive information
which is subject to specific legislation relating to the processing, storage, transfer and use of such

data or information. The Investigator will comply with all relevant laws relating to the protection
and use of personal data and data privacy in its conduct and reporting of the Study. The
Investigator shall take all technical and organizational measures to prevent unauthorized or
unlawful processing or accidental loss or destruction Of, or damage to, or disclosure of such data.
THE SPONSOR will take appropriate measures to protect the confidentiality and security of all
personal data that it receives from Investigator in connection with the Study. Personal data
relating to the Investigator shall be processed and used for the purposes of administration of this

agreement and in connection with the Study and will be held on one or more databases for the

purposes of determining the Investigator's involvement in future research and in order to comply

with any regulatory requirements. Such data may be disclosed or transferred to other members of

Cadila Healthcare Limited group of companies, to representatives and contractors working on

behalf of the Sponsor group and to regulatory authorities across the world. The Investigator shall

ensure that all necessary consents are in place to comply with the provisions of this clause 12. The

Principal Investigator shall be responsible for obtaining Sponsods permission before publication or

conference presentation of any Sponsors' data.

12. Informed Consent and Authorization to Use and Disclose Health Information:

12.1 Informed Consent: Investigator will obtain a written informed consent from each Study

subject and will maintain a signed original of that consent in the subject's record.

Investigator will allow the Sponsor to inspect signed informed consent forms or

photocopies thereof during monitoring visits or audits (see Monitoring and Audits,

Section 16).

13. Adverse Events: Investigator will report adverse events experienced by Study subjects in

accordance with instructions in the Protocol and applicable regulations. This includes, where

required, prompt reporting by telephone, e-mail or facsimile. The Investigator shall, so far as is

lawful, have full responsibility for the reporting of all serious and unexpected adverse events and/

or deaths to local regulatory authorities as per prevailing regulations. The Sponsor has and will

maintain during the Study, an insurance policy adequate to cover adverse events or injury to Study

Subject(s) as a direct result of participation in the Study.

13.1 Investigational Drug: The Sponsor will provide Investigator with sufficient quantities of

the investigational drug(s) needed to conduct the Study.

m of Matrics, Bharati
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CLINICAL STUDY AGREEMENT

14.3.2 Publication of the results of the Study based on Study Data collected or

generated by Investigator is specifically authorized, subject to the provisions

of Section 18, Publications, of this Agreement.

14.4 Disclosure Required by Law: If disclosure Of Confidential Information to any party other

than the IRB relevant regulatory authority is required by law, that disclosure does not

constitute a breach of this Agreement so long as Investigator

14.4.1 Notifies the Sponsor in writing in 15 working days advance of the disclosure so

as to allow the Sponsor to take legal action to protect its Confidential

Information,

14.4.2 Discloses only that Confidential Information required complying with the legal

requirement, and
14.4.3 Continues to maintain the confidentiality of this Confidential Information with

respect to all other third parties.
14.5 Individually Identifiable Health Information: If, in connection with this Study or

performance Of this Agreement, the Sponsor comes into contact with individuality

identifiable health information relating to subjects who are not Study subjects, the

Sponsor agrees to maintain the confidentiality of such information and not to use it for

any purpose.

14.6 Survival of Obligations: These obligations of confidentiality survive termination of this

Agreement and continue for a period of five years after completion of the study and

marketing of the drug.

14.7 Return of Confidential Information: If requested by the Sponsor in writing, Investigator

will return all Confidential Information except that required to be retained at the Study

site by law. However, Investigator may retain a single archival copy of the Confidential

Information for the sole purpose of determining the scope of obligations incurred under

this Agreement.

15. Study Data. Biological Samples and Studv Records:

15.1 Study Data: During the course of the Study, Investigator will collect and submit certain

data to the Sponsor or its agent, as specified in the Protocol. This may include case

report forms or their equivalent ("Case Report Forms"), or other types of medical

images, ECG, or other types of tracings or printouts, data summaries, or any combination

of these (collectively, "Study Data"). Investigator will ensure accurate and timely

collection, recording, and submission of Study Data. Investigator will deliver Study Data

to the Sponsor or its agent within the reasonable time period.

15.1.1 Ownership of Study Data: Subject to Investigator's right to publish the results

of the Study (see Section 18, Publications), the Sponsor is the exclusive owner

of all Study Data.

15.1.2 Non-exclusive License: The Sponsor grants Investigator no right to use study
data for any purpose including internal research and/or education purpose.

15.1.3 Data Management and statistical Analysis: The Sponsor or its representative
shall carry out the data management and statistical analysis. The Sponsor may
consult and / or provide the Principal Investigator for interpretation during

44 report writing.
m 15.1.4 THE SPONSOR is the exclusive owner of study data.
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CLINICAL TRIAL AGREEMENT

THIS AGREEMENT IS MADE AND ENTERED INTO BY AND BETWEEN:

• SANOFI HEALTHCARE INDIA PRIVATE LIMITED (formerly known as Shantha
Biotechnics Private Limited)
a company organized and existing under the laws of India, having its office at Yd and
4th Floors, Vasantha Chambers, H. No. 5-10-173, Fateh Maidan Road, Basheerbagh,
Hyderabad — 500 004, Andhra Pradesh - India;

(hereinafter referred to as the "Sponsor")

On thefirst part,
AND:

• Bharati Vidyapeeth (Deemed To Be University) Medical College, Pune,
an institution incorporated under the laws of, having its registered head office at Pune
411043, Maharashtra

(hereinafter referred to as the "Institution")

- and -

Dr. Sonali Palkar
Practicing at Department of Pediatrics as In-charge, Pediatric Research Cell & at
Department of Community Medicine as an Associate Professor

On the second part,

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

THIS AGREEMENT RELATES TO THE FOLLOWING CLINICAL TRIAL:

Immunogenicity and Safety of SHAN6@ vaccine when administered as booster in healthy

toddlers in India

Code: ISH6000041

Initial here 1/37



PREAMBLE

WHEREAS, Sanofi Healthcare India Private Limited is the Sponsor, as defined in the ICH

guidelines, of the above mentioned Clinical Trial and therefore wishes to perform this

Clinical Trial;

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;

WHEREAS, the Institution and the Principal Investigator are willing to organize, conduct

and perform this Clinical Trial on behalf of the Sponsor;

WHEREAS, the Principal Investigator is responsible for the scientific supervision and

direction of the Clinical Trial and will conduct the Clinical Trial in the facilities of the

Institution;

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- DEFINITIONS

For the purposes of this Agreement the following words and phrases shall have the following

meanings:

"Additional Personnel" means any co-investigator and/or any of Institution's

contractors, employees, post-doctoral fellows, residents, demonstrators, students and/or

technical staff, who may be involved in the Clinical Trial (as hereinafter defined), other

than the Principal Investigator.

"Affiliate" means, with respect to Sanofi Healthcare India Private Limited, (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 ordinary 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

Healthcare India Private Limited, or (ii) any other Person which, at the time such

determination is being made, is Controlling or under common Control with Sanofi

Healthcare India Private Limited.

"Agreement" means this Clinical Trial Agreement, all amendments and supplements to

this Agreement and all schedules to this Agreement.

"Case Report Form" means the form 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 accessible through a web link which shall be communicated 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.

I 'tialhere 2/37



"Clinical Trial" means the clinical trial above-mentioned in the Preamble of the

Agreement.

"Concomitant Product" means the commercialized [Name] vaccine manufactured by

[Name] [and the [Name] vaccine manufactured by [Name] to be used in the Clinical Trial

in accordance with the Protocol.

OR

- "Concomitant Product": There is no Concomitant Product In the Agreement.

- "Confidential Information" means any and all information relating to the Sponsor or its

Affiliates which is of a confidential and proprietary nature, including but not limited to

preclinical, clinical or formulation data, investigator's brochures, case reports, source

documentation, study protocols and SOPs (as defined hereafter) as amended from time to

time.

"Control" means, whether used as a noun or verb, the possession, directly 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.

"Control Product" means the [Name] manufactured by [Name] [and the [Name]

vaccine manufactured by [Name]] to be used in the Clinical Trial in accordance with the

Protocol.

OR

"Control Product": There is no Control Product in the Agreement.

"Enrollment Cap" means that the Sponsor reserves the right to limit enrollment by

giving written notice, or by giving notice by telephone followed by written notice, to the

Institution and the Principal Investigator to cease further enrollment of Subjects in the

Clinical Trial.

"GCP" means:
(i) the set of regulations established by Health Authority(ies) for conducting clinical

studies including without limitation the set of regulations established by the CDSCO,

(ii) the current international ethical and scientific quality standards for designing,

conducting, recording and reporting clinical studies known as ICH Guidelines for

Good Clinical Practice.

"Health Authorities" means applicable health authorities, either governmental,

regulatory or otherwise, including but not limited to the Drug Controller General of India

(DCGI), United States Food and Drug Administration ("FDA"), the European Medicines

Evaluation Agency ("EMEA"), the French "Agence Natinale de Sécurité des

Médicaments et des produits de santé " ("ANSM") and Health Canada.

"ICH" means the International Conference of Harmonization.

"IEC[IRB" means the Independent Ethics Committee / Institutional Review Board

responsible for review and approval of the Protocol.

"IND" means an investigational new drug.

here 3/37



• "Indemnitee" means collectively the Institution, its trustees, officers, directors, agents,Additional Personnel and the Principal 
Investigator.

"Inventions" means any inventions. 
discoveries, or innovations. products, processes,data, reports, results, formulations, 

technologies and compounds, whether patentable ornot, arising directly or indirectly, in the performance of the Clinical Trial under thisAgreement or using Clinical Trial funds or otherwise arising out of use of the Product.

"Investigational Product" means the Sponsor's fully liquid hexavalent vaccine (DTwP-HepB-Hib-IPV) to be used in the Clinical Trial in accordance with the Protocol.

"Person" means an individual, partnership, joint venture, trustee, trust, corporation,unincorporated organization or other entity or a government, state or agency, or politicalsubdivision 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 who is named on the head of the Agreement
and coresponds to the person who is named "Investigator" or "Principal Investigator'
in the Protocol for either the entire study or a study site.

"Privacy Rules" means any national and intemational standards of practice, establishing
a category of information regarding the 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 performed upon the Personal 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.

"Protocol" means the last approved version of the protocol including any and all

amendments, which will be considered as attached hereto upon 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 thereof 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 tet-ms of this Agreement, the terrns of this Agreement will govern

with respect to contract terms and conditions but the Protocol 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, drafts of abstracts and/or

manuscripts for publication (including slides and texts of oral or other public

presentations).
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THIS AGREEMENT IS MADE AND ENTERED INTO AS OF THE a 1 DAY OF

. 2020.

BETWEEN:

Indian Immunologicals Limited, a company duly incorporated under the Companies Act,

and having its registered office at Road No. 44, Jubilee Hills, Hyderabad, Telangana— 500033

(hereinafter referred to as "11L" or "Sponsor") which expression shall be deemed to include

its successors and administrators and assigns etc.

AND

Bharati Vidyapeeth (Deemed To Be University) Medical College & Hospital (BVDUMC),

an institution incorporation under the laws of India, having its registered head office at Katraj,

Dhankawadi, Pune-411043 India which expression shall be deemed to include its successors

and administrators and assigns etc. (Hereinafter referred to as the 'Institution')

AND

Dr. Rahul Jahagirdar, Professor in Pediatrics, Department of Pediatrics, Bharati Vidyapeeth
(Deemed To Be University) Medical College & Hospital, Katraj, Dhankawadi, Pune-411043
INDIA

(hereinafter referred to as the "Principal Investigator") which expression shall be deemed to
include its successors and administrators and assigns etc.

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

AND RELATES TO TIIE CLINICAL TRIAL:

A Phase 11/111 Multicentric Randomized Single Blind Study to Compare the
Immunogenicity and Safety of Measles and Rubella Vaccine (Live) of HBI with MR-VAC@ Vaccine in Healthy Subjects

Code: HB1/MR/11/111/2019/001.02.OO Version 02

A (HBl/MR/ll/lll/2019/001.02.OO/BVDUMC)/ 12020] Page 1 of 28
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dossier, reports, studies, consultants reports, trade secrets, proformas and other financial and

trade / commercial infomation.

- "Control" means, whether used as a noun or verb, the possession, directly or indirectly, of the

power to direct, or cause the direction of, the management or policies of a Person, whether

through the ownership ofvoting securities, by contract or otherwise.

"Central Licencing Authority" means the Drugs Controller, India.

"EC" (IRB/IEC) means the Ethics Committee responsible for review and approval of the

Protocol,

"Enrollment Cap" means that the Sponsor reserves the right to limit enrollment by giving

written notice, or by giving notice by telephone followed by written notice, to the Institution

and the Principal Investigator to cease further enrollment of Subjects in the Clinical Trial.

- "GCP" means:

(i) "Good Clinical Practices Guidelines" means the Good Clinical Practices Guidelines for

conduct of clinical studies in India, formulated by the Central Drugs Standard Control

Organisation and adopted by the Drugs Technical Advisory Board. The current

international ethical and scientific quality standards for designing, conducting, recording

and reporting clinical studies known as ICH Guidelines for Good Clinical Practice.

(ii) The current international ethical and scientific quality standards for designing,

conducting, recording and reporting clinical studies known as ICH Guidelines for Good

Clinical Practice.

"Health Authorities" means applicable health authorities, either governmental, regulatory or

otherwise, including but not limited to the Drug Controller General (India) ("DCGI")

"Indemnitee" means collectively the Institution, its trustees, officers, directors, agents,
Additional Personnel and the Principal Investigator.

"Inventions" means any inventions, discoveries, or innovations, products, processes, data,
reports, results, formulations, technologies and compounds whether patentable or not, arising
directly or indirectly, in the performance of the Clinical Trial under this Agreement or using
Clinical Trial funds or otherwise arising out of use of the Product.

- "Person" means an individual, partnership, joint venture, trustee, 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.

A [20201 Page 3 of 28

Initial Here



"Principal Investigator" means the person who is named on the head of the Agreement andcorresponds to the person who is named "Investigator" or "Principal Investigator" in the
Protocol.

- "Protocol" means the last version of the protocol approved including any and all amendments,
which will be considered as attached hereto upon completion, and is incorporated herein by
reference

It is agreed that this Agreement shall be govemed 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 thereof 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 terns and

conditions but the Protocol will gmern with respect to the conduct of the Clinical Trial and

with respect to serving the best interests ofpatient welfare.

"Public Presentation" means, collectively or individually, drafts of abstracts and/or

manuscripts for publication (including slides and texts of oral or other public presentations).

"Privacy Rules" means any national and intemational standards of practice, 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 the collection, use, transfer, storage, deletion, processing (both by

computer and manually), combination or other use of personal data or information as

contemplated by any applicable data protection laws.

-"Recipient" means, collectively and individually, the Institution [Department of Padiatrics,

Bharati Vidyapeeth Deemed to be University Medical College, Katraj, Dhankawadi,Pune-

411043 India] and/or the Principal Investigator and/or Additional Personnel.

- "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 Clinical Trial.

"SOPs" means the Sponsor's Standard Operating Procedures as amended from time to time to

be used for the purpose of the Clinical Trial

"Institution" means the location(s) where the Clinical Trial activities are conducted by the

Institution and/or the Principal Investigator.
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ChAdOxl nC0V-19: Oxford/AZ-ChAdOxl nC0V-19

vaccine, a replication-deficient simian adenoviral vector

expressing the spike (S) protein of SARS-CoV-2
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CONFIDENTIAL

This document is confidential and is to be distributed for review only to investigators,

potential investigators, consultants, study staff, and applicable Independent Ethics

Committees or Institutional Review Boards. The contents of this document shall not be

disclosed to others without authorization from SIIPL, unless it is necessary to obtain

informed consent from potential study volunteers.
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CONFIDENTIAL

PROTOCOL SUMMARY

A phase 2/3, observer-blind, randomized, controlled study to determine

the safety and immunogenicity of COVISHIELD (COVID-19 vaccine)

in healthy Indian adults

ICMWSII-COVISHIELD

2/3

The COVID-19 epidemic has caused major disruption to healthcare

systems with significant socioeconomic impacts. Containment measures

have failed to stop the spread of virus, which has reached pandemic levels.

There are currently no specific treatments available against COVID-19

and accelerated vaccine development is urgently needed.

Live attenuated viruses have historically been among the most

immunogenic platforms available, as they have the capacity to present

multiple antigens across the viral life cycle in their native conformations.

However, manufacturing live-attenuated viruses requires complex

containment and biosafety measures. Furthermore, live-attenuated viruses

carry the risks of inadequate attenuation causing disseminated disease,

particularly in immunocompromised hosts. Given that severe disease and

fatal COVID-19 disproportionally affect older adults with co-morbidities,

making a live- attenuated virus vaccine is a less viable option.

Replication competent viral vectors could pose a similar threat for

disseminated disease in the immuno-suppressed. Replication deficient

vectors, however, avoid that risk while maintaining the advantages of

native antigen presentation, elicitation of T cell immunity and the ability

to express multiple antigens.

Subunit vaccines usually require the use of adjuvants and whilst DNA and

RNA vaccines can offer manufacturing advantages, they are often poorly

immunogenic requiring multiple doses, which is highly undesirable in the

context of a pandemic.

Chimpanzee adenovirus (ChAd) vaccine vectors have been safely

administered to thousands of people using a wide range of infectious
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OVID- 19. Serum Institttte or India t. Ltd.

CLINICAL TRI AL AGREEMENT

IIS CLINICAL TRIAL AORILE:VIEN'T ("Agteetncnt") is made end entered into as Of

day oc (hereinafter "EflZ•ctive Date") by and

betxseen:

Serum Institute of India Pvt. Ltd. a cotnpany incorporated under Companies Act, 1956

having its registeted office at 212/2, Off Soli Road, Hadapsar. Pune 41 1028.

India. (hereinafter "Sponsor");

DiagnoSearch Life Sciences Pvt. Ltd. a cotnpany incorporated under Companies Act,

1956 having its registered Otlice at 702, Dosti Pinnacle, Plot No. E-7, Road No.

22. Wagle Industrial Estate. Thane- 400604. Maharashtra. India (hereinafter "CR()"),

acting on behalf of Serum Institute of India Pvt. Ltd. / the Sponsor;

Dr Sanjay Lalwani, Bharati Vidyapeeth (Deemed To Be University) Medical College

and Hospital, Department of Pediatrics. Pune-Satara road, Dhankawadi, Katraj. Pune-

41 1043. Maharashtra. India: hereinafter refen•ecl to as Investigator;

AND

Bharati Vidyapeeth (Deemed To Be University) Medical College and Hospital, Pune-

Satara mad. Dhankawadi, Katraj, Pune- 41 1043. Maharashtra, India; hereinafter referred

to as Institution.

HEREAS CRO is engaged in the business of managing and providing clinical research

sen ices and telated activities and has been appointed by Sponsor to an-ange and

administer a clinical Study entitled:

A Multicenter, Phase Ill, Double-Blind, Randomized, Placebo Controlled Study to

F.uduate the Efficacy of Recombinant BCG VPMI 002 in Reducing Infection

Incidence and Disease Severity of SARS-COV-2/COVID-19 Among High-Risk

Subject under Protocol no. - Sli-rBCG/COVlD-19/lN-Ol, Version 3.0 Dated: I I April

0 0 • 0 ("the Protocol") and has entered into an agreement with Sponsor or one of its

affiliates concerning the management. funding and adlilinistration of the Study;

AND WHEREAS Sponsor intends to appoint Investigator relating to the said SII-

rBCG/COVID-19/IN-01, Clinical Study and requires CRO to supervise the services /

activities to be undenaken by Investigator along with the services provided by CRO to

Sponsor.

AND WHEREAS Institution and Investigator have each reviewed sufficient information

regarding Sponsor's vaccine viz. SII-rBCG VPMI 002 (the "Study Vaccine"), the

Protocol for the Study and the Investigator Brochure to evaluate their interest in

participating in the Study and each desires to participate in the Study as more particularly

described in this Agreement.

Confidential Apr 2020
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of India 
Ltd.

NOW. 

the terns. 

and 

CR(). Investigator and 
Institution 

agtee as 
folloO.

. CRO. 
and 

Institution 
are 

sometimes 

referred to as a Party and 
collectisel.v 

as parties

set

individually

1.1 The Institution and the 1mestigator 
undertake to conduct the study 

including
in strict

u,various guidelines and applicable 
regulatory 

requitvments 

toy(a) the 
world Medical 

Association 
Declaration of Helsinki

titled. Principles for Medical Research 
Inolving 

Subjects:" (b) the

uperi' current ICH Hannonised 
Tripartite 

Guideline for Good Clinical 
Practice

(CPMP/lCW135/95): (c) the 
Indian Ministty of Health and Family Welfare

guideline for good clinical practice titled. 
Clinical Practices for Clinical

Research in India:" (d) the 
Indian council of Medical Research ethical

guideline for clinical research titled. "Ethical Guidelines for Biomedical 
Research on

Human Subjects:" (e) the 
of all 

Institutional Ethics

Committees and institutional 
boards (collectively. the Institutional Ethics

Committees) (0 Sponsor's Standard Opetating PIX)cedure (SOP)s. if required:

Institution's own sop, the Protocol which is approved by Sponsor. Investigator and

the IRB and a copy of which is attached hereto as Schedule A (g) such other

guidelines as may be issued by Indian Council of Medical Research and Ministry of

Health and Family Welfare and (h) data privacy laws as may be applicable and

subsequent amendments if any, to the above guidelines and such other regulations

that may be pronounced by a competent authority from time to time (hereinafter

"Regulatory Requirements"). It is understood and agreed that. in the event Of a

conflict among any of the Standards. the most stringent Standard shall apply.

1.2 The Investigator hereby certifies and undertakes that s/he is not and has not been

debarred under the Drugs and Cosmetics Acts 1940. Drugs and Cosmetics Rules.

1945, and any legislation in connection with any of the services or work provided

hereunder as amended, or any other similar legislation. or excluded by a regulatory

authority from participating in the development or appmval of a drug or biological
or disqualified by a regulatory authority as a clinical investigator, and that this
certification may be relied upon in any applications to the Federal Food and Drug
Administration for drug approval. Furthermore, the Institution and Investigator
hereby certiö' and undcrtake that they will not use the services of a person so
debarred, and that such certification can be similarly relied upon. It is understood and
agreed that this certification imposes a continuing obligation upon the Institution andInvestigator to notify the CRO/Sponsor of any change in the truth of thiscertification.

13 The Investigator acknowledges and agrees that its obligations set forth herein are Of apersonal nature and that the character, competence and reputation of the Investigatorwere instrumental in the Sponsor's / CRO's selection„of theulnvestigator for the
Confidential
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Scrum Institute of Indio Pvt. Ltd.

conduct 01 the Study. Consequently, it is agreed that the Investigator may not in any

way transfer. cede or assign. directly or indirectly, the rights granted herein to any

third party If Investigator sllould become unwilling or unable to conduct the Study.

the Institution shall consult with the CRO regarding the appoinunent of a new

principal investigator. In such an event, CRO shalj supervise the services / activities

undertaken by new principal investigator relating to the Study along with the services

provided by CRO to Sponsor. If both Parties cannot agree on a substitute, all further

enrolment of subjects into the Study shall immediately cease and decision on the

continuation of subjects already recruited in the Study will be taken jointly by CRO

& Sponsor on a case to case basis. However, it is agreed between the Parties that, the

outgoing Investigator shall be liable and responsible for all his acts, deeds, actions,

omissions, and liabilities arising there from, during the period he / she acts as a

Principle Investigator.

1.4 The Institution and the Investigator undertake to conduct the Study in an efficient and

professional manner under the provisions of this Agreement and will use their best

efforts to complete the Study within the time period agreed between the Parties.

1.5 Parties agree to coordinate the day-to-day management of the Study with each other

and to comply with and perform their respective responsibilities and activities as set

forth in this agreement.

1.6 CRO will act as a contact point for the Investigator, Institution and Sponsor,

regarding any issue which may arise in the implementation of the Study.

1.7 Before commencing the Study, within seven (7) business days the Investigator will
seek approval to conduct the Study from the IRB and shall obtain consent as per
applicable local regulations of all Study Subjects (or, if permitted their legal
representative) who participate in the Study, including consent to allow Sponsor and
its Affiliates (hereinafter defined) to access personal and medical information as
necessary to monitor the Study or to receive and use Study data. Investigator must
deliver to the Sponsor/CRO the written approval for the conduct of the Study, the
approved informed consent form and the terms of the Protocol from the IR B.
Sponsor may terminate this Agreement under Article 8 (Term and Ternlination;
Effect of Termination) upon the failure of the Investigator to seek the
aforementioned approval from IRB. In this Agreeinent "Affiliate" tneans any entity
that controls, is controlled by, or is under common control with the party being
referred to. In this context, "control" shall mean (l) ownership by one entity, directlyor indirectly, of at least fifty percent (50%) of the voting stock of another entity; or(2) power of one entity to direct the management or policies of another entity, bycontract or otherwise;

1.8 The Sponsor/CRO is under no obligation to release Study Vaccine or any otherrelated supplies as defined in Protocol to the Investigator unless and until satisfactoryproof of IRB approval is submitted to the CRO.

1.9 The Investigator and Institution hereby warrants that they:

Confidential
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serum 

study in 

NO. 
rBCCi'COV11) 

19'lN.01

Lid,

with the

and in

Protocol. shall 

Of 

not 
chemically. 

physically

over an email 
and all 

applicable 
local.

and 

chalge 

rules and 
regulations, 

including,

(b) shall not 
the 

any study subject 
paid 

or 
for 

thitd-party 

by 
CRO/Sponsor 

payer for 
under 

study 

this 

procedures

Agreement

gor for any study Vaccine that is provided or paid for by 
CRO/Sponsor.

)ate ) (c) received a copy of the Investigator 
Brochure and has read and 

understood 
its

cipal

sup (d) shall prepare. document and maintain records and case histories on the case repofl

by the CRO, retain such data and records after 
completion 

of the

study, and obtain advance informed consent from each of the subjects, or their

duly authorized representatives, as defined in the protocol 
participating in the

Study (hereinafter "Subjects").

(e) shall administer the preparation of laboratory tests for shipment (e.g., centrifuge,

freezing, packing, labeling) and arrange for courier services with respect to the

shipment of biological samples (e.g., completion of shipment forms, ensure the

relevant shipment procedure and safe delivery of the shipment);

(f) shall report adverse events and serious adverse events as required by the

regulation in force and amended from time to time. The definition of 'Adverse

Events' and 'Serious Adverse Events' and the reporting procedure are included in

the Protocol, which shall be followed for such repofiing.

(g) agree to inform Sponsor / CRO promptly if they become aware of material non-

compliance with the Protocol, ICH Good Clinical Practices, or any applicable

-laws, rules or regulations; incomplete or inaccurate recording of data; or any

significant misconduct or other matters of concern relating to the performance of

the Study at Institution.

1.10 Any change, amendment or modification to this Agreement or any Schedule
hereto must be authorized in witting by all Parties. Provided however those changes
to the Protocol may be made (i) in accordance with procedures outlined in the
Protocol, or (ii) with the agreement of the Investigator, Institution and Sponsor. Any
changes to the Protocol shall be accompanied by such notification, review and/or
approval of the iRB as may be required by applicable law and/or the Protocol. The
Institution and the Investigator shall not consent to any change in the Protocol
requested by the relevant IRB without the prior written consent of CRO or
SPONSOR.

Confidential .0_29 Apr 2020
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appoint such other individuals she/he. inapplicable and/or the Protocol.
assist in the of the Study (such other 

deent 

individuals 

appropriate 

are 
as 

collectively 
sub-investigators

referred toas "Sub-insestigators"). All such Sub-investigators must be approved by

docutnentation as (such as financial disclosure forms) forwarded to CROISponsor lhe Investigator shall be tvsponsible for leading any such team of Sub-insestigators. and shall ensutv that such Sub-investigators are properly qualified andlicensed.

1.12 shall keep appropriate records of Study Vaccine received, dispensed, used, and
to phannaey/storage (and returned to CRO/Sponsor) in accordance with

Regulatory

I .13 Institution and Investigator agree that Sponsor / CRO may make public the names
of the Investigator and the Institution as part of a list of Investigators and Institutions
conducting the Study when making either protocol or results summary register
postings. Institution and Investigator agree that Sponsor may make public the
amount of tiltiding provided to Institution by Sponsor for the conduct of the Study
and may identify Institution and Investigator as part of this disclosure. Investigator
agrees that. if Investigator. consistent the terms of this Agreement, speaks
publicly or publishes any article or letter about a matter related to the Study or Study
Vaccine or that otherwise relates to Sponsor, Investigator will disclose that he/she
xsas an investigator for the Study.

1.14 The CRO/ Sponsor shall provide, without cost, sufficient amounts of the Study
Vaccine to conduct the Study. The Institution and Investigator may not use or
dispose of the Study Vaccine in any way other than as specified in the Protocol.

1.15 Institution agrees that any nationally-licensed medicinal products that are not the
subject of the Study but are required for the routine care of a Study subject during
and after the Study for the disease or condition to which the Study relates are
expected to be available to the Study subject and funded through the usual operations
of the local healthcare system independently from the Study and without expectation
of support from CRO and/or Sponsor.

1.16 Institution/lnvestigator agree to record all side effects including laboratory
abnormalities, whether serious or not, of which they may become aware in the
appropriate Case Report Forms (CRFs) and in medical files of the subjects in
accordance with the requirement set out in the Protocol.

1.17 Upon reasonable notice and at reasonable times, Institution and the Investigator
shall permit representatives of the CRO and/or the Sponsor to examine their
representative facilities, to validate case reports against original data in their files, to
make copies of relevant records and monitor the work performed hereunder, and to
determine the adequacy of the facilities and whether the Study is being conducted in
compliance with this Agreement, and Regulatory Requirements. CRO/Sponsor
representative should also be permitted to review the relevant financial documents

Confidential Apr 2020 5 of36
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CLINICAL SERVICES AGREEMENT

This Agreement ("AGREEMENT) is entered into this 7 July 2020 by and between

Synexus Clinical Research Limited, with its registered office at Sandringham House,

Ackhurst Business Park, Foxhole Road, Chorley, United Kingdom, PR7 INY (hereinafter

•Synexus")

and

Bharati Vidyapeeth (Deemed To Be University) Medical college & Hospital with a site

and place of business at Bharati Hospital, Bharati Vidyapeeth Deemed to be University

Medical College, Katraj, Pune, Maharashtra, India (hereinafter called the "Institution")

and

Dr. Kavita Srivastava with a place of business at J/IO, Omega Paradise, Wakad, Pune

411057, Maharashtra, India (hereinafter the "Investigator").

1 BACKGROUND

1.1 Synexus is contracted by PPD Global Ltd (hereinafter the "CRO") to act as its

subcontractor for the below Study. CRO is acting as the Contract Research

Organization for Eisai Limited, European Knowledge Centre, Mosquito Way,

Hatfield, Hertfordshire, AL 10 9SN, United Kingdom, who is the sponsor of the

Study (hereinafter the "Sponsor").

Sponsor is developing an investigational product called Perampanel (hereinafter

1.2 called the "Investigational Product") for use in pediatric epilepsy (hereinafter

called the "Study Indication") to provide services in relation to the Study

(hereinafter the "Study") described in Protocol number E2007-GOOO-338entitled

"A Multicenter, Double-Blind, Randomized, Placebo-Contro//ed Trial With an

Open-Label Extension Phase of Perampane/ as Adjunctive Treatment in

Subjects at Least 2 Years of Age With Inadequately Controlled Seizures
Associated With Lennox-Gastaut Syndrome" (hereinafter the "Protocol").

1.3 Synexus is an experienced clinical trial site management organization, engaged
in the business of providing recruitment services and setting up clinical trial sites,
arranging the placement, executing and managing of pharmaceutical and
biotechnology industry-sponsored clinical trials.

1.4 Synexus and CRO have entered into a Clinical Study Work Order dated 6 July
2020 to perform services in connection with the Protocol (the "Prime Contract")
and under which Synexus will subcontract services to investigator sites.

1.5 Synexus wishes to engage the Institution and Investigator (Investigator being an
employee or subcontractor of the Institution) to conduct the Study in accordance
with the Protocol

Synexus wishes to engage its partner S4 Research Private Limited ("S4") an
Indian Site Management Organization with whom Synexus entered into a Master
Service Agreement on 01 April 2015, amended as of 31 March 2020 ("S4
Amendment #1") . This engagement includes for the provision of study
management, site management, patient recruitment and retention, quality

_Synexus_Bharati Vidyapeeth MC and Hospital_Draft_VO.2_17 Jun 2020 Page 1 of 46
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as applicable in supporting clinical research in

oversight and other 
experience

1.6 Synexus, 
Institution 

set 
and 
out 

Investigator, 

in this 
Agreement, 

are willing 
including 
to provide 

all 

services 
Schedules 

on the 
to 

terms
this

Agreement, which are duly 
incorporated 

herein by reference, including but not

limited to in accordance with the Prime 
Contract.

IT IS HEREBY AGREED AS FOLLOWS:

2
As used in this Agreement, the following terms shall have the meanings set out

belowc

2.1 Agceenent
Means the agreement comprising the terms of this Clinical Services Agreement

and the duly incorporated Prime Contract.

2.2
Report in a format prepared by the Sponsor and/or CRO and completed by the

Investigator documenting the administration of the Investigational Product to

participants, as well as all tests and observations related to the Study (as

hereinafter defined).

2.3 pata Protection and Privacy Laws

"Data Protection and Privacy Laws" means all applicable laws, regulations, and

regulatory requirements and guidance relating to data protection and privacy

globally, including: (a) the General Data Protection Regulation 2016/679

("GDPR"); (b) GDPR or related legislation of any member state of the European

Economic Area; (c) the Health and Insurance Portability and Accountability Act
of 1996, and all regulations promulgated under that Act (collectively, "HIPAA");
and (c) any other law now in force or that may in future come into force, in any
relevant jurisdiction, governing the Processing of Personal Data applicable to
any party to this Agreement.

2.4 Investiqator Brochure
A brochure provided by the Sponsor that contains summary information of allstudies carried out during the development of the Investigational Product.

25 EPA
The Food and Drug Administration of the IJnited States Department of Health

26
The tems and conditions of the Prime Contract between Synexus and, CRO,
whether that contract be entered direct with the Synexus client or subcontracted
by Synexus Head Office, Synexus Clinical Research Limited of Sandringham
House, Ackhurst Business Park, Chorley, PR71 NY, United Kingdom2.7 Informe4 Consent Form

Form prepared by CRO and/or Sponsor in conformance with the Regulations,

and approved by the IRB/IEC and signed by all participants before they begin to
fr n
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Envelope 
ID:

The process by Which a Trial Subject voluntarily confirms his or her willingnoggto participate in a particular trial, after having been informed of all aspects of thotrial that are relevant to the subject's decision to participate and is documentedby means of a written, signed and dated Informed Consent Form.
2.8

Investi ational Produ
The Investigational Product(s), which is/are the subject matter of the Protocol.

2.9
Review Board/ Independent Ethics Committee)

IRB/IEC (Institutional 
The board, committee or other group formally instituted to review and approvethe initiation of, and conduct reviews of, biomedical research involving human
subjects.

2.10 Personal Data". "Controller". "Data Subiect". "Processinq" (and "Process" or
"Processes"). and "Processor"
These terms shall have the same meanings as under the GDPR, and shall also
include these terms, or corresponding terms, as defined under any other
applicable Data Protection and Privacy Laws. In particular, "Personal Data" shall
also include "health information" and "protected health information" as defined
by HIPAA, patient-level key-coded data, and images. Data Subject shall also
include a "person" or "individual" as defined by applicable Data Protection and
Privacy Laws, including an "individual" as defined by HIPAA.

2.11 Personnel
Any person who is engaged in any activity on behalf of Institution or Investigator
to perform the Services or any aspect thereof, including employees, temporary
workers, and independent contractors.

2.12 Protocol
The details of the Study contained in protocol E2007-GOOO-338 and duly
incorporated into this Agreement as attached at Appendix 1 and as may be
amended from time to time.

2.13 Qualified Participant
Any participant, who upon entrance into the treatment phases of the Study,
meets all of the inclusion criteria and none of the exclusion criteria set forth in
the Protocol and has signed a valid IRB/IEC approved Informed Consent Form

•f
where applicable in line with ICH GCP requirements.

2.14 Requlations
Any relevant legislation, codes or guidelines directly or indirectly related to the
conduct of the Study including but not limited to (as applicable) the clinical trials
Directive 2001/20/EC and its transforming legislation in the relevant countries of
the European Union, the ICH GCP Guideline ("GCP"), and/or any other relevant
applicable legislation, codes or guidelines (including without limitation the (US)
Federal Food, Drug and Cosmetic Act) issued by any Regulatory Authority. For
the avoidance of doubt such legislation, codes or guidance shall include those
related to the protection and privacy of the personal data of individuals, such as
GDPR.

2.15 Requlatorv Authority
Any governmental agency, administrative agency or professional body having
authority under applicable law to regulate, and/or apply Regulations to the
conduct of clinical trials and all ancillary matters related thereto, and/or the
national or multinational authority responsible for granting regulatory approval in
a particular country or multinational group of countries including without
limitation the European Medicines Agency ("EMA") and the FDA.
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Dr. Trupti Bhole <truptibhole@gmail.com>

MOU - Studies Program

7 messages

Joyce Villaume - Le Don <joyce.villaume@gmail.com> Wed, Mar 17, 2021 at 9:39 PM
To: Dattatraya Shinde <dshinde249@gmail.com>, "Dr. Trupti Bhole" <truptibhole@gmail.com>, Ayurved <bvucoa@gmail.com>, isc
dept <isc.dept@bharatividyapeeth.edu>, kirti.mahajan@bharatividyapeeth.edu

Dear Madam,
Dear Sir,

Please find here attached the exact designed program that I want for my students. After deep and global thinking, I need additional
teaching to complete my french curriculum and many subjects are not taught overthere. This is why I am asking for basics in
Agadatantra, shalakya, shalya, rasashastra, as well as classical texts studies. Panchakarma is already taught in France, so it
is not that relevant.

I am asking for 6h per day from monday to saturday with no cultural program. I want them to focus on their studies as it's
gonna be dense but necessary to improve their level and skills in only 3 weeks.

Please could you tell me : 
- the cost for the teaching ? 
- the cost for the campus guest house ?
- When we can launch the first session ? 
- When shall we sign the MOU contract ?

Please feel free to contact me for any further information
Best Regards
Joyce Villaume - Le Don


Ayurvéda & Consciences

Ecole pluridisciplinaires en sciences ayurvédiques - à Paris

Formations professionnalisantes en E-learning et en Présentiel.


Sur les Week-end, en 1 à 3 ans ou à la carte.

Siret : 517 597 605 00032


www.ayurveda-consciences.fr


contact@ayurveda-consciences.fr

06 84 42 84 91 (Amélie)

06 64 41 61 57 (Lilian)

06 28 06 84 45 (Joyce)

 


Partnership A&C Bharati.pdf

233K

BV Ayurved College <bvucoa@gmail.com> Thu, Mar 18, 2021 at 11:48 AM
To: truptibhole@gmail.com

[Quoted text hidden]

https://www.youtube.com/channel/UCrdoJFzCOToYCOONE9SofnQ
https://www.facebook.com/Ayurveda.Conscience/
https://www.instagram.com/ayurvedaconsciences/
https://www.ayurveda-consciences.fr/
https://www.ayurveda-consciences.fr/
mailto:contact@ayurveda-consciences.fr
https://www.ayurveda-consciences.fr/
https://mail.google.com/mail/u/0?ui=2&ik=76afb78103&view=att&th=17840f365d780cc4&attid=0.1&disp=attd&realattid=f_kmdmxhpl0&safe=1&zw


-- 

Principal

Bharati Vidyapeeth
(Deemed to be University)
College of Ayurved
Pune - Satara Road 
Pune - 411043.

Partnership A&C Bharati.pdf

233K

Dr. Trupti Bhole <truptibhole@gmail.com> Fri, Mar 19, 2021 at 6:56 PM
To: Joyce Villaume - Le Don <joyce.villaume@gmail.com>

Dear Joyce, 

Greetings from Pune . 
Thanks for your mail. We are in process to comply to your requirements. Please let me know your what’s app number. I will be able
to discuss a few things with you.. 
Take care .. 
warm regards, 

Dr . Trupti  Patil  Bhole 
[Quoted text hidden]
-- 

Thanks

Kind Regards,


Dr. Trupti Patil -Bhole

Assistant Professor,

Dept. of Rasashastra Bhaishajyakalpana

BVDU College of Ayurveda

Bharati Vidyapeeth Deemed University, 

Katraj Campus, Pune 411043, Maharashtra 

9822316623


Joyce Villaume - Le Don <joyce.villaume@gmail.com> Fri, Mar 19, 2021 at 7:16 PM
To: "Dr. Trupti Bhole" <truptibhole@gmail.com>

Hello Dr Trupti,

How are you ? Nice to hear from you.
My whatsapp number is +33 628068445

Best regards
Joyce Villaume - Le Don
[Quoted text hidden]
-- 


 


Dr. Trupti Bhole <truptibhole@gmail.com> Sat, Mar 20, 2021 at 10:53 AM
To: Joyce Villaume - Le Don <joyce.villaume@gmail.com>
Cc: BV Ayurved College <bvucoa@gmail.com>

Hi Joyce, 

Greetings from Pune.. 
Thanks for sending your contact number. 
We have received your detailed email of your requirements. 
For this MOU, we need to know ,
1]  if the students who are going to visit us are doctors or from medical /paramedical fields, or from other fields. Their basic
eligibility needs to be finalized. 
2] if they have basic fundamental knowledge of Ayurved
3] which basic books they usually refer, and what curriculum they follow at your school

https://www.google.com/maps/search/Pune+-+Satara+Road%C2%A0+Pune+-+411043?entry=gmail&source=g
https://www.google.com/maps/search/Pune+-+Satara+Road%C2%A0+Pune+-+411043?entry=gmail&source=g
https://mail.google.com/mail/u/0?ui=2&ik=76afb78103&view=att&th=17843ffb3fe603f9&attid=0.1&disp=attd&realattid=f_kmdmxhpl0&safe=1&zw


4] during the Yoga training , will the students like to participate in the training sessions ?
5] their age group 
6] if they are acclimatized with English, or they would need a translator? If the translator is required will you arrange from your
side? 

We have noted down your requirements about training of subjects Shalya, Shalakya, Basic classics, Agad tantra and
Rasashastra. 

We will get back to you with the fees details etc. once we get the above information. 

Thanks

Kind Regards,


Dr. Trupti Patil Bhole 
Dr. Suryajeet Pawar
Co-ordinators 
International Students' Cell
BVDU COA
[Quoted text hidden]

Joyce Villaume - Le Don <joyce.villaume@gmail.com> Wed, Mar 24, 2021 at 4:22 PM
To: "Dr. Trupti Bhole" <truptibhole@gmail.com>
Cc: BV Ayurved College <bvucoa@gmail.com>

Dear Dr Trupti,

Please find here after the answers to your questions :

1]  if the students who are going to visit us are doctors or from medical /paramedical fields, or from other fields. Their basic
eligibility needs to be finalized.
THE STUDENTS WILL BE TRAINED BY MY SCHOOL AND CAN COME FROM ANY KIND OF BACKGROUND. MOST OF
THEM ARE NOT MEDICAL DOCTORS. THEY COULD BE IN 1ST, 2D, 3RD OR ANCIENT STUDENTS. THEY WOULD HAVE
TO ADAPT TO THE LEVEL OF THE COURSE. THE LEVEL SHOULD BE DESIGNED FOR 3 RD YEARS STUDENTS AS
FINAL STUDIES.
2] if they have basic fundamental knowledge of Ayurved
YES
3] which basic books they usually refer, and what curriculum they follow at your school
BASIC BOOKS ARE :
1ST YEAR - ASHTANGA HRDAYAM
2D YEAR - SUSHRUTA SAMHITA AND DRAVYA GOUNA
3D YEAR - CARAKA AND SHARANGADHARA SAMHITA
PLEASE FIND HERE ATTACHED THE CURRICULUM OF THE SCHOOL
4] during the Yoga training , will the students like to participate in the training sessions ?
I DONT UNDERSTAND THIS QUESTION / DO YOU MEAN THAT THEY WOULD LIKE TO PRACTICE THE THEORY ?
5] their age group 
MAINLY WOMEN BETWEEN 25 TO 45
6] if they are acclimatized with English, or they would need a translator? If the translator is required will you arrange from your
side? 
TRANSLATOR SHOULD BE THERE. I CAN TAKE CARE OF THIS ON MY SIDE BUT I AM OPEN TO ANY PROPOSITION ON
YOUR SIDE.

Best regards
Joyce Villaume - Le Don


Ayurvéda & Consciences

Ecole pluridisciplinaires en sciences ayurvédiques - à Paris

Formations professionnalisantes en E-learning et en Présentiel.


Sur les Week-end, en 1 à 3 ans ou à la carte.

Siret : 517 597 605 00032


www.ayurveda-consciences.fr


contact@ayurveda-consciences.fr

06 84 42 84 91 (Amélie)

06 64 41 61 57 (Lilian)

06 28 06 84 45 (Joyce)

https://www.ayurveda-consciences.fr/
mailto:contact@ayurveda-consciences.fr


[Quoted text hidden]
-- 


 


Curriculum A&C.docx

396K

Dr. Trupti Bhole <truptibhole@gmail.com> Wed, Mar 24, 2021 at 4:29 PM
To: suryajeet pawar <suryajeetpawar55@gmail.com>

[Quoted text hidden]

Curriculum A&C.docx

396K

https://www.youtube.com/channel/UCrdoJFzCOToYCOONE9SofnQ
https://www.facebook.com/Ayurveda.Conscience/
https://www.instagram.com/ayurvedaconsciences/
https://www.ayurveda-consciences.fr/
https://www.ayurveda-consciences.fr/
https://mail.google.com/mail/u/0?ui=2&ik=76afb78103&view=att&th=17863dd4c029fb26&attid=0.1&disp=attd&realattid=f_kmnbq99p0&safe=1&zw
https://mail.google.com/mail/u/0?ui=2&ik=76afb78103&view=att&th=17863e3850a8aa7c&attid=0.1&disp=attd&realattid=f_kmnbq99p0&safe=1&zw
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 Bharati Vidyapeeth ( Deemed To Be) University 
 College of Architecture, Pune 

 2021-22 
 Report of  Webinar Series Sustainable Built Environment 
 Session 1 - Climate Change and Urban Infrastructure 
 DAY/DATE:  Saturday, 14th August 2021 
 TIMING:  11:30 to 01:30 pm 

 ORGANISED FOR: institutes from all over India 
 organising FACULTY: 

 1.  Professor Archana Gaikwad 
 2.  Associate  ProfessorAditi lanke 
 3.  Assistant Professor  Deepti Soni-Deshmukh 

 UNDER THE SCOPE OF :  Collaboration and student’s seminar 

 SPEAKERS: 

 1.  Dr. Priyadarshini Karve - Director, Samuchit Enviro Tech 
 HER  EXPERTISE  (IN  BRIEF):  Dr.  Karve,  the  Managing  Director  of  Samuchit,  has  also 
 invented  an  easy-to-use  Samuchit  Carbon  Footprint  Calculator  for  Urban  Indians,  and 
 conducts  workshops  on  climate  friendly  lifestyle,  sustainable  urbanization,  etc.  She  is 
 actively  involved  with  various  national  and  international  organizations  working  in  her  area  of 
 work.  Her  contributions  have  been  recognized  by  a  number  of  national  and  international 
 awards and accolades. 

 2.  Mr. Shubhabrata Rath -Joint Director, ASSOCHAM GEM Green Building 
 Certification Program 

 HIS  EXPERTISE  (IN  BRIEF):  Mr.Rath  is  a  Mechanical  Engineer  and  a  Certified  Green 
 Building  Professional.  With  more  than  a  decade  of  experience  in  India  and  Middle  East  Asia 
 in  the  fields  of  sustainability,  teaching,  motivation,  research  and  site  implementations,  both  in 
 building  design  and  construction  sector,  he  is  more  than  passionate  about  the  triple  bottom 
 line.  The  five  elements  of  nature  and  holistic  human  well  being  is  what  drove  him  to  be  a 
 writer (‘The Totemic Chase’) and a psychological counselor, as well. 

 No. of participation: 235 

 OBJECTIVE - 
 ASSOCHAM GEM Green Building Council with the support of Bharti Vidyapeet (Deemed to 
 be University) Pune is  organizing  a webinar series on Sustainable Built Environment. 

 In  order  to  cope  with  the  ongoing  climate  crisis,  it  is  necessary  to  understand  its  causes, 
 effects,  risks,  and  possible  mitigation  as  well  as  adaptation  measures.  For  any  professional, 
 sector-specific  understanding  of  climate  risks  and  solutions  has  now  become  essential 
 knowledge.  Particularly  for  the  construction  industry  and  allied  fields,  this  is  most  imperative. 
 A  lot  of  climate  risks  are  becoming  climate  disasters  because  of  thoughtlessly  constructed 
 urban  infrastructure.  Any  urban  infrastructure  being  built  today  must  be  mindful  of  how  it  is 
 going to interact with climate change 

 Report of Webinar  -Climate Change and Urban Infrastructure  Page  1 

mailto:dsd@bvcoa.in


 Bharati Vidyapeeth ( Deemed To Be) University 
 College of Architecture, Pune 

 Poster for the webinar  Lecture by  Dr. Priyadarshini Karve 

 Experts introduction  Question and answer session 

 Report of Webinar  -Climate Change and Urban Infrastructure  Page  2 



 Bharati Vidyapeeth ( Deemed To Be) University 
 College of Architecture, Pune 

 form for the e-certificate generation for the 
 participants 

 e-certificate generated after filling the form 
 successfully 

 ADMINISTRATIVE INFORMATION: 
 REMUNERATION PAID (IF ANY):  1500/- 
 ON DATE:  14 st August 2021 
 CO-ORDINATING FACULTY: 

 1.  Professor Archana Gaikwad 

 REPORT SUBMITTED BY: 
 1.  Assistant Professor Deepti soni deshmukh 

 Following staff attended and were issued certificates for attending webinar on 'Climate 
 change and urban infrastructure' on 14 August 2021 apart from Dr. Sutar and Archana 
 Gaikwad. 

 1.  Aditi Lanke 
 2.  Deepti soni Deshmukh 
 3.  Mukta Latkar-Talwalkar 
 4.  Priya Bangle 
 5.  Sujata Patil 
 6.  Chetan Kamble 
 7.  SUDARSHAN BODHANKAR 
 8.  Meghana Vikrant Malve 
 9.  Sunil Terdalkar 
 10.  Sanjay Kumbhare 
 11.  Swapnali Sutar 
 12.  Maithili Ganorkar 
 13.  Madhura Deshpande 

 Report of Webinar  -Climate Change and Urban Infrastructure  Page  3 
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Memorandum of Understanding 

between 

bvg BVG LIFE SCIENCES LTD. 

Humanity Ahead 

BVG Life Sciences Limited 
BVG House, Premier Plaza, 

Pune Mumbai Road, Chinchwad, 

Pune-411019, Maharashtra 

and 

wERSI 
Poona College of Pharmacy, Bharati Vidyapeeth 

Deemed (to be) University, Erandwane 
Pune- 411038, Maharashtra 



bvg BVG LIFE SCIENCES LTD. 
Humantty Ahead 

Memorandum of Understanding 
This Agreement is made on the 30th day of November, 2020 

BETWEEN 

BVG Life Sciences Limited, a BVG Group Company incorporated under the 

Companies Act, 1956 and now governed under the Companies Act, 2013 having 

its registered office at BVG House, Premier Plaza, Pune Mumbai Road, 

Chinchwad, Pune - 411 019, Maharashtra (hereinafter referred to as "BVGLSL 

which expression, unless repugnant to the subject or context therein, shall mean 

and include its afiliates, employees, assignees, subsidiaries, nominees, agents 

&Esuccessors-in-interest), of the FIRST PART. 

AND 

Bharati Vidyaper Deemed (to be) University's Poona College of Pharmacy, 

Erandwane, Pune- 411038, Maharashtra (hereinafter referred to as"PCP" which 

expression, unless repugnant to the subject or context therein, shall mean and 

inchude its afiliates, employees, assignees, subsidiaries, nominees, agents & 

successors-in-interest), of the SECOND PART. 

BVGLSL and PCP shall hereinafter sometimes individually be referred to as the 

"Party" and collectively as the "Parties". 

WHEREAS: 

The parties have discussed and deliberate on various items of mutual interest and 

benefits and have deemed expedient to execute this memorandum of 

understanding to mutually cooperate as per below: 

A. PCP has facility and expertise for validation of ayurvedic and herbal 

formulations in the field of human health. BVGLSL &PCP have shown interest for 

collaboration for validation and product development in the field of herbal human

Univers 
health, veterinary, crop protection, food and nutrition. 
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(pre-clinical/clinical) will be developed mutually in consultation with the subject experts. After completion of pre-clinical validation, the data will be reviewed jointly for proceeding for further validation. 

C. PCP will pre-clinically (efficacy and/or safety/toxicity) validate the herbal technologies through their research scholars/students/experts using standlard protocols jointly agreed by BVGLSL & PCP. All the expenses of the pre-clinical studies will be borne by BVGLSL. PCP will develop the proposal and budget and share with BVGLSL for review and acceptance, before initiating the studies. The products developed under this collaboration will be launched mainly through AYUSH/FSSAI/Phyto-pharmaceutical route, chosen by BVGLSL. PCP will not share this validation data related to BVGLSL to any third party without written permission of BVGLSL. 

D. Intellectual Property rights on the new herbal formulations modified Ayurvedic technologies, bio-formulations etc. solely identified by BVGLSL and shared for validation with PCP will be held by BVGLSL only and expenses in relation to IP protection will also be borne by BVGLSL. However, the students/experts of PCP and BVGLSL who will contribute in the validation activities may be given rights to jointly publish the outcomes, excluding the confidential data important for commercialization, which will be decided by BVGLSL in writing 

E. BVGLSL will commercialize the successful and selected technologies developed under this collaboration and will recognize the efforts of PCP in 
validation and may mention on the product labels. 

F. PCP will work as technology partner and share all validation and technical 
details, required for the regulatory approvals 

G. For leads generated by BVGLSL, incase if so desired by BVGLSL, PCP will 
help in formulation development from lab to pilot level to enable BVGLSL and to 

scale it upto production level. PCP will develop the proposal and budget and share 
with BVGLSL for review and acceptance, before initiating the formulation 

CIE will not share this formulation development data relaed le BvGESPhoAy 

development. All the expenses for the above activity will be borne by BVGLSL. 

Estd. Sept. 1981 PUNE party without written permission of BVGLSL. 

Pune-411 038. 
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11. I'CP and 13VGLSI. will not disclose any confidential and technical 

ntormation of joint work with any other party, without consultation and written 

approval of each other. If any of the selected herbal technologies/products fails at 

testing, trials, pre-clinical or clinical stage, then also the outcomes of the study will 

not be shared with the third party by PCP and further work on those technologies 

will be done only after consultation and agreement of BVGLSL 

1. BVGLSL has also a well-established R&D facility for DNA 

fingerprinting/barcoding of the herbs, quality control of lerbs and optimization 

of their formulations, quantification of phytochemicals in the herbs ete. which may 

be used by PCP's in-house faculty for their academic project activities, at minimal 

Cost. 

J. Both the parties may work together on multiple scientific projects other 

than drug discovery and validation activities such as submission of joint R&<D 

proposals for funding, manpower training and exchange, etc. where BVGLSL will 

be the industry partner. BVGLSL may provide industrial training to staff/in-house 

researchers of PCP at discounted cost, compared to normal cost. 

K. Excluding the herbal technologies/formulations of BVGLSL, if BVGLSL 

and PCP jointly develops some new effective herbal medications or any 

formulation by putting their joint resources, IP will be held jointly (Both parties) 

and BVGLSL will be offered the technology for commercialization by paying 

royalty to PCP on the ex-factory price, as per mutually agreed terms and 

conditions. BVGLSL will have exclusive rights to do commercialization for the 

period of fifty years. 

L 
If PCP develops some technology individually, IP will be held by PCP and 

the technology may be offered to BVGLSL for commercialization on royalty basis 

on ex-factory price, as per mutually agreed terms and conditions. If BVGLSL does 

not show any interest in that technology PCP may offer that technology to any 

other party. 

Univers,S naratiVi 
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1. Arbitration 
If any dispute arises between the parties about the interpretation or 

implementation of this agreement, or any clause of this agreement, the parties shall endeavor to settle such dispute amicably. In case of failure by the parties to resolve the dispute in the manner set out above within 60 (Sixty) days from the date when the dispute arose, the dispute shall be referred to arbitration of a sole arbitrator, having summery powers to be appointed by the statutory auditors of the company. The place of arbitration shall be at Pune. The arbitration proceeding shall be governed by the arbitration and conciliation act, 1996 as may be amended and modified from time to time. 

2. Governing Law and Jurisdiction 
This Agreement shall be governed by and interpreted in all respects in accordance with the laws of India and the parties hereby submit to the exclusive jurisdiction of the Courts at Pune with respect to the subject matter of this Agreement. Notwithstanding any other rights of either Party, either Party may seek injunctive relief in any court of competent jurisdiction against improper use. 

3. Authorization: 
The persons whose signatures appear below certify that they are authorized to 
enter this Agreement on behalf of the Party for whom they sign. 

Validity 

This MoU will be valid for a period of five years from the date of signing and can 

be further renewed by both the parties as per mutually agreed terms and 
conditions. If the MoU is not extended after five years, then the ongoing activities 

will be completed and no further new activities will be initiated, till extension. 

. 
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one 
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Estd. Sept. 1981 
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NINESS WHEREOF, the parties hereto have caused this Agreement to De 

executed by their respective duly authorized representatives. 
THIS AGREEMENT has been signed on the date first above written. 

FOR AND ON BEHALF OF BVGLSL-SIGNED BY 

SIGNATURE: PUNE 

NAME: Dr. Pawan Kumar Singh 

DESIGNATION: Vice President - R&<D, BVG Life Sciences Ltd., Pune 

WITNESS: 

SIGNATURE:. 

NAME: D Sanolup K. hakun 

FOR AND ON BEHALF OF PCP-SIGNED BY 

SIGNATURE:. 

NAME: 
Pr6tmdonmPPabo 

DESIGNATION: PinlfelH) 

WITNESS 

SIGNATURE:MAShDUnabn 

NAME: Ba Uwesh Banahas Phb 

nivers narati Vi 

Estd. Sept. 1981 

Vidyapeeth 

Pune-411 038. 
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MEMORANDUM OF UNDERSTANDING 
On 

COLLOBRATIVE RESEARCH 
BETWEEN 

WINSIA LIFE SCIENCES 
Flat No. 401, CTS 51 B+127, 

Shantisheela, Society, 

Alliance A vaneesh, 

Erandwane, PUNE, 

Pune, Maharashtra, India, 411004 

AND 

BHARTI VIDYAPEETH UNIVERSITY 
"POONA COLLEGE OF PHARMACY" 

Erandwane, Pune 



1. Purpose of the MOU : 

Whereas two organizations, WINSIA life sciences, Flat No. 40 I, CTS 51 B+ 127, Shantisheela 
Society, Alliance Avaneesh, Erandwane, PUNE, Pune, Maharashtra, India, 411004 (hereinafter 
referred to as COMPANY) and Bharti Vidyapeeth University Poona College of Pharmacy, 
(hereinafter referred to as INSTITUTE) have mutual interest in collaborative research having 
application in the field of Pharmaceuticals on regular basis in an ongoing manner. 

(A) The Parties wish to record in this Memorandum of Understanding (MOU) the basis and 
principles concerning research work conducted jointly by WINSIA LIFE SCIENCES and 
Bharti Vidyapeeth University's Poona College of Pharmacy,Pune. 
(B) This MOU is not intended to be a binding agreement between the Parties hereto with 

respect to the subject matter hereof. A binding agreement will not occur unless and until the 
Parties have negotiated, approved, executed and delivered an Agreement. Until the execution 
and delivery of the Agreement, either Party shall have the absolute right to terminate all 
negotiations for any reason without liability hereof. 

The COMPANY essentially being a commercial organization is interested in applied research 
resulting in product / process development for commercial exploitation. Another aim of all such 
activities is to generate inventions and know-how in various spheres which can be collectively 
termed as intellectual property or inventions, a natural consequence of which will result in well 
defined patents, for protecting the same from all extraneous exploitations, except as provided for 
under this MOU. 
Both the organizations agree to the following guidelines for collaborative efforts for projects 
outlined in annexure A. 

2. Contacts: 
tr' '- The official contacts relative to this Memorandum of Understanding (MOU) are as listed below; 

however, contact between individual scientists and managers in both of organizations is encouraged 
as this will facilitate increasing collaboration. 

Principal, 
Bharati Yidyapeeth's 
Poona college of Pharmacy, 
Erandwane, Pune 

Founder and CEO 
Winsia Life Sciences 
Flat No. 401, CTS 51 8+127, Shantisheela, 
Society, Alliance Avaneesh, 
Erandwane, PUNE, Pune, Maharashtra, 
India, 411004 
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3· Scope of Collaboration: 
Collaborations under this Memorandum of Understanding (MOU) may include, but are not limited 
to the following: 

3.1. Service work provided by INSTITUTE for research performed either at COMPANY or 
INSTITUTE site; 

3.2. Research contracts financed by COMPANY for research performed at COMPANY I 
INSTITUTE Site and· ' 

3.3. Joint research projects (funded/ financed) by a third party submitted by both parties to this 
MOU. 

4. Team: 
Both above mentioned parties will form a team consisting of working and consulting members from 
both members /employees / students / of both party constituents for collaborative work to be 
performed at INSTITUTE / COMPANY for research and development of above mentioned projects 
and will appoint a Chieflnvestigator (hereinafter referred to as 'Cl) who will be appointed for each project 
before starting of a project and will be added in Annexure A along with the title of the project with signature 
of both the official contacts mentioned in S.No 2 along with Cl. 
4.1. Responsibilities: 

4.1. l. It is understood by both Parties involved in the project that they will continue to fulfill 
their expected team responsibilities. Their objectives will be set in the monthly / regular 
meetings of above mentioned contacts including all personnel working under entitled 
projects, they will discuss how the project can be implemented and tasks will be designed 
thereafter by contacts. Any person found not to work efficiently, shall be liable for 
explanation to above mentioned contacts. Any further action necessary shall be taken by 
both contacts. 

4.1.2. Team members from both parties will bears responsibility ofnondisclosure of the above 
mentioned collaborative research, any person found guilty for disclosing project details 
shall be liable for action as set by both parties in nondisclosure agreements to be signed 
by all researchers to safeguard the Intellectual Property. 

5. Communication 
Above mentioned contacts form both parties will review the progress of their project with the 

collaborative team. Such meetings may be set up once a month or as necessary. 

6. Time 
6.1. Duration of the projects: Initial commitment to this MOU is estimated to three years starting 

from the date of signing this agreement and Projects will be assigned with this timeline in 
mind. It may be renewed for further duration on existing or mutually acceptable terms. 

6.2. Percentage/Actual amount of time: INSTITUTE and COMPANY commit to effective 
implementat_ion ofregular monthly targets. It is understood and agreed upon that the working 
personnel will work on weekly schedule. Both parties will set and keep the account of this 
(working) time. 

M_eetings_: It is understood _that both INSTITUTE and COMPANY personnel involved in the project 
will continue to fulfill their expected team responsibilities and will furnish their commitments to 
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con:pulsor~ meetings, conferences and events. Any potential conflicts regarding the execution of 
proJ_ects will be communicated at the earliest possible time to the contacts mentioned for every 

ProJect and resolved amicably. 

7. Finances 
7. l. The COMPANY shall reimburse the following expenses or provide in kind the 

following: 
7 • l. l. Raw Material, Excipients, and other consumables which may be required for executing 

the project and not normally available with the Institute. Charges incurred for tests 
undertaken at other laboratories if facilities are not a_vailable. 

7. l .2. Travelling allowance, Dining allowance, Hotel allowance for the travel of any team person 
regarding development of above mentioned Projects. Reimbursement should be made 
within 30 days of receipt of said expense statement/ claim by a member. 

7.1.3 . Charges and Fees for any Third person/ Organization consulted for the development of 
above mentioned Projects if mutually considered necessary. 

7.2. The COMPANY will incur all Expenses and Fees related to filing of patents undertaking 
searches and any litigations with respect to the filed patents. 

8. Ownership 
Any intellectual property developed through this collaboration shall be assigned to the COMPANY. 
The Researcher workers and through them the Institution shall continue to be named as the Inventors. 
The Inventors may include researchers who are also employees of the COMPANY in case they have 
contributed in developing the Intellectual Property. The detailed rights and conditions related to 
exercise of Intellectual Property ownership are further clarified below: 

8.1. Intellectual Property: 
In the course of the conduct of the research or services required under contracts that may be 
developed, prior protected/Non protected intellectual property (Patents) of INSTITUTE may 
be utilized, new intellectual property (Patents) may be developed, and opportunity for 
synergic benefits from the combining of intellectual property envisioned. The following 
rights and responsibilities will pertain: 

8.1.1 . Prior Intellectual Property: 
Intellectual property (Patents) of INSTITUTE, protected or unprotected, that exists prior to the 
beginning of the joint effort that is utilized or disclosed as a part of the design or implementation of 
both these projects will remain the sole property of the owner of the intellectual property. Protection 
of prior intellectual property of INSTITUTE, which is being disclosed to COMPANY will also 
become the responsibility of the COMPANY. The Company will be assignee in that'case. The 
~artner ~rganization will maintain confidentiality of all such property and shall not use the 
mformat1on for any purpose other than those authorized in writing by the owner of intellectual 
propert~. However, wherever the company's services are employed for patent filling, sealing, 
protection of the know-how developed, INSTITUTE will automatically assign the K -h t C I · b · h fi now ow o ompany on a non_-exc us1ve as1s, t e mancial reimbursement for this assignment being the cost 
of the company assistance as above and the financial charges as mentioned in clause no 7 (Finances). 
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itionally a lumpsum technology transfer charge to INSTITUTE may e consi ere 

case basis. 

8.1.2. New Intellectual Property: 
In instances where new Intellectual Property is anticipated as a result of the pr?ject (joint resea:ch 
projects) COMPANY will take all responsibility regarding filing, and processing of c~~laborati~e 
intellectual property (which includes all expenses for any pre grant or post grant opp~sitions)._ This 
intellectual property shall be jointly held and patented with the company as an apphcant/as_signee 
and researchers named as Inventors. Any further commercialization should be addressed m 

th
at 

specific contract before commencement of any research activities. 

8.2 Publications: Both, Company and Institute will not publish any data generated during the joint 
project without explicit written consent if both parties. 

9. Royalty: . 
I. Royalty payments (if applicable) shall be mutually decided by the parties on case by case basis 

10. Joint Proposals for Third Party Projects: 
I 0.1. As mutually beneficial opportunity presents, COMP ANY and INSTITUTE may elect to 

submit joint proposals to other (third party) Clients for research or development of specific 
part of project or develop products according to their need for their commercial use. All such 
use of above mentioned joint project could be conducted. The joint working and division of 
responsibilities and sharing of rewards will be mutually finalized for each such project based 
upon individual contribution. Based upon the nature and content of the third party project, 
any one out of the company and institute shall become the principle service provider and the 
other subsidiary provider to the third party. In general for all financial arrangements & 
agreements made with third parties for generating technology resulting from projects 
basically initiated by institute & commercialized, the share between COMPANY & 
INSTITUTE will be 35% & 65% respectively. Conversely for projects initiated by the 
COMPANY the share will be 65% & 35% between COMPANY and INSTITUTE. 

I 0.2. The equipment and instrument purchased from the finance generated from the third party 
shall be the sole property of the INSTITUTE. 

11. Confidentiality: 

11.1. Proprietary Business Information: 
Eac_h organization acknowledges and agrees that its fellow collaborato s · d · b h · • • • h' . . r 1s engage m 
usmess, researc act1v1t1es m w 1ch 1t 1s or may be crucial to develo d t · · t d t d h fi . . p an re am proprietary 
ra e s~cre s, an ot er con 1dentJal information for the benefit of th b th · · ' 

(co(lect1vely, "proprietary information"). Accordingly no organizati e oh llorgamzat1_ons 
durmg or after the termination of this MOU either dire~tly . d' Ion s a at any time . , or m 1rect y -

11 .1.1. Divulge or convey any proprietary information to an e . . . . 
be expressly authorized in writing by its fellow Y n~ity _or mdi~1dual, except as may 
completion of the contractual relationship; or organization durmg or following the 



11.1.2. Use any propriet . D . 
entity . d" . ary tn ormatton for the organization 's own benefit or the benefit of any 

. or tn tvidual other than the organization owning the proprietary information The 
~ror~etary in_formation to which the collaborating organization may have access. may 
~nc u ~, but is not limited to, matters of a technical or intellectual nature such as 
mv~n~ions, designs, drawings, models, plans, improvements, processes of discovery 
tee mques, methods, ideas, discoveries, developments, know-how, formulae: 
comp?unds,_ compositions, specifications, specialized knowledge. The owner of such 
propneta'?' information shall mark all documents it considers covered by the clause as 
~onfiden~1al before providing them to its collaborator. Regardless of whether the 
tnformat1on supplied pursuant to the said purpose is marked confidential or not, if the 
same falls within the above mentioned definition, it will be deemed to be Proprietary 
Information. 

Proprietary Information will be transmitted "as is" and with all its faults, provided that in 
no event shall Company be liable for the accuracy or completeness of the Proprietary 
Information. 

11.2. Proprietary Personal Information: 
During the course of collaborations, either entity may have access to private and personal 
information regarding their partners, its suppliers, customers, management, and 
shareholders, including, but not limited to, information regarding their personal, legal, or 
business affairs. COMPANY and INSTITUTE understand and agree that the disclosure of 
any information whatsoever regarding the partner could be damaging. Each institution 
therefore agrees not to disclose any such information to any person or entity including the 
media during or after the term of this MOU, except as required for the purposes of fulfilling 
the requirements of specific collaborations or as expressly authorized by the partner 
institution in writing, or as required by law. 

12. Applicability of the MOU to Employees of the Organizations: 
During the course of collaborations, either entity may have access to private and personal 
information regarding their partners, its suppliers, customers, management, and shareholders, 
including, but not limited to, information regarding their personal , legal , or business affairs. 
COMPANY and INSTITUTE understand and agree that the disclosure of any information 
whatsoever regarding the partner could be damaging. Each institution therefore agrees not to 
disclose any such information to any person or entity including the media during or after the 
term of this MOU, except as required for the purposes of fulfilling the requirements of specific 
collaborations or as expressly authorized by the partner institution in writing, or as required by 
law. 

13. Administration of the MOU: 
13.1 . The MOU will come into effect on the day on which it is signed. 

13.2. The term of the MOU will be three years from the effective date. 
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14. Amendment 

This MOU ma b Y e amended by mutual consent of the parties concerned. 

15· Term & Termination: 
This MOU shall 1· · . · . con mue m full force and effect for a period of three years from the date ofs1gnmg. We 

would hke to retain the option of mutual termination and can be terminated by either parties by giving one 
( 1) month prior notice to other parties and the INSTITUTE will not enter or handover the research work 
under taken by this MOU between the parties, with any third party without prior permission of the 
Company and only after making good the loss suffered by the Company in this behalf. 

16. Obligations of the Company: 
The Company shall obtain and keep valid all applicable authorized, consents, approvals, licenses, 
and clearance that are necessary for the performance of its obligations set out in this MOU. 
Further, the Company will be solely responsible for any ill effects of the product due to human 
consumption including for the claims and damage. The INSTITUTE will neither be responsible 
for the quality parameters of the products nor for its ill effects including for claims and damages. 

IN WITNESS WHEREOF "The COMPANY" and the "INSTITUTE" named above have set their 
respective hands and signed this MOU at Pune in presence of attesting witness, signing as such on 
the day mentioned herein below. 

Signed by: 

Signature 
Date 

Authorized Signatory 
Founder and CEO 
----------------------------------
-------------------------------
-----------------------------------

In the presence of 
Witness \ • ____ 
Signature 
Date I I i../ }-ll 

Name 0-r· v "' ,i: Pot '-o-.Jeo- r 
Address e, vv u. Pou,,.... Co il~{ 'Pk,0 r \.,I ""C. . 

s;gnature .--
Date ?-v) · I 2 ' 'Ufl..--d' 
Principal / Head of Institute 

Witness 
Signature J '{_ ILe.--
Date ;21../ / I 2.- f 2...0 :2--0 

Name ~ - :] . Q . 
Address {3-v .l) \.J p "'-9'. p k..9-f)l\g<' 



Annexure 1 
S.No Title of the project Responsible Principal/Head Chief 

Authority INSTITUTE investigator 
from the 

1 COMPANY 

J 




























