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Date: 1% March, 2025

Dr. Kowshick R
Sri Devaraj Urs Medical College,
Karnataka

With reference to your proposal Student ID: 2024-25/MD/002, titled, “Are our Rural Adolescent boys safe
from Porn Addiction? A Mixed method study”, you are awarded INR 1,00,000 for study. In addition, article
publication fees up to INR 50,000 will be granted on acceptance of publication in peer-reviewed

journal. The process of disbursement of stipend amount will.be done as per the following guidelines:

Instalments | On Submission of Timeline Amount to
be released
First Final Study Proposal along with following documents: April, 2025 Rs. 10,000
Installment -~ Study Tools
— Institutional Ethical Certificate
—  One Pager of the study (Background, Objective,
Methodology, Expected Outcome)
— Updated PPT
Second 1) Data collection report July, 2025 Rs. 10,000
Installment 2) Analysis Tables (Dummy)
Third 1) First drafl of study report October,2025 | Rs. 40,000
Installment 2) Publication Plan which will include:
— Title of the proposed papers
— Identified journals for publication
— Proposed timeline for publication
Fourth 1) Final study Report January,2026 | Rs. 40,000
Installment | 2) One Pager (Background, Objective, Methodology,
Results)
3) Your contribution in adolescent health in one page
4) Any paper from the proposed research
communicated for publication

Guidelines and conditions for MAMTA AHA Research Scholarship Excellence Awards in

Adolescent Health:

1. All the deliverables should be accompanied by progress reports and documents. Please note that
scholarship will not be disbursed until you submit the required quarter wise progress rep

the quarter-wise progress report should be approved and forwarded by your guide/ supervisor.

You will be requested to devote at least 3 days ina month to the study.

a training grant.

4. Financial support, Journal Publication Fees up to INR 50,000 (After submission of fees receipt)
will be valid till March 2031, which will be granted on acceptance of publication in peer-reviewed
journal. Manuscripts/ paper communicated for publication should be sent to MAMTA Health
Institute of Mother and Child. If the MAMTA research team contributes extensively to reviewi

the manuscript, they will be considered for authorship.

W @MamtaHIMC @MamtaHIMC  (G) @mamtahealth  in @Mamtak

Shimla | Chandigarh | Jaipur | Lucknow | Bhubaneshwar | Patna

It is your responsibility to immediately report any change in your study application status to
MAMTA Health Institute for Mother and Child. Changes in status include (but are not limited to):
deferring admissions after receiving an award, or plans to withdraw from the university, another
study, an academic appointment, change of the Guide and supervisor, extension of time limits and
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5. Throughout the process of drafting the paper and leading up to its submission to journals, it is
essential to involve members of the MAMTA Research Team in discussions and reviews.

6. It is your responsibility to keep MAMTA Health Institute of Mother and Child informed about
your submission /acceptance/publication of any study paper arising out of the study work done
during the tenure of the Study.

7. You must acknowledge the support of MAMTA Health Institute of Mother and Child in all the
publication(s). “This Study has been funded by Mamta Health Institute for Mother and Child
as part of MAMTA Scholarship Excellence Award”. Copy of the research paper(s) published
must be sent to MAMTA Health Institute of Mother and Child at each stage of publication
including preprint, final proof-reading document and published article manuscript/reprint.

8. Mamta follows the Government of India guidelines/policy for the Prevention of Sexual Harassment
(PoSH) at the workplace,

9. Mamta HIMC has a policy of erasing all confidential information, ideas/concepts submitted in
proposals/applications after the selection process is completed. "Confidentiality of Applicants"
Mamta shall not be liable to share the list of shortlisted applicants with any party outside the
organization. The organization takes all necessary measures to protect the confidentiality of
applicants, and shall not disclose any personal information, process and data related to the
application, except as required by law.

10. If a student is found to have obtained a scholarship by false statements, his/her scholarship will be
cancelled forthwith and the amount of the scholarship paid will be recovered, at the discretion of
the organization. The student concerned will be blacklisted and debarred for scholarship in any
scheme forever.

11. A scholarship awarded may be cancelled if the scholar changes the subject of the course of study
for which the scholarship was originally awarded or changes the Institution of study, without prior
approval of the organization. The amount already paid may also be recovered at the discretion of
the organization.

Congratulations and best wishes for a great academic year!

Deputy Director (Finance)

Accepted

Dr. Kowshick R
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Clinical Trial Agreement by/and between

Insignia Clinical Services Pvt. Ltd.,
(CRO)

AND

R.L Jalappa Hospital and Research Centre,
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(Trial Site)

AND

Adichunchanagiri University,(CTMO)
AND

Dr. Lokanatha Dasappa
(Principal Investigator)
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Clinical Trial Agreement

This Clinical Trial Agreement herein after known as "CTA/Agreement" has been executed on
by and between:

Insignia Clinical Services Private Ltd. (ICS), a company incorporated under the laws of India as
registered under the Indian Companies Act, 1956 having its business address at Unit No. 512, 5th
Floor, Best Sky Tower, Netaji Subhash Place, Pitampura, New Delhi-110034 (heremafter referred to
as “CRO”) (which expression unless repugnant to the context includes its associates, administrators,
successors in interest and permitted assigns) through Mr. Kartik Sahni, who has been authorized by
M/s CuratTeQ Biologics Private Limited (hereinafter referred to as “Sponsor”) to execute this CTA on
behalf of CRO and Sponsor.

AND

R.L. Jalappa Hospital and Research Centre is a teaching Hospital attached to Sri Devaraj Urs
Medical College, Sri Devaraj Urs Academy of Higher Education and Research (A deemed to be
University),located at Tamaka, Kolar, Karnataka 563103, India (hereinafter referred to as “Trial Site™)
(which expression unless repugnant to the context includes its associates, administrators, successors in
interest and permitted assigns) through Dr. Kalyani R ,who has been authorized to execute this CTA
on behalf of Trial Site.

AND

Adichunchanagiri University with business address at Adichunchanagiri Hospital, Adichunchanagiri
University at B.G Nagara, Mandya, Karnataka — 571 448, (hereinafter referred to as “Central Trial
Monitoring Organization™ or “CTMO”) (which expression unless repugnant to the context includes its
associates, administrators, successors in interest and permitted assigns) through its authorized
representative Dr. Rajesh Venkataraman.

AND

Dr. Lokanatha Dasappa (hereinafter referred to as the “Principal Investigator” or “PI”), an
independent consultant / employee of the Trial Site has been appointed as Principal Investigator for the
purpose of conducting clinical trial at Trial Site.

(hereinafter each referred to as a “Party”, and collectively as “Parties” ).
~ WHEREAS:

A. ICS is a Delhi-based Contract Research Organization (CRO) providing services primarily
in India, directly or through its affiliates, associates, agents and subsidiaries. The major
activities conducted by ICS include design, setup and management of clinical studies with
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human beings for the owners and / or manufacturers of pharmaceutical products, medical
devices and food supplements / nutraceuticals.

B. M/s Curateq Biologics Private Limited (Sponsor) is a pharmaceutical manufacturing
company engaged in manufacturing and distribution of pharmaceutical product and
desires to carry out a Phase- I1I Clinical Study ifivolving study drug BP01 (Bevacizumab)
and Avastin along with XELOX chemotherapy in metastatic colorectal cancer patients
according the protocol titled “A prospective, Randomized, Double Blind, Multicentric,
Parallel Group Phase-III Clinical Study to Ewvaluate the Efficacy, Safety, and
Immunogenicity of BP01 (Bevacizumab) Versus EU approved Avastin® along with
chemotherapy XELOX in metastatic colorectal cancer patients.” Protocol No:
ICS/CUR/2023-006, Version 1.0; Date: 19 OCT 2023 (herein after referred to as ‘Study’)
incorporated herein by reference as Exhibit- A and all subsequent amendments thereto;

C. Sponsor has appointed CRO to manage the Study and assist Sponsor with site selection &
management services for conduct of clinical trials at Trial Site. (For all
information/documentation provided by Trial Site/PI to CRO under the Agreement, the
CRO shall then provide the same to Sponsor);

D. The PI is a qualified medical practitioner and has been engaged by the Trial Site to participate
in the study as an investigator and being responsible to conduct the study, statement issued by
Trial Site attached hereto as Exhibit —C working with the Trial Site and has agreed to conduct
the Study at the Trial Site only after the prior written approval of Institutional Review Board
/ Independent Ethics Committee (IRB/IEC) at the Trial Site.

E. The Trial Site is a Teaching Hospital qualified and equipped with adequate resources to
undertake the study and the Trial Site and PI have agreed to perform the study on the terms
and conditions hereinafter setforth.

F. Adichunchanagiri University and Sri Devaraj Urs Academy of Higher Education and
Research has a Bilateral MOU dated 05 Feb 2024, wherein both the Universities has
agreed to develop and perform collaborative activities in research and academic areas of
mutual interest, Hence (Adichunchanagiri University) Central Trial Monitoring
Organization will be overseeing and managing the Clinical research activities performed at
the Trial Site.
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NOW, THEREFORE in consideration of the premises and the mutual promises and covenants
express herein the Parties agree herein:

1. PERFORMANCE OF THE STUDY:

1.1 Compliance with the Agreement: The purpose of this agreement is to conduct the study at the
Trial Site. The protocel has been sponsored by the sponsor and is approved by / or is subject to
the approval of the Drug Controller general of India (DCGI) under the Drugs & Cosmetics Act,
1940 including any amendments thereof (hereinafter referred as Drugs & Cosmetics Act. 1940)
and / or any other law or rules for the time being in force in India as well as approved by the
Ethics Committee (EC). In the event the protocol is amended, such change shall be notified and
it required under the law, prior approval of DCGI and/or EC shall be obtained. The Trial Site
and the PI agree to perform the study in strict compliance with the protocol and terms and
conditions of this agreement including any amendments thereto. The PI shall perform the study
at the study site of the mstitution. The Trial Site and PI further represent, warrant and covenant
that the PI is and at all times, during the term of this agreement, shall be (a) in good
professional standing, (b) in possession of all requisite professional licenses, approval and
permissions, (¢) full qualified to conduct the study and to act as PI under this agreement , (d)
fully experienced and knowledgeable with respect to all matters pertaining to the study and (e)
responsible for supervision of all persons who may assist the PI or otherwise be engaged in the
Study. In the event that the Trial Site and/or the PI use the services of sub-investigator,
investigational staff, or other to conduct the study pursuant to this agreement, the PI and Trial v
Site shall be responsible that all are appropriately licensed and credentialed and shall conduct
the study in compliance with the terms and conditions of this agreement. The Trial Site and PI
shall be liable for any breach of such agreement by such individuals.

1.2 Replacement of Principal Investigator: In the event the PI is unable to continue, either on
account of his death or early termination of engagement from Trial Site or becoming
incapacitated. , in such circumstances, the Trial Site shall provide a written notice to CRO
within three (3) calendar days of becoming aware of PI’s inability to continue. The Sponsot/
CRO shall then appoint the Co-Investigator as a party to this agreement by way of amendment
to this agreement. In case the Sponsor /CRO terminate this agreement, the Trial Site shall take
all necessary steps to accommodate the decision.

1.3 Delegation of duties: The PI will personally supervise the study and may not delegate this duty
to any other individual without Sponsor/ CRO’s prior written approval. He /She may delegate
other duties as necessary to their investigators and qualified personal in accordance with
regulatory requirement and upon notice to sponsor /CRO. The Trial Site may not replace the PI
without Sponsor’s/CRO’s prior written approval. If the PI is to be temporarily absent from the
Trial Site, the Trial Site shall designate an Investigator qualified and trained to me such
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responsibilities to temporarily supervise the study on behalf of PI. All such designation of
responsibility will be reported to Sponsor/ CRO in writing and DCGI and/or EC prior to its
commencement.

1.4 Investigator and Staff Training: The Trial Site and PI Shall insure that other investigator and
designated staff attend all study related training conducted by Sponsor/CRO.

1.5 Use of Study drug: CRO shall provide the study drug and all related document and any
material wherever require for conduct of study. Neither the PI not Trial Site shall make use of
study drug, study related documents and materials , for purposes other than performance of the
study in accordance of the protocol and this study. The PI and Trial Site shall account for and
return to CRO or otherwise dispose of in accordance with CRO’s Instruction any unused study
drug, materials and equipments and confidential information provided for the purposes of the
study. In case of destruction of study drug at Trial Site, the Trial Site shall promptly provide
certificate of such destruction. This provision does not apply to the documents that should be
miaintained and retained in secure manner by the PI at the Trial Site as per study protocol, the
agreement and /or applicable guidelines laws and regulations.

1.6 Adverse Event Reporting: Principal Investigator and Trial Site also agrees to report to
Licensing Authority as defined in New Drugs and Clinical Trials Rules, 2019 including any
amendments thereof, Ethics Committee and CRO immediately, but not later than 24 hours or
within such mandatory timelines as amended from time to time and specifically mentioned
hereabove, After learning of any adverse event and all other important medical events,
including but not limited to adverse reactions, as identified in the protocol, affecting any Study
Subject. Principal Investigator and Institution further agree to follow up such report with
detailed written reports in compliance with all applicable legal and regulatory requirements.

1.7 Additional research: Trial Site and PI shall not conduct any additional research nor facilitate
any third party to conduct any such research on study subject during the study OR biological
samples collected from study subjects during the study, data derived from the study without
prior written concern of Sponsor and CRO.

2. TRIAL DRUG; MATERIALS TRANSFER; RECORDS RETENTION; INSPECTION:

2.1 Trial Site and Principal Investigator acknowledge that the trial drug/device is owned or
controlled by Sponsor/CRO and that neither the terms of this Agreement nor the Protocol, nor
any activities conducted by Trial Site or Investigator for the Trial, shall be construed to grant
to either Trial Site or Principal Investigator any rights in or to the Compound.
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2.2 Except as otherwise agreed by the Parties, CRO will provide the Compound and any
control/placebo material to be administered to Trial subjects as part of the Trial (collectively,
the “Trial Drug™) free of charge to Trial Site for administering or dispensing solely by or under
the supervision of Principal Investigator or sub-investigator to Trial subjects at the Trial Site in
Strict compliance with the Protocol.

2.3 Trial Site and Principal Investigator shall use the Trial Drug solely to conduct the Trial in strict
compliance with the Protocol and for no other purpose, and shall not transfer the Trial drug to
any third parties. Trial Site and Principal Investigator shall handle, store, ship and dispose of
the Trial drug as directed by Sponsor/CRO or its designee and in compliance with all
applicable laws, rules and regulations.

2.4 Trial Site and Principal Investigator will ensure that empty and partially used Trial Drug
container and any Trial Drug remaining at the Trial close-out visit at the Trial Site or upon
early termination of this Agreement are disposed of or returned to CRO in accordance with the
Protocol.

ro
in

Neither support of the Trial, nor Trials Site’s participation in the Trial, impose any obligation,
express or implied, on Trial Site or Principal Investigator to purchase, prescribe, provide
favorable formulary status for or otherwise support Sponsor’s/ CRO’s products.

2.6 Unless required by the Protocol, Trial Site will not modify the Trial Drug or its container. If
the Trial Site policy requires any modification to the Trial Drug container, such modification
must be approved in advance in writing by Sponsor/CRO. Principal Investigator solely for
purposes of the Trial and only as specified in the Protocol and this Agreement. They may,
however, be retained in the Trial Site for use in a future study to be approved by Ethics
Committee (EC).

3. RECORDS MAINTENANCE AND RETENTION:

3.1 The Trial Site and Principal Investigator shall prepare and maintain records, reports and Data
provided in the Protocol, Ethics Committee (EC) requirements, and in accordance with all
applicable local, state and Central laws and regulations. Trial Site or Principal Investigator shall
cooperate with the Sponsor/CRO in making records, reports and Data developed under this
Agreement.

Trial Site or Principal Investigator shall ensure the storage of Data related to Study in
accordance with the requirements of current Good Clinical Practices, in suitable and secured
storage facilities and under appropriate conditions, for a period of time required under the
agreement applicable laws and regulations in INDIA or until 5 years after completion of all
regulatory activity, whichever period is longer, unless to the extent that Sponsor/CRO/fequires
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the return or destruction of this Data, in which case this request shall be complied with to the
extent allowed by applicable laws and regulations. Before the destruction or deletion of such
Data, Sponsor/CRO’s written approval shall be obtained.

4. PAYMENTS:
4.1 Budget And Compensation: The compensation and fees to be paid by the Sponsor/CRO for
this study is contained in the budget described in Exhibit- B attached hereto and incorporated

by reference in this agreement. Payment shall be due and payable in accordance with the
schedule set forth in Exhibit- B.

4.2 Fair_ Market Value: The party's acknowledge and agree that the compensation and support

provided by the Sponsor/CRO to the CTMO/Trial Site provision to this agreement represents
the fair market value for the research service conducted by Trial Site and the Principal
Investigator has been negotiated in an arm's length transaction, and has been determined in a
manner that takes into account the volume or value of any reference or other business otherwise
generated between the Sponsor/CRO and the situation are the principal investigator.

4.3 Third Party Pay or billing: Neither the CTMO nor the Trial Site nor the Principal
Investigator shall bill any third party for the Study Drug or any other item or services furnished
by the Sponsor/CRO in connection with the Study, or any services provided to subjects in
connection with the Study for which payment is made as part of the study except as may be

specifically authorised by compensation standard set forth in Exhibit- B.

4.4 No part of any consideration paid hereunder is a prohibited payment for the recommending or
arranging of the referral of business or the ordering of item of services; nor are the payments
intended to include illegal referrals of business Nothing contained in this agreement shall be
construed connected in any manner as an obligation or inducement for the Trial Site or
Principal Investigator to recommend that any person or entity purchase Sponsor’s/CRO’s
product or those of any entity affiliate with the Sponsor/CRO

5. TERM & TERMINATION:

5.1 This Agreement will be in force for a period of the trial or its time extended from the date of its
signing. The term of this Agreement may be extended by consent of all parties to this
Agreement. The Date of execution of this Agreement shall be the effective Date.

5.2 This Agreement will become effective after it is fully executed and signed by all the parties
hereto and shall continue in effect for the full duration of the Study according to the Protocol
unless extended or sooner terminated in accordance with the provisions of this Agreenfént.
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5.3 Unless earlier terminated in accordance with the provisions of this Agreement, the term of this

Agreement shall commence on the Effective Date and shall terminate 6 months after
completion of Study at Trial Site (hereinafter known as “Expiration Date”).

6. TERMINATION BY SPONSOR/CRO: .

6.1 The Agreement may be terminated by the Sponsor/CRO at any time in the exercise of its sole

discretion upon thirty (30) calendar days prior written notice to the Trial Site. reasons for
termination may include but not limited to;

e Breach of Contract, including failure to comply with protocol and applicable laws and

regulations,

e Receipt of safety information that makes it prudent to do so.
e No subject recruited within 6 months at study site following initiation of study at site.
e Notwithstanding the above Sponsor/CRO may immediately terminate the study within its sole

Judgment, if such termination is necessary based on patient safety, OR breach of compliance
with applicable laws and regulations or evidence suggesting lack of sufficient efficacy of
study drug herein without sponsor /CRO having any financial or other liability of any nature
resulting in any such termination.

6.2 Upon notice of termination of this Agreement by either Trial Site or Sponsotr/CRO or Principal

Investigator, Trial Site shall cease enrolling Clinical Trial Subjects into the Study, and shall
discontinue conduct of the Study as soon as is medically practicable,

6.3 Upon any early termination for any reason other than breach of this agreement by the Trial Site

6.4

CROp I ,Tl'iﬂ’ lS%/
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/CTMO or PI. the Sponsor/CRO shall reimburse the Trial Site / CTMO fornon-cancellable
commitments made or incurred in accordance with this agreement prior to Trial Site receipt of
Notice of Termination (reduced by all applicable prior payments made by Sponsor/CRO under
this agreement). No cancellation penalty shall apply. Upon notice of such receipt of notice of
termination, the Trial Site, the CTMO and PI shall use all reasonable efforts to avoid any
additional cost and expenses. In the event the prepaid any portion of payment for work pursuant
to this agreement that is not actually performed as a result of termination of this agreement, the
Trial Site and PI shall return such payment for such unperformed services or unexpended or
cancelled fees.

If, upon the Effective Date of Termination, Sponsor/CRO has advanced funds which remain
unutilized or surplus, Trial Site/CTMO shall repay such funds within sixty (60) days of the
Effective Date of Termination. In the event Trial Site/CTMO fails to repay such funds in a
timely manner, Sponsor/CRO may deduct an equivalent amount from any payment then or later

.
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due from Sponsotr/CRO to Trial Site or CTMO under this or any other arrangement between the
parties.

s
in

Upon termination of this Agreement, all unused Materials and all Sponsor’s/CRO’s
Confidential Information (except for such records that Trial Site is required by law or
regulation to retain) in Trial Site’s possession shall be promptly delivered to Sponsor/CRO at
Sponsor/CRQ’s expense, or, at Sponsor/CRO’s option, destroyed with the destruction certified
in writing.

7. OWNERSHIP:

7.1 All reports, data, technical information,(including without limitation, written, printed, graphic
video and audio material, any computed data base and computer data readable data form),
original works of authorship and all other information generated(the “Data™) by the Trial Site,
the PI, any other designated personnel in the course of conducting the study shall be the sole
and exclusive property of Sponsor or its designee i.e. CRO, which may utilise the Data in any
way it deems appropriate, subject to and in accordance with applicable laws and regulations of
India and the terms of this agreement .

8. CONFIDENTIALITY:

8.1 Both parties agree to treat any confidential information obtained from the other party, or
generated by the party or its Representatives as a sole and direct result of performing the
services under this Agreement including, without limitation, confidential commercial, business,
scientific, medical and technical information, the study drug, Protocol, Investigator Brochure,
Case Report Forms, safety information, and any other data or information generated or
resulting from the study recorded and available in any form or on any media (paper. disc,
photos, computer systems) (hereinafter “the Confidential Information™)

8.2 Both parties agree not to divulge the Confidential Information to 'auy third party or parties,
unless necessary as it relates to the performance of duties outlined in the scope of services or
use said Confidential Information for any purposes other than understanding and evaluating the
performance of those services. Parties further agrees to limit disclosure only to those of its
officers, employees, agents, affiliates and consultants as are necessary to carry out the services
in this Agreement. Parties shall take all reasonable steps to prevent the disclosure of the
Confidential Information as provided herein.

8.3 Parties will ensure that it will incorporate similar confidentiality language (no less restrictive
than this Agreement) in its written contracts with all representatives, agents, affiliates and
congyltants to protect Confidential Information. Any Confidential Information or IP p duced
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for performing services under this agreement can only be used by the Sponsor/CRO for the
specific study.

8.4 The above provisions of confidentiality shall not apply to that part of the Information which
any party is able to demonstrate by documentary evidence:

o

was fully in their possession prior to receipt from the other party; or

was in the public domain at the time of receipt; or

becomes part of the public domain through no fault of the party; or

is lawfully received by it from a third party having a right of further disclosure; or
is developed by it independent of the Information; or

S CRNCLI RN O

is required by law or upon a court injunction to be disclosed.

Parties agree that upon termination or expiration of this Agreement, at the other party’s
request, it shall return to the other party all Confidential Information, retaining copies of any
such Confidential Information as is reasonably necessary for regulatory and insurance
purposes or as it deems necessary to demonstrate the satisfaction of its obligations hereunder,
all subject to the ongoing obligation to maintain the confidentiality of such Confidential
Information.

9. DISCLOSURES:

9.1 The confidentiality obligation shall not, however, be applied to Confidential Information,
which:

a. Was, as evidenced, in the posséssion of the receiving party prior to receipt of the
confidential information from the other party,

b. The party has received from a third party without any obligation of confidentiality and
which has a right to deliver such information to the other party, or

¢. On ground of law has to be delivered.

Any party invoking and exception set forth above has the burden of proof with respect to the

existence of such an exception.

9.2 Each party shall promptly return to the other party and Confidential Information no longer
needed for the purposes of this agreement or if so requested by the other party.

9.3 Should any third party, e.g. Regulatory Authority demand access to Confidential Information
on grounds of law, the party shall without any delay and prior to making such a disclosure
notify the other party of such a demand in writing and take prior written consent before
making such disclosure. The party may then deliver only the specified Confidential
Information, which the request concerns. .
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10. PUBLICATION:

10.1 The Parties also understand and recognize that this Study is part of a multi-site study and that
data from all sites will be pooled and analyzed, and agree that premature disclosures of data
from a single site may be misleading. Sponsor /CRO, shall have the right to coordinate one or
more publications of the aggregate multi-site Study results.

10.2 The Trial Site/PI will report the findings of the Study to Sponsor/CRO in the form of Study
reports, to be submitted to Sponsor/CRO at such stages or intervals in such forms and
containing such information as set out in the Protocol (including for instance the progress and
the number of included patients) and/or as further agreed between the Parties.

10.3 The Parties acknowledge that Sponsor/CRO shall have the exclusive right to publish and
present the results of the Study. Sponsor/CRO shall take into account that these results
represent a joint effort among Sponsor, CRO, Trial Site and PI. Sponsor/CRO shall mention
the PI of the Site in a footnote in the manuscript as one of the participating Principal
Investigators of the Study.

10.4 The PI/Trial Site shall have no right to publish and present the results of the Study unless the
prior written consent of Sponsor/CRO has been obtained. Sponsor/CRO recognizes the wishes
of Site/PI to publish details of academic research in scientific journals. Sponsor/CRO shall
however have the full right to withhold such consent.

10.5 Sponsor/CRO shall retain ownership of all original and completed CRFs, data, analyses and
reports that result or are derived from the Study.

11. INVENTIONS& PATENTS:

11.1 Any invention, discovery, or improvement related to Sponsor/CRO’s products or technology
which is conceived or reduced to practice as a consequence of Trial Site's performance of the
services hereunder (the “Inventions™) shall be the sole and exclusive property of Sponsor/CRO
and shall be used by Sponsor/CRO as Sponsor/CRO deems appropriate. Trial Site agrees to
execute and have executed, at Sponsor/CRO’s cost, assignments of the Inventions to Sponsor /
CRO (including ensuring contracts between Trial Site and its Representatives include
appropriate assignment language to require its Representatives to comply with the terms of this
assignment provision and this Agreement), along with other documents that may be necessary
or helpful to Sponsor / CRO in filing patent applications, or which may relate to any litigation
or interference and/or controversy in connection therewith. The entire control, prosecution,
and conduct of any patent application ﬁle by Sponsor shall be outside the jurisdictign Jof, and
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without expense to, Trial Site/PI or its Representatives. Trial Site/PI acknowledges that
Sponsor / CRO has the exclusive right to file patent applications in connection with the
Inventions. Trial Site /PI warrants that it will not, and will ensure (including incorporating
similar language in its contracts with study sites and investigators) that its Representatives will
not prevent Sponsor / CRO from filing patent applications for, or from applying the results of
research carried out for Sponsor / CRO hereunder.

11.2 All reports, data, technical information, original works of authorship and all other information,
furnished by or on behalf of Sponsor / CRO, or created specifically for Sponsor / CRO as a
deliverable under this Agreement (“Work Product”), shall be the sole and exclusive property
of Sponsor.

11.3 Notwithstanding the foregoing, Sponsor / CRO acknowledges that Trial Site /PI possesses
certain inventions, processes, know-how, trade secrets, improvements, other intellectual
properties and other assets, including but not limited to analytical methods, procedures and
techniques, procedure manuals, personnel data, financial information, computer technical
expertise and software, which have been independently developed by Trial Site /PI and which
relate to its business or operations (collectively “Trial Site Property”). Sponsor / CRO and
Trial Site /PI agree that any Trial Site Property or improvements thereto which are used,
improved, modified or developed by Sponsor / CRO under or during the term of this
Agreement are the sole and exclusive property of Trial Site /PI and Sponsor / CRO shall be
liable for any misuse or unauthorized use/ dissemination of the same. In no event shall Trial
Site /PI be precluded from use of this Property and its general knowledge, skills and
experience, and any of its ideas, concepts, know-how and techniques used or developed by it
in the course of providing services under this Agreement.

12. INSURANCE AND INDEMNIFICATION:

12.1 Trial Site shall maintain medical professional liability insurance with limits in accordance with
local standards for each medical professional involved in the Study, or require that each
medical professional maintain such insurance.

12.2 The sponsor/CRO shall indemnify and hold harmless the Trial Site from any and all liability of
trial subjects, loss, or damage it may suffer as a result of the sponsor’s negligence or breach of
contract or caused by the investigational medicines, compliance with the protocol written by
the sponsor, or use of the Results. Sponsor/CRO will ensure that appropriate medical insurance
cover is obtained to cover the financial cost of any liabilities arising out of loss / damages
occurring to trial subjects as a result of participation in Clinical Trial under the conditions
specified as per the terms of this agreement.
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12.3 The Trial Site and PI agrees to indemnify and hold harmless the sponsor/CRO from any and
all hability of trial subjects, loss, or damage it may suffer as a result of the Trial Site’s
negligence or breach of contract.

12.4 The obligation of the Sponsor hereunder shall apply only if the Indemnities provides prompt
notification upon receipt of notice of any claim or suit, permits the Sponsor and its attorneys
and personnel to handle and control the defense of such claims or suits including pretrial , trial
or settlement and the indemnitees further agrees that it will not settle or compromise any such
claim or suit without the prior written consent of the Sponsor/CRO.

13. USE OF OTHER PARTIES’ NAMES:

* 13.1 The Principal Investigator and Trial Site shall not use Sponsot's name or the name of any party
hereto in connection with any advertising or promotion of any product or service without the
prior written permission from Sponsor/ CRO.

14. NO JOINT VENTURE ETC.:

14.1 This Agreement shall not constitute, create, or in any way be interpreted as, a joint venture,
partnership, or business organization of any kind.

15. MONITORING:; AUDIT; REGULATORY INSPECTIONS:

15.1 The Principal Investigator and Trial Site shall, permit authorized personnel of the Sponsor/
CRO and any Regulatory Authority including EC to inspect the facilities of the Study Site
before, during and after the Study.

15.2 The Principal Investigator and Trial Site shall notify to the Sponsor/CRO immediately by
telephone or tacsimile if the Drugs Controller General-India, or any other governmental or
regulatory authority requests permission to or does inspect the Principal Investigator and Trial
Site’s facilities or research records relating to this Study whenever and will provide in writing
to the inspecting authority copies of all materials, correspondence, statements, forms and
records which the Principal Investigator and Trial Site receives, obtains, or generates pursuant
to any such study.

15.3 The Principal Investigator and Trial Site will permit the Sponsor/CRO to;

(a) Examine, inspect and audit the work performed here under and the facilities, systems
and equipment at or with which the work 1s conducted.
(b) Inspect and copy all Data, documents and records related to such work and the Study.
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16. FORCE MAJEURE:

16.1 Any event occurring after signing the agreement, which a party could not reasonably have
taken into account at the time of the conclusion of the agreement and which prevents or delays
the affected party from fulfilling of its obligations under the agreement or makes the
fulfillment thereof unreasonably difficult and which cannot be overcome without unreasonable
loss of time or cost, shall constitute an event of force majeure. An event of force majeure shall
include: strike, war, revolt, import or export prohibition, acts of God, interruption of public
traffic or distribution of energy, legal labour dispute, fire or any other reason having as severe
and unusval effects beyond the control of the party.

16.2 If a party would wish to invoke existence of an event of force majeure as a cause¢ for the non-
compliance with any of its obligations under the agreement or delay or exemption from
liability, it shall without delay inform the other party of the delay or termination of its
contractual obligation in writing

17. GOVERNING LAW:

17.1 The validity, interpretation, and performance of this Agreement shall be governed and
construed in accordance with the laws of INDIA as applicable within the NCT of Delhi.

18. JURISDICTION:

18.1 The place of jurisdiction for any dispute or claim before a court or an arbitrator shall be Delhi,
notwithstanding any other provision to the contrary in any law in this regard. ]

19. ARBITRATION:

19.1 All disputes or claims whatsoever arising out of or in respect of the terms and conditions of
this agreement or relating to the admissibility or liability or quantity of compensation or
damages payable to or by any of the parties to this Agreement to the trial subject or his/her
legal representative or the nominee shall be referred by the aggrieved party or person to the
arbitration of a sole arbitrator to be appointed mutually by the Parties within a period of thirty
(30) days of the receipt of a written request by the aggrieved. The Arbitration and conciliation
Act 1996 as amended from time to time shall be applicable to such arbitration proceedings.
The award of the arbitrator shall be final and binding on all the parties thereto.

20. AMENDMENT:

20.1 This Agreement and Protocol may only be amended by the mutual written consent of the
parties hereto. The parties agree that this Agreement constitutes the sole, full and complete
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and representation between the parties with respect to the Study. No amendments, changes.
additions, deletions. or modifications to or of this Agreement shall be valid unless reduced to
writing and signed by the parties. All changes and amendments to this Agreement shall be
agreed in writing between the parties.

IN WITNESS WHEREOF, the parties hereto have caused this Agreement to be execufed, in
quadripartite, by their officers, thereunto duly authorized to sign on behalf of their party.

1. Insignia Clinical Services Pvt. Ltd.:

2. R.L. Jalappa Hospital and Research Centre,

Prof. Dr. Kalyani , R.

MD{Path), Ph.D, FAMS, FICP. FI1AMS, FIM$A FKSTA
Director -

Research and Development Cell, SDUAHER
Profassor & Fermer Head

Dept, of Pathology, SHuMC

3. Adichunchanagiri University,

Dr. D. Lokanatha
Prof. of Medical Oncology
KMC No. 24954
Sri Devaraj Urs Medical College
Tamaka, Kolar-563103.

4. Principal Investigator:

Principal Investigatéi
Prof. of Medical Oncology
KMC No. 24954
Sri Devaraj Urs Medical Collegey,
Tamaka, Kolar-563103.
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Exhibit-A

Protocol No.: ICS/CUR/2023-006 3
Verslon 1.0; Date: 19 0CT 2023 C"‘ raTeQ

PROTOCOL SYNOPSIS

TITLE: A Prospective. Randomized. Double Blind, Multicentric,
Parallel Group Phase-IIl Clinical Study to Evaluate the
Efficacy, Safety, and Immunogenicity of BPO1 {Bevacizumab)
Versus EU approved Avasun® aleng with chemotherapy
XELOX 1n metastatic colorectal cancer patients.

PROTOCOL NUMBER:  ICS/CUR/2023-006

VERSION & DATE: 1.0: 19 OCT 2023

NUMBER OF SUBJECTS TO BE ENROLLED AND RANDOMIZED:

Appropriate number of subjects will be screened and total of 168 subjects who meet the required
eligibility crteria will be randomized in 2:1 ratio in Test Vs. Reference groups to achieve
minimum number of 153 completed / evaluable subjects (102:51 in Test: Reference) which is a
statistically powered sample size. An attempt will be made to have the number of subjects equally
distributed amongst sites.

CLINICAL PHASE: Phase-III Climcal Trial.
INDICATION: Metastatic Colorectal Cancer
STUDY OBJECTIVES:

¢ To evaluate and compare the efficacy of BPOl(Bevacizumab} versus EU approved
Avastin® along with chemotherapy XELOX in metastatic colorectal cancer patients.

Secondary Objective(s)

e To evaluate and compare the immunogenicity of BPOI(Bevacizumab) versus EU
approved Avastin® along with chemotherapy XELOX in metastatic colorectal cancer
pahents.

¢ To evaluate and compare the safety of BPO1{Bevaciznmab) versus EU approved
Avastin® along with chemotherapy XELOX in metastatic colorectal cancer patients.

Confidentiol/Proprietary Information
Page 12 of 109

) Principal Divestigator |, .
Prof. of Medical Oncology
KMC No. 24954
Sri Devaraj Urs Medical Colleg®23
Tamaka, Kolar-563103,

(8] Pﬂ&la%/xalyani . R.

11

MD(i ;m’,,_‘tn D. FAMS FICP, FIAMS, FIMSA, FXSTA
RM-’-‘: / Director
Reseafch and Develepment Celi, SDUAHER
Professor & Former Mead
Bept. of Pathelegy, SDUMC




Protocol No.: ICS/CUR/2023-006 ! &

Version 1.0; Date: 19 OCT 2023 CuraTeQ

STUDY DURATION:

Subject participation will last for a total of 22 weeks, which includes up to 4 weeks of scre&ung
15 weeks of Study Medication administration, and up to 3 weeks of End of Study follow-up
assessments. ’

STUDY DESIGN AND METHODOLOGY:

This is a Prospective Phase ITI, Multicentric, Comparative, Randomized. Double-blind, Active
Controlled, Parallel group clinical study to evaluate and compare the efficacy, immunogenicity
and safety of BPO!(Bevacizumab) mfg. by CuraTeQ Biologics Private Limited with referencé
medicinal product EU approved Avastin® (Bevacizumab of Roche) along with chemotherapy
XELOX in metastatic colorectal cancer patients

Male and female subjects, age 18 years and above with histopathologically confirmed metastatic
colorectal cancer diagnosis that is not amenable to curative surgery and/or radiation and who
have not received any treatment for metastatic colorectal cancer [ie., only 1st line mCRC
patients] will be screened for participation in the study. Subjects at the time of screeming should
have a measurable disease on radiological assessment according to RECIST 1.1 criteria, Eastern
Cooperative Oncology Group (ECOG) PS 0 or 1 at the time of screening and before first infusion
with life expectancy of at least 4 months as per the investigator.

All subjects who meet the above criteria will be screened for participation as per the
wnclusion/exclusion criteria specified in Section 4.2 and 4.3 of the protocol.

Subjects will visit the study center for screening procedures to determine eligibility within 28
days before randomization. All the eligible subjects will be screened and included in the study
after verifying the inclusion and exchision criteria. All subjects who are eligible for the study
will be randomized into a 2:1 (Test: Reference) allocation ratio in either of the two treatment
groups using central ITWRS-based randomizaticn. .
Study medications (Test or Reference) shall be administered intravenously at a dose of 7.5mg/kg
b.w. along with chemotherapy XELOX (Oxaliplatin + Capecitabine) every 3 weeks for 6 cycles.
Oxaliplatin will be administered at a dose of 130 mg/m’ as an IV infusion in 500 mL of 5%
dextrose over 2h on Day 1 of each cycle after the completion of BPO1(Bevacizumab)/Avastin®

Confidential/Proprietary Information
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Protocol No,: ICS/CUR/2023-006 2 E
Version 1.0; Date: 19 OCT 2023 C;erTéO

Study Flow-Chart:
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In addition to the efficacy amfl safety mvestigations. samples will also be collected for
Imemunogenicity assessment(s). Inmunogenicity {anti-bevacizumab antibodies) samples will be
collected from all subjects at baseline (pre-dose before cycle 1), at Cycle 3 (Day 43 + 3 Days)
after completion of chemotherapy cycle and End of Study Visit (Day 127 + 5 Days) or at
withdrawal visit.

A DSMB will be constituted to monitor the safety of the mvestigational g¥oducts. First fifteen
(15) patients randomly assigned to the study shall undergo evaluation of drug related toxicities
after first-dose. Furiher recruitment would take place once the DSMB has reviewed the safety
data of these patients.
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Protocol No.: ICS/CUR/2023-006

R

Version 1.0; Date: 19 OCT 2023 Cura Té o

TARGET POPULATION AND KEY INCLUSION / EXCLUSION CRITERIA:

2. Histopathologically confirmed colorectal cancer.

3. Diagnosis of metastaric colorectal cancer which is not amenable to curative surgery
and/or radianion.

4. Patients who have not received any treatment for metastatic colorectal cancer [i.e., only
1st line mCRC patients].

5. Measumble disease on radiological assessment according to RECIST 1.1 criteria.

6. Subjects with Eastern Cooperative Oncology Group (ECOG) PS 0 or 1 at the time of
screening and before the first infusion.

7. Have a life expectancy of at least 4 months as per the investigator.

8. The Patient is able to understand and is willing to give informed consent and is able to
comply with the requirements of the study protocol.

9. A woman of childbearing potential must have a negative highly sensitive serum (p-
human chorionic gonadotropin [B-hCG]) at screening and urine B-hCG test at
randomization.

10. Women of childbearing potential and men must be using two acceptable methods of
contraception, (e.g., intra-utenne device plus condom, spermicidal gel plus condom,
diaphragm plus condom, erc.) for the entire duration of the study from the time of
screening and 4 months following the completion of therapy.

Exclusion Criteria:
1. Received prior chemotherapy for metastatic disease [chemotherapy for primary disease is
acceptable].

2. Prior treatment with bevacizumab.

3. History of haemoptysis, thrombotic or haemorrhagic event in the past 6 months.

4. Therapeutic anticoagulation; regolar use of aspimn (325 mg/day), NSAIDs. or agents
known to inhibit platelet function.

5. Radiation therapy for metastatic disease or surgery within 1 month of randomization.

6. Senous non-healing wound or bone fracture.

7. Known hypersensitivity to bevacizumab, capecitabine, or oxaliplatin.

8. Urine protein on dipstick analysis > 2+ [If urine protein is 22+, further assessments should

Inclusion Criteria:

be

Male and female patients 18 years and above.

show unne protein: creatinine ratio 0.5 grams protein per gram creatinine by uriatysis OR

MG.’PMM, Ph.D, FAMS, FICK, FIAMS, FIMSA ———

Research and Development Cell, SOUAHER
Professor & Fermer Head

Bept. of Pathelogy, SDUMC
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. total uninary protein 1.000 mg by 24-hour unne collection for inclusion.

9. Patients with known dihydropyrimidine dehydrogenase (DPD) deficiency.

10. High levels of SGOT 3 x ULN and 5 x ULN i patients with hver metastasis. Serum
bilirubin 1.5 X ULN. .

11. Patients with known or suspected brain metastases, Patients with a history of CNS
metastases are eligible if they haive been successfully treated and are off sterosds for at least
4 weeks before randomization.

12. Patients with a history of prior malignancy other than colorectal cancer.

13. Other mvasive malignancies within the past 5 years except for nonmelanoma skin cancer
and successfully treated cervical carcinoma wn st

14. Patients with severe renal impairment (estimated creatinine clearance below 30 mL/min)
study.

15. Patients with a current history of drug/alcohol abuse.

16. Patient in the opinion of the investigator is not capable of complying with the study.

17. The patient is unable or unwilling to give wrtten informed consent.

18. The patient has participated in an mnvestigational drug study within the last one month.

19. Receipt of IV antibiotics for infection within 14 days of randomization.

20. Any condition for which. in the opinion of the investigator, participation would not be m
the best interest of the participant {(e.g.. compromise the well-being) or that could prevent,
limit, or confound the protocol-specified assessments.

21. History of hepatitis B surface antigen (HBsAg) or hepatitis C antibody (anti-HCV)
positive, or other clinically active liver disease, or tests positive for HBsAg or anti-HCV
ar Screening.

22. History of human immunodeficiency virus (HIV) antibody positive, or tests positive for
HIV.

23. Received an investigational intervention (including investigational live vaccines) or used
an imvasive investigational medical device within 30 days or 5 half-lives before the
Baseline, whichever is longer, before signing the consent.

S

INVESTIGATIONAL PRODUCT(s):

Test product {T):

BPO01 (Bevacizumab 400mg) concentrate for solution for intravenous infusion.

Dosage Form & Strength: Concentrate for solution for intravenous infusion containing
Bevacizumab 400mg/16 ml.

.
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Reference Product (R):

EU approved Avasun® (Bevacizumab 400mg) concentrate for solution for intravemous infusion.
Dosage Form & Strength: Concentrate for solution for intravenous infusion containing
Bevacizmnab 400mg/16 ml.

PERMITTED CONCOMITANT MEDICATIONS

In addition to the study medication. BPO1(Bevacizumab) or EU approved Avastin®, all subjects
shall receive XELOX Chemotherapy containing Oxaliplatin administered at a dose 130 mg/m?as
an IV infusion in 500 mL of 5% dextrose over 2h on Day 1 of each cycle after the completion of
BPO1-/Avastin infusion and Oral capecitabine 1000 mg/m’ administered twice daily on Day 1
through Day 135 (28 doses) of a 21-day cycle. The first dose of capecitabine will be started on the
evening of Day 1 and the last dose on the moming of Day 15, for each cycle.

Patients will be instructed to take capecitabine tablets wathin 30 min after the end of a meal with a
glass of water (breakfast and dinmer). It is planned that this dose of XELOX chemotherapy will
remain stable for the entire duration of the study. Chemotherapy dose modifications are permitted
during the study 1n case of drug-related toxicities or any safety events to study subjects.

Pre-medication s to be used to reduce the risk of occurrence of Infusion-related reactions (IRRs).
Prophylactic anti-emetic therapy {Dexamethasone 4 to 12mg plus NK-1 & 5-HT; antagonists)
within 30 to 60 minutes before the start of chemotherapy is recommended (as per PI discretion)
for all subjects before recetving chemotherapy. Pharmacotherapy is allowed for the management
of emesis, diarrhea, fever, and other post chemotherapy complications.

Patients will be allowed 1o continue other concomitant medications as directed by the physician.
Any new medications prescribed by other providers or non-prescription medications obtained by
the patient shall be reported to the Principal Investigator and noted in the patient’s medical record.

e Low-dose aspirin < 325 mg/d) may be continued in subjects at higher nisk for artenal
thromboembolic disease. Subjects daveloping signs of arterial ischemia.

o Palliative and supportive care for disease-selated symptoms will be offered as needed to all
patients in this study.

s Colony-stimulating factors (i.e., G- or GM-CSF) may be used at the discretion of the
Investigator.

o Patients taking therapeutic dose-levels of coumann-denvate anticoagulants concomnantly
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with capecitabine should be switched to low moelecular weight hejtanin. Low-dose coumadin
(e.g.. 1| mg po per day) in patients with in-dwelling venous access devices is allowed but
frequent INR monittoring is recommended.

» Increased phenytoin plasma concentrations have been reported duning concomitant use of
capecitabine with phenytoin, suggesting a potential interaction. Patients taking phenytoin
concomitantly with capecitabine should be regularly monitored (e.g., weekly phenytoin and
albumin levels) for increased phenytoin plasma concentrations and associated clinical
symptoms.

Rescue Medications:

The rescue medication will only be administered at the discretion of the Investigator. Details of
rescue medication and any hospitalization will be documented in CRF in line with the pnimary
and secondary objective assessment requirements

DOSE AND MODE OF ADMINISTRATION:

e BPOI (Proposed Bevacizumab biosmmilar) and reference biologic EU approved Avastin®
are the investigational medicinal products administered'intravenously to the patients in the
study.

BP01/ Avasun® Dose Preparation and Handling:

BP0}/ Avasun® will be provided as single use vials contaming 400 mg/16 mL concentrate for
solution for infusion with the final protein concentration of 25 mg/ml Bevacizumab.
Bevacizumab will be a sterile, preservative-free, and clear to slightly opalescent, colorless to
pale brown liquid for IV infusion in single use vials. Bevacizumab BP01/ Avastin® vials should
be stored unopened at 2° to 8°C. Vials should be protected from light in the outer cartos and
should not be frozen or shaken.

The drug product is diluted in 0.9 % sodium chioride solution before administration. From a
microbiological point of view, the product should be used immediately. If not used immediately.
in-use storage times and conditions are the responsibility of the user and would normally not be
longer than 24 hours at 25+2°C.

BP01/ Avastin® should be prepared by a healthcare professional using an aseptic techmique to
ensure the stenlity of the prepared solution A sterile needle and syringe should be used to
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prepare BPOl/Avastin®. The necessary amount of bevacizumab should be withdrawn and

diluted to the required admimstration volume with soedium chlonde 9 mg/mi (0.9%) solution for

mjection Bhe concentration of the final bevacizumab solution should be kept within the range

of 1.4 mg/l to 16.5 mg/ml. The necessary amount of BP01/Avasun® should be diluted with

09 % sq&ium chloride solufion for injection to a total volume of 100 mL. Final reconstituted

medicinal products should be inspected visually for particulate matter and discolouration prior

to administration. No incompatibilines between Bevacizumab BPOl/Avastin® and polyvinyl 't
chloride or polyolefine tags or infusion sets have been observed Any unused medicinal product

or waste material will be retumed to Sponsor/CRO/clinical supply vendor.

ase Ad 1stration:

BP0/ Avastin® will be administered at a dose of 7.5 mg/kg b.w. The initial dose will be
delivered over 90+15 minutes. If the first infusion 15 tolerated without infusion-associated
adverse events (fever and/or chills), the second infusion may be delivered over 60+10 minutes.
If the 60-minute infusion is well tolerated. all subsequent infusions may be delivered over 30+10
minutes.

If a subject experniences an infusion—associated adverse event, he or she may be premedicared
for the next study drug infusion; however, the infusion time may not be decreased for the
subsequent infusion. If the next infusion is well tolerated with premedication, the subsequent
nfusion ime may then be decreased by 30+10 minutes as long as the subject continues to be
premedicated. If a subject experiences an infusion-associated adverse event with the 60-minute
infusion, all subsequent doses should be given over 90+15 minutes. Similarly, if a subject
experiences an infusion-associated adverse event with the 30-minute infusion, all subsequent
doses should be given over 60+10 minutes.

Bevacizumab infusions should not be administered or mixed with glucose solutions.

Patients should be observed for at least six hours after the start of the first infusion and for two
hours after the start of the subsequeiit infusions for symptoms like fever and chills or other
infusion-related symptoms. Internuption or slowing the rate of the infusion may help control such
symptoms. The infusion may be resumed when symptoms abate.
e XELOX Chemotherapy containing IV O=xaliplatin and Oral Capecitabine will be
administered to all subjects along with BPO1/ Avastin®:
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Oxaliplann Dosing:
Oxaliplatin will be administered at a dose of 130 mg/m’ as an IV infusion in 500 mL of 5% dextrose

over 2h on Day 1 of each cycle after the completion of BPO1/ Avastin® infusion.

Capecitabine Dosing: ‘
Oral capecitabine 1000 mg/m’ will be administered twice daily on Day 1 through Day 15 (28 doses)
of a 21-day cycle The first dose of capecitabine should be started in the evening of Day 1 and the

last dose should be taken on the moming of Day 13, for each cycle, Patients will be instructed to talke:
capecitabine tablets within 30 mun after the end of a meal with a glass of water (breakfast and dinner).

DOSE MODIFICATIONS AND/OR ADJUSTMENTS DUE TO TOXICITY:

Toxicity will be graded according to the NCI CTCAE, Version 5.0 except for neurosensory and
skin toxicity. Neurosensory toxicity will be graded according to the Neurologic Toxicity Scale
for Oxaliplatin Dose Adjustments (see Table 6). For any CTCAE toxicity thought to be at least
possibly related to therapy. further treatment will be guided by the dose adjustment Tables 4, 5,
and 7.

For any event that is apparent at baseline, the dose modification will apply according to the
corresponding shift in toxicity grade if the investigator feels this is appropriate, (e.g., if a patient
has grade | asthenia a1 baseline which increases to grade 2 during treatment, this will be
considered as a shift of | grade and treated as a grade 1 toxicity for dose modification fiurposes).
Neurosensory toxicity does not result in dose reduction for capecitabine or bevagizumab. If
creatinine clearance declines to <50 ml/min during the study, no capecitabine dose reduction is
required unless there are concomitant AFs requiring reduction.

In patients with known Gilbert's syndrome, direct bilirubin will be used to assess organ function
instead of total bilirubin.

Capecitabine treatment interruptions are regarded as lost treatment days and missed doses should
not be replaced; the planned treatment schedule should be maintained. Once a dose of
capecitabine or oxaliplatin has been reduced, it should not be increased at a later time. Reasons
for dose modifications or delays. the supportive measures taken, and the outcome will be
documented in progress notes, Radiographic tumor evaluation should be performed every 3
cycles.
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A new cycle of chemotherapy with capecitabine, oxaliplatin, and bevacizumab will be delayed
until:

* Absolute neutrophil count > 1000/mm? and platelet count > 75,000/mm’*

+ Recovery from any treatment-related non-hematological toxicity (except alopecia, and
oxaliplatin-related neurosensory toxicity) to baseline or < grade 1. At the treating
physician’s discretion, a new cycle may be started with a grade 2 toxicity, if the toxicity is
not feli to be clinically meaningful and is in the best interest of the patient.

If toxicity requires a dosing delay for more than two consecutive cycles of Bevacizumab from
the planned cycle time, study treatment will be discontinued. If capecitabine or bevacizumab
must be discontinued permanently due fo toxicity, the subject will be discontinued from the study.
If oxaliplatin must be discontinued permanently due to either neurological toxicity or
hypersensitivity reaction, then treatment with capecitabine and bevacizumab may continue on
the protocol. In addition, oxaliplatin may be discontinued permanently for recurrent
thrombocytopenia (Grade 3 or Grade 2 thrombocytopenia that is not recovered to grade <1 by
Day 28) despite two oxaliplatin dose redudfions and for petsistent fatigue in patients who have
been on treatment for over six months.

Persistent fatigue is defined as grade 2 or more, fatigue on two sequenitial cycles in a patient who
has been on study for greater than six months from the first dose of the study drug. If the reason
for oxaliplatin discontinuation is due to any other toxicity then study treatment will be
discontinued. Two dose reductions are allowed for capecitabine and oxaliplatin {sece Table 7). If
a third reduction i3 required then that patient will be removed from the study. If the treating
physician feels that the given toxicity requiring dose adjustment is only due to one study drug,
oxaliplatin or capecitabine, then dose adjustment for only that one study drug may be done. There
are no dose adjustments for bevacizumab. For management of adverse events due to bevacizumab
see Table 4. For dose modifications due to capecitabine and oxaliplatin see Tables S and 6.

Dose Medifications for Bevacizumab

No dose reduction of BP0/ Avastin® is foreseen for an individual patient. Skipped doses or
termination of treatment will be based on observed toxicities as specified below, If adverse events
occur that require holding bevacizumab, the dose will remain the same once treatment resumes.
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Any toxicities associated or possibly associated with bevacizumab treatment should be managed
according to standard medical practice. Discontinuation of bevacizumab will have no immediate
therpeutic effect. Bevacizumab has a terminal half-life of 21 days; therefore, its discontinuation
results in siow elimination over several months. There is no available antidote for bevacizumab.
Subjects should be assessed clinically for toxicity before, during, and after each infusion. If
unmanagesable toxicity occurs because of bevacizumab at any time during the siudy, treatment
with bevacizumab should be discontinued.

Infusion Reaction: Infusion of bevacizumab should be interrupted for subjects who develop
dyspnea or clinically significant hypotension. Subjects who experience an NCI CTCAE v. 5.0
Grade 3 or 4 allergic reaction/hypersensitivity, adult respiratory distress syndrome, or
bronchospasm (regardless of grade) will be discontinued from bevacizumab treatment.

The infusion should be slowed to 50% or less or interrupted for subjects who experience any
infusien-associated symptoms not specified above. When the subject’s symptoms have
completely resolved, the infusion may be continued at no more than 50% of the rate before the
reaction and increased in 50% increments every 30 minutes if well tolerated. Infusions may be
restarted at the full rate during the next cycle.

Missed doses will not be made up for. A rounding up or down of the dose is acceptable to allow
practical ease of administration (+10%). Refer to Table 4 for specific instructions on
Bevacizumab Dose Modificatiofi / Adjustment due to Adverse Events.

CLINICAL ENDPOINTS:

Primary Efficacy Eadpoints:

e Objective response rate (ORR) as per RECIST Version 1.1 at EOS (Day127+5 Days).
[ORR is defined as the proportion of patients with compiete response (CR} or partial
response (PR) as assessed by Response Evaluation Criteria in Solid Tumors (RECIST)
Vearsion 1.1.}

Secondary Efficacy Endpoints:
¢ ORR at Cycle 4 (Day 64+ 3 Days).
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e Querall survival at EQS (Day127£5 Days).
o Progression free survival at EOS (Day] 2745 Days).
* Disease control rate at EOS (Day127+35 Days).

Immunogenicity Endpoints:
¢ Incidence and Titres of Anti-Bevacizumab Antibodies between both groups.

[Baseline (pre-dose before cvcla 1), Cycle 3 (Day 43 + 3 Days) gfter completion of
cheniotherapy cycle and End of Study Visit (Day 127 + § Days) or at withdrawal visit.]

Safety Endpoints:

¢ Treatment Emergent Adverse Events (TEAEs) evaluated based on changes in clinical
signs and symptoms and changes in safety laboratory values.

EVALUATION OF SAFETY:

An adverse event is defined as any untoward medical occurrence (sign, symptom, or laboratory
finding), regardless of severity and whether or not attributed to the investigational product.

All adverse events, whether observed by an Investigator or Study Coordinator or reported by the
subject, whether reiated to the study drug or not refated to the study drug, shall be documented
on the CRF and subject records, together with details, i.e., date of onset, the duration and intensity
of each episode, the action taken, the relationship to the investigational product and the degree
of severity, the seriousness and the outcome.

Safety and tolerability to treatment were evaluated according to routine laboratory tests
(hematology and biochemistry), 12-lead ECGs, clinical examinations, and the incidence,
severity, and type of AEs reported by the patienis over the course of treatment.

» Vital Signs and Body Measurements: At all visits

e 12-lead ECG Evaluatons: At all visits.

* Hematology: Hemoglobin, Platelets, RBC, ANC. Differential WBC Counts at all visits

s Serum Biochemistry: LFT: Total Bilirubin (Direct Bilirubin to be performed i patients
with Gilbert's syndrome), ALP, AST, ALT; KFT: Creatinine, BUN, Albumin,
Creatinine clearance (using the Cockcroft and Gault formula); Electrolytes (NA*, K,
C1) at all vasits,
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¢ Coagulation Profile: D-dimer, PT/INR and APTT [at screening. baseline, before each
treatment cycle, and End of Study (EOS)] Urinalysis: Appearance, bilirubin, blood,
color, epithelial cells, glucose. ketones, nitrite. pH, protems, RBCs, WBCs,
urobilinogen, specific gravity at all visits

 Spot UACR (Dipstick method): Screening,. Visit 4 (Cycle 3). Visit 6 (Cycles) and EOS

e HIV HbsAg and HCV antibody tests: Screeming

e Pregnancy test (Serum}: Screening

® Pregnancy test (Urine): to be repeated at all visits from randomization until the end of
Study

"« 2D-ECHO/MUGA: Screening, Visit S (Cycle 4). End of Study Visit.

» Bone Scan - Screening

+ Brain CT or MRI: Screening

e Injection site monitoring will be performed after study drug administration.

All AEs were coded using the latest Medical Dictionary for Regulatory Activities Version and
grouped by treatment. The number and percentage of Aﬁ%, SAES, AEs leading to discontinuation,
AEs of Special Interest, and AEs related to the study drug will be summarized by system organ
class, preferred term, and treatment group. The NCI Common Terminology Criteria for Adverse
Events version 3.0 will be utilized for Adverse Event (AE) reporting. A grading (severity) scale will
be provided for each AE term The number and percentage of AEs by severity will also be
summarized separately for TEAEs and all AEs. All AEs will be displayed in listings. The AEs will
be summarized by severity and outcome of the event as well. Any AEs determined to be of
interest or occurring freqtiently may be summanized separately using the same methodology as
described above. Key information tables and narratives will be presented for SAEs and deaths.

A summary of the vital signs, physical examination, laboratory parameter values, and other safety
values (e.g., ECG) at relevant time points as well as change from baseline will be presented. A
summary of physical examination findings will be presented by visit. A summary of
concomitant medications will be presented.

.

Safety evaluations in the study will be performed using the Safety Analysis Set {SAF). The
Safety Analysis Set (SAF) consists of all subjects who took at least | dose of study medication
and will be used for safety analysis.
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A descriptive analysis comparing the rate, intensity, and severity of adverse events in both
treatment groups will be performed.

EVALUATION OF IMMUNOGENICITY:

Immunogenicity will be evaluated by assessing serum levels of anti-bevacizumab antibodies in
all patients of both the treatment groups.

Immunogenicity testing will be done at Baseline (pre-dose before cycle 1), Cycle 3 (Day 43 + 13
Days) after completion of the chemotherapy cycle, and End of Study Visit (Day 127 + $ Days) or
at withdrawal visit. Immunogenicity shall be assessed using a validated method, centrally at a
laboratory with capabilities of analyzing anti-bevacizumab antibodies (screening and
confirmatory) using a standard, globally accepted & validated method & following GLP
principles of testing.

For the assessment of immunogenicity endpoints, a Safety Analysis Set (SAF) will be used, which
will consist of all patients who received at least | administration of study drug. All analyses using
the SAF will group patients according to the treatment received.

EVALUATION OF EFFICACY:

All patients will be assessed for improvenent in clinical signs and symptoms of the disease
improvement at screening and all subsequent study visits. The efficacy of the treatment will be
assessed using the following criteria:

Primary Efficacy Endpoint:

* Objective response rate (ORR) as per RECIST Version 1.1 at EOS (Day 12745 Days).
[ORR is defined as the proportion of patients with complete response (CR) or partial response
(PR} as assessed by Response Evaluation Criteria in Solid Tumors (RECIST) Varsion 1.1.}

Secondary Efficacy Endpoint:

ORR at Cycle 4 (Day 64+3 Days).

Overall survival at EOS (Day127+5 Days).
Progression free survival at EOS (Dayl127+5 Days).
Disease control rate at EOS (Dayl27+5 Days).

*® o o &

Confidential/Proprietary Information
Page 26 of 100

Principal Investigaton iha
Prof. of Medical Oncology
KMC No. 24954
Sri Devaraj Urs Medical Co]leggS
Tamaka, Kolar-563103.

\ (btogqﬂisy?%/mrwi . R,

MR Path), PhB; FAMS, FICP, FIAMS, FIMSA, FXSTA

. Directer
reh-afd Developmant Cell, SDUAHER
Professor & Former Head

Dept. of Pathology, SDUMC

nggﬂ




Fa

Protocol No.: ICS/CUR/2023-006 «m
Version 1.0; Date: 19 OCT 2023 CuraTeQ

The efficacy evaluations will be performed using the following analysis sets for this

study:

o Intent to Treat (ITT): The ITT set will consist of all subjects who are randomized,
and receive at least | dose of investigational product. This will be the primary analysis
set for efficacy analyses.

» Per protocol population (PP): The Per-Protocol set will be a subset of subjects in the
ITT set and at least one Post baseline assessment without any tmportant protocol
deviations. The criteria to determine protocol deviations will be defined in the SAP.
The PP set will be a sec@fidary analysis set for efficacy analyses.

Thas will constirute all the ensrolled sut':jects who were compliant with the assigned study
treatment and completed evaluaton on Day 127 (Week 18) with no major protocol
deviations that would affect the evaluatnon or interpretation of the pnmary efficacy
endpoint. Protocol complance will be evaluated by questioning the subjects, reviewing
subject dianies for missed doses. etc.

* Safety Analysis Set (SAF): The SAF will consist of all patients who received at least
1 administration of study drug. All analyses using the SAF will group patients
according to the treatment actually recened. The SAF will be used for Safety and
immunogenicity endpoints.

STATISTICAL METHODS:

Valid statistical tools [SAS (Version 9.4) or SPSS (Version 26.0) or higher] will be #sed for
analysis ' this study. A statistical analysis plan (SAP) will be prepared separately from this
protocol which gives descriptions of the statistical methods, models, hypothesis, and analysis
populations to be analyzed. The SAP will serve as a companion to the protocol and will serve
as the de facto documentation of the proposed statistical evaluations.

Sample Size Rationale:
¢ ORR at Day 127£5 Days is expected to be 42% in both arms. The expected d:fference
1n proportions 1s 0%
+ Allocation ratio = 2:1 (Test: Reference)
¢ Non mnferiority margin of -25% is considered.
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Protocol No.;: ICS/CUR2023-006 i @
Version 1.0; Date: 19 OCT 2023

Crhs

CuraTeQ

s Power=90%
s Significance Level of 5%
s Required sample size for BPO1 = 102, for Avastin = 51

Based on the above estimate, a sample size of 153 patients would be sufficient to establish
therapeutic equivalence between test and reference amms with adequate power. However,
considening ~10% drop-out rate, a sample size of 168 (112 Test: 56 Reference) will be enrolled

for this study.
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Exhibit-B

PART 1- Budget & Pavment Schedule

Protocol Title: A prospective, Randomized, Double Blind, Multicentric, Parallel Group Phase-III
Clinical Study to Evaluate the Efficacy, Safety, and Immunogenicity of BP01 (Bevacizumab)
Versus EU approved Avastin® along with chemotherapy XELOX in metastatic colorectal cancer
patients.”

Protocol No: ICS/CUR/2023-006

Estimated Per Subject Fee: [including all fixed costs, institutional overheads (as applicable) & other
Compensation below]: Based on the ongoing discussions with site team it has been assumed that the site and PI will
make all possible attempt to achieve at least 3-4 enrolments per month in the study. Accordingly, the following
study budget has been offered to proportionately compensate for the efforts and resources being utilized by the site
and study team members.

VISITS PI Co-I1 | CRC/ | Phlebo | Pharmacist | Patient | Cardiologist | Day Care | Total
Nurse TA +Pre
medication
+Food
Allowance
Screening (V1) | 5000 2000 1500 500 Q 0 1500 0 10500
Randomization | 5000 2000 1500 500 500 400 0 3000 12900
/ Cycle 1 (V2)
Cycle 2 (V3) 5000 2000 1500 500 500 400 0 3000 12900
Cycle 3 (V4) 5000 2000 | 1500 500 500 400 0 3000 12900
Cycle 4 (V5) 5000 2000 1500 500 500 400 1500 3000 14400
Cycle § (V6) 5000 2000 1500 500 500 400 0 3000 12900
Cycle 6 (V7) 5000 | 2000 1500 500 500 400 0 3000 12900
EOS / FU (V8) 5000 2000 1500 500 0 400 1500 0 10900
Sub Total | 40000 | 16000 | 12000 | 4000 3000 2800 4500 18000 100300
IOH 25% | 10000 [ 4000 | 3000 | 1000 750 700 1125 4500 25075

Grand Total | 50000 | 20000 | 15000 | 5000 3750 3500 | 5625 22500 125375
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PRICE LIST FOR RADIOLOGY/IMAGING TESTING

Test Frequency Total Cost

Bone Scan (Whole Body) (includes interpretation and | 12000
report)

Brain CT (includes interpretation and report) 1 2000
Chest CT (includes interpretation and report) l 2500
Chest CT Contrast (includes interpretation and report) | 3000
Whole Abdomen CT (includes interpretation and report) 3 9000
Whole Abdomen CT Contrast (includes interpretation 3 15000
and report) 2

Brain MRI (includes interpretation and report) 1 3500
Chest MRI (includes interpretation and report) 1 4500
Whole Abdomen MRI (includes interpretation and 3 22500
report)

12 Lead ECG 8 1600
MUGA 2DECHO 3 6000
Chest Xray 1 200

4
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PRICE LIST FOR LABORATORY TESTING

NABL LAB ONLY
S.NO. TEST FREQUENCY TOTAL

+ | [ Hematology 8

2 | LFT: Total Bilirubmn, ALP,AST,ALT 8

3 | KFT: Creatinine, BUN,Albumin,Creatinine 8
clearance

4 | Coagulation Profile -D-DIMER 8

5 | PT/INR,APTT 8

6 | RT-PCR 1

7 | Serum Electrolytes NA+,K+,CL- 8

8 | Urinalysis: Appearance,Bilirubin,Blood,Colour, 8| ° 30345
Epithelial Cells,Glucose, Ketones, Nitrite,
pH,Protein.RBCs.WBCs,Urobilinogen,Specific
Gravity,

9 | Spot UACR (Dipstick Method) 4

10 | HIV 1

11 | HCV |

12 | HBsAg 1

13 | Pregnancy Test (Serum) |

14 | Pregnancy Test (Urine) 7
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TERMS & CONDITIONS

The above budget is inclusive of non- procedural charges including but not limited to PI & Co-I
Grant, CRC, Nurse, Phlebotomist Grant, hospital day care and premedication and Institutional
overheads.

e The payment for the radiology/imaging testing will be paid on pro-rata basis. Same modality to be
used for a particular subject throughout the study.

e The subject is considered as completed when the subject has completed the specified study period and
15 evaluated as per the Protocol,

e The above grant is for Completed subject’s only. A 10% drop outrate is acceptable and only lab costs
applicable till the last visit performed for drop out subjects. Reimbursement for discontinued or early
termination or dropout Study Participants will be prorated based on the number of confirmed completed
visits

e A sum of Rs. 3000 per subject will be paid as investigator fees for up to ratio of 4:1 of
Randomized: Screen Fail of the Subjects at site. To be eligible for reimbursement of screening visit,
completed screening CRF pages must be submitted to Sponsor and any additional information, which
may be requested by Sponsor to appropriately document the Study Participant screening [;rocedures.

o There are no other miscellaneous charges acceptable except the above-mentioned amount.

o Sponsor will provide study drug and chemotherapy drugs for all study visits.

o Sponsor will provide Subject file with required documents (Source templates and Diary card)

e Sponsor will provide required stationary to site

o All required data shall be filled on EDC and scan of source and radiology reports shall be uploaded along
with data entry within 5-7 days of visit completion (per subject) up to 90% with minimum error.

¢ Final payments made will be only on the basis of SDV of subjects completed in the trial.

e No payments will be processed if no patients are enrolled and / or screened within two months from
date of study was conducted at site
Last one invoice of PI/Site/CRC Grants will be kept on hold until final CSR is signed.

e Any additional investigation(s) / Procedure(s) performed as per Principal Investigator's discretion will
be reimbursed upon submission of hard copy of correct original invoice

e Tax deduction at source (TDS) as per the applicable regulations

PAYMENT MILESTONES

For Randomized Completed Subjects:

e Site Pass-Through costs (lab assessments, imaging, radiological charges etc.): Invoice to be
submiitted every 60 days from the date of FSI (First Subject Randomized) for payment of
accrued amounts for randomized / completed subjects.

o PI/Site/CRC Grants: Invoice to be submitted every 90 days till close-out for payment of
accrued amounts for randomized / completed subjects.

For Screen Failures Acceptable limit for payment of screen failure shall be 4:1 (Randomized: Screen
Failure) subjects for each site, following invoicing milestone to apply:

e Site Pass-Through costs (lab assessments, imaging, radiological charges etc.), PI/Site/CRC
Grants: Invoice to be submitted during si eout at the site.
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For LTF/Drop-outs/Withdrawals (Max. allowable limit is Not More Than 10% of randomized subjects
per site), for payment following invoicing milestones to apply:

e Site Pass-Through costs (lab assessments, imaging, radiological charges etc.): To be paid on
pro-rata basis as per approved pricing, Invoicing Milestone will be Site Close-out visit.
e PI/Site/CRC Grants: Invoicing Milestone will be Site Close-out visit.
*Last one invoice of PI/Site/CRC Grants will be kept on hold until final CSR is signed.

Screen Failure Payments:As mentioned above.

Archival Fee: The Trial site/PI shall arrange for Archival of documents as per (NDCT) Rules, 2019.
Fee for such archival shall be mutually decided and documented separately, by the parties herein at a
later date, which shall be read as part and parcel to this agreement.

Payment Terms:

a) This EXHIBIT-B is for completed records for valid subjects. A valid subject is defined as a
subject who meets eligibility requirements to enroll in the Study and does not have
significant Protocol violations that would exclude his/her Data from analysis. Sponsor
anticipates closure of enrollment upon randomization of a total of 168 valid subjects across
all the sites participating in the study. In the event 168 total valid subjects are enrolled,
further recruitment will be suspended. No payment will be made for any subject excluded
from analysis because of Protocol violations within the Study personnel's control

b)  Trial Site acknowledges this is a multicenter Study designed to evaluate a set number of
Study subjects. When enrollment of the target number of Study subjects in the Study is
complete, those sites will be notified and instructed not to continue enrolling Study

subjects.

¢) If required, Sponsor will, at its cost, provide, through a third party vendor, thermometer
equipment valued at up to Rs. 4,000 for better clinical results and use as envisaged in the
Protocol. Upon termination of the Study at Trial Site, the equipment will be taken back by
the Sponsor from the Trial Site. It is clarified that the ownership of the thermometer
equipment shall always belong to the Sponsor and Sponsor/ CRO shall be responsible for
the costs relating to the installation, repair, maintenance, use, and insurance of the
equipment during the study and shall take care of their removal upon the completion of the
Study.

d) Equipment Calibration: Trial Site shall be responsible for ensuring Trial Site-owned
equlpment utilized by Trial Site in accordance with this Agreement is serviced and/or
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calibrated as per manufacturer's recommendation and/or more frequently as required by
Sponsor. Records verifying the equipment calibration and maintenance shall be provided to
Sponsor upon request for calibrations which are performed solely at the request of Sponsor,
and that are not part of the recommended scheduled maintenance suggested by
manufacturer, Sponsor will reimburse Trial Site for the actual cost without mark-up for
each calibration Processing of payment will begin upon receipt of invoice and supperting
documentation in accordance with paragraph e) below.

€) To be eligible for payments, the procedures must be performed in full compliance with the
Protocol and this Agreement, and Data submitted must be complete, correct and entered
into the CRF in accordance with Sponsor's instructions. Payments will be made, at a
minimum, on a fortnightly basis, once the corrected invoices are received. These payments
will include milestone payments, as well as all invoiced and approved costs from the prior
payment cycle. Ongoing reconciliations will be performed during the course of the study.
Any erroneous payments discovered will be applied to any pending or future payments due.
No payments will be made until all erroneous payments have been offset. If no pending or
future payments exist, Trial Site will promptly refund overpayment according to Sponsor's
instructions

Original invoices pertaining to this study should be submitted for reimbursement to the
following address

TO

Insignia Clinical Services Pvt. Ltd.
Unit No. 512,

05th Floor, Best Sky Tower,
Netaji Subhash Place, Pitampura,
New Delhi-110034

A copy of the invoice, together with the supporting documentation should be emailed to
simran sohal@insigniacs.com and failure to do so, might delay the payment process

Please note that invoices must contain the following information, or they will be returned,
delaying payment:

e Trial Site name

* Principal Investigator name

¢ Protocol number

e Invoice number and date

e Date & description of services provided Supporting documentation (i.e. third-party

invoices, receipts)
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e Any claims for reimbursement of adverse events must be submitted in a separate
Invoice

e Site Purchase Order (PO) number

e ICS GST Number — 07AADCI0529A1Z7

e PAN (permanent account number)

e Site (micro, small and medium enterprises) MSME number (If applicable) Site GST
number (it applicable)

e HSN/SAC (Harmonized System of Nomenclature/ Service Account Code)

f) Costs from, and reimbursement for, activities and items not specifically referenced above,
including. but not limited to staff costs, laboratory fees, x-rays, scales and questionnaires
(quality of life, etc.), data coordinator fees, travel fees, and subject reimbursement other than
any subject stipends specifically identified above, are incorporated into the per-subject payment
above. No additional reimbursement for these costs is otherwise provided.

g) For the avoidance of doubt, the Principal Investigator and/or the Trial Site are responsible for
providing any and all compensation benefits and/or insurance to the investigational staff. It 1s
also understood and expressly acknowledged that the Investigator and the investigational staff
are not eligible to participate in, nor are they eligible for coverage under any of the Sponsor’s
benefit plans, programs, employment policies, procedures or workers compensation insurance.

h) The parties agree this EXHIBIT-B is part of the Agreement and clarifies the payment schedule
associated with this Agreement Payments shall be made in accordance with the provisions set
forth in this EXHIBIT-B, with the last payment being made after the site completes all of its
obligations under the Agreement and any exhibits thereto. The Principal Investigator
acknowledges and agrees his or her judgment with respect to his or her advice to and care of
each subject is not aftected by the compensation the site receives hereunder. The parties agree
the payee designated below is the proper payee for this Agreement and payments under this
Agreement will be made only to the following payee.

Payee Name: SRI DEVARAJ URS ACADEMY OF
(This should be a business name and should | HIGHER EDUCATI®ON AND

match the business name used to file for | RESEARCH
your tax EIN or other tax IDD number)

Tax ID number: PAN No: AAATS5344P

(Tax ID number must exactly match the

payee Name indicated above) GST No: 29AAATSS5344P1ZT
Contact Information: Name: Dr. Bhuvana K
(Name , Phone No., & e-mail address) Phone No:99003 83738
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E-mail: bhuvanak(@sduaher.ac.in

Sri Devaray Urs Academy of Higher
Education and Research, Tamaka, Kolar,
Karnataka, India Pin code - 563101

Payee Address:

Trial Site will have 30 days from the last subject. out (LSO) date of the Study to resolve the
payment discrepancies, which have arisen during the course of study.
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PART-2 TAXES

. Notwithstanding anything contained in the Agreement, the Trial Site agrees that it is eligible to
recerve part of the consideration being the Goods and Services Tax(GST) charged in respect of
the supply only after the details of such supply are uploaded by the Institution in the Form
GSTR-1 (or such other form as may be notified in lieu thereof from time to time). which is
subsequently reflected in Form GSTR-ZA (or such other form as may be notified in lieu
thereof from time to time), made available electronically to the Sponsor, and are considered as
matched with the corresponding details furnished by the Sponsor in its returns in terms of the
relevant provisions of the GST Laws.

2. The Trial Site agrees to indemnify the Sponsor and keep it indemnified from and against any
or all Liabilities as defined in Explanation below that may accrue or be demanded by a Taxing
Authority. in respect of or in connection with the execution of scope of work or payments
made due to the Trial Site, arising under the said Agreement or anything done pursuant to the
same. Any such compensation towards indemnification of Liabilities by the Trial Site to the
Sponsor will be made within 15 days of the Liabilities accruing / demanded raised by Tax
Authorities on the Sponsor either by way of issuance of demand or show cause notice or order
or decree.

Explanation -

1. ‘Liabilities in this Agreement means, “any kind of taxes / duties, disallowance of input tar
credit. loss, damage, legal expenses, demands, claims, costs interest penalties including in
relation to compliances arising under respective Taxing Statute in course of execution of
scope of work™,

1. ‘Liability accruing / demanded in this Agreement means, “any liabilities proposed to be
imposed either during investigation or audit or by way of issuance of show cause notice or
demanded by way of issuance of order or decree by Taxing Authority”

3. The Trial Site undertakes to be compliant with the anti-profiteering provision under Section
171 of the Central Goods and Services Act. 2017

4. Other terms:

a. The consideration payable under this Agreement shall be exclusive of applicable Goods
and Services Tax (GST) including but not limited to COST and SGST /UTGST or IGST,
and or applicable cess, as the case may be.

b. The Trial Site shall periodically its tax liabilities in compliance with me GST Laws in
connection with the goods/ services supplied under this Agreement such that me Sponsor is
entitled to claim such credit of input tax with respect to the good/services suppli€d under

-

this Agreement as permitted under the-GS& aws.
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c. The Trial Site hereby undertakes that it will make timely payments of all taxes, duties,
levies imposed by Government (including but not limited to GST), be responsible for filing
of all necessary tax returns and undertake all necessary compliances in accordance with
applicable statutory requirements under the relevant statute in relation to sum received
from the Sponsor.

d. The Trial Site hereby undertakes that it will issue the tax invoices within the statutory time
limits as prescribed under the GST laws and in the manner and with all the prescribed
particulars as are required to be specified as per the GST Laws.

e. The Trial Site hereby undertakes that the address / location of the Sponsor to which the
mmvoice will be issued by the Trial Site will be as per the address mentioned in the Purchase
Order (PO) issued by the Sponsor. Separately, prior to issue of an invoice, the Trial Site
shall intimate the Sponsor about the address / location of the Sponsor to which the invoice
will be issued and a prior approval from the Sponsor in this respect will be taken by the
Trial Site.

f. The Trial Site undertakes that a debit note/ supplementary invoice/credit note with
appropriate references to the original invoice will be issued only in such circumstances as
agreed between the parties.

g. Post supply of goods / services under this Agreement, the Trial Site shall cooperate with
the Sponsor and provide any information that may be reasonably requested by the Sponsor
in connection with claiming such credit of input tax under the GST Laws such as tax
invoice or debit note issued by the Trial Site or such other taxpaying document(s) as may
be required as proof of payment of applicable GST by the Institution.

h. Where, transactions in respect of which the Sponsor has claimed input tax credit are
notified as unmatched vis-a-vis the corresponding disclosures made by the Trial Site in his
periodic returns, the Trial Site would extend necessary assistance including inter alia
carrying out revision/ rectification of its returns, to enable the Sponsor to retain such
claimed credits.

i.  The Trial Site undertakes that it has secured required GST Registration(s). which is/are in
tull force and effect and no action or claim is pending nor threatened to revoke or
terminate such registration(s) or declare such registration(s) as invalid.
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Exhibit-C
Statement issued by Trial Site

. That Dr. Lokanatha Dasappa is one of the consultant of the Trial Site and has signed an
Agreement or equivalent document to this effect.

2. The Pl is obligated to assign to the Trial Site all inventions and discoveries made in the course of
their Consultancy arrangement, explicitly mentioned in the Agreement signed by both the Parties.

3. Trial Site approves and agrees PI to be the investigator for the study and responsible to the
conduct of the study.

For R.L Jalappa Hospital and Research Centre, Sri Devaraj Urs Medical College

Dr. Kalyani R
(Director, Research & Development Cell,

SDUAHER)
Signature M Date and Stamp %\9{\ 24
= Prof. Dr. Kalyam . R.
MD(Path), Ph.D, FAMS, FICP, FIAMS, FIMSA, FKSTA
Director
Research and Development Cell, SDUAHER
Dr. Lokanatha Dasappa Professor & Former Head

MC
(Principal Investigator) Deot. of Pathology, SDU

)

. - O , <
Signature Date and Stamp L5 '»O { 2——('(
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ERGCMED

representative is duly authorized to sign this Agreement on behalf of Sponsor, under the Letter of
Authorisation issued on 10 July 2024,

and

Ergomed Clinical Research Private Limited, with registered offices at Wing A, Level 4, Dynasty
Business Park, Andheri-Kurla Road, Andheri (East) Mumbai— 400059, Maharashtra, INDIA; CIN:
U73200MH2013PTC249804 (hercinafter referred to as “ERGOMED?”).

and

R.L. Jalappa Hospital and Rescarch Centre, Sri Devaraj Urs Medical College, with registered
offices at Tamaka, Kolar, Karnataka 563103 (hereinafier referred to as the “INSTITUTION”)
represented by Dr. Kalyani R, Director, Research & Development Cell, SOUAHER and Dr Rajesh
Venkataraman, Central Trial Monitoring Organization with business address at Adichunchanagiri
Hospital, Adichunchanagiri University at B.G Nagara, Mandya, Karnataka -571 448.

and

Dr. Bhuma Vengamma (namc of the INVESTIGATOR), with business address at R.L. Jalappa
Hospital and Research Centre, Sri Devaraj Urs Medical College, Tamaka, Kolar, Karnataka
563103,(hereinafter referred (0 as the INVESTIGATOR).

WHEREAS:

ERGOMED and the Sponsor enteredinto an agreement by which the Sponsor requested and ERGOMED
accepted to organize and manage the conduct of the following clinical trial in the interest and for the
benefit of the Sponsor: “A Double-Blind, Randomized, Placebo and Active Controlled Study to
Evaluate the Efficacy and Safcety of Once Daily, Extended Release Levetiracetam as Add-on
Therapy in Patients with Relractory Partial Onset Epilepsy”, Protocol ,,NXPLEVE/24/P3-
6”(hereinafter: “the Clinical Trial™);

and

ERGOMED and Sponsor wish to involve the INSTITUTION and INVESTIGATOR in the Clinical Trial
in the role referred to herein and the INSTITUTION and INVESTIGATOR accept such involvement.

WHEREBY IT IS AGREED AS FOLLOWS:

Article 1
Definitions

1.1.  For the purpose of this Aureement, the following expressions shall have the meanings attributed
to them below:

“Adverse Event”  Any untoward medical occurrence (including a symptom or disease or an
abnormal laboratory finding) during treatment with an investigational

Country specific INDIA, clTeclive 23May2024
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ERGGIMED

drug or a pharmaceutical product in a patient or a trial subject that
does not necessarily have a relationship with the treatment being
given.

“Affiliate” Any business entity which controls, is controlled by, or is under the
common control with the Sponsor or ERGOMED. For the purposes
ol this definition, a business entity shall be deemed to control another
business entity if it owns, directly or indirectly, in excess of 50% of
(he voting interest in such business entity or the power to direct the
management of such business entity. For the avoidance of any doubt,
Affiliate shall mean as well a subsidiary or representative and branch
olfice in any country.

“Agreement” T'his agreement comprising its clauses, schedules and any appendices
g g prising
altached to it.

“Case Report Form” or “CRF” A printed, optical, or electronic document, prepared by the
Sponsor and/or ERGOMED and completed by the INVESTIGATOR,
designed to record all of the Protocol required information to be
reported to the Sponsor on each Clinical Trial Subject.

“Clinical Trial” That portion of the clinical trial referred to and described in the
Protocol, that is to be conducted, at the INSTITUTION, under the
supervision and direction of INVESTIGATOR, pursuant to the
Protocol and subject to the terms and conditions of this Agreement.

“Clinical Trial Produci” levetiracetam extended-release granules

“Clinical Trial Subjec(” A person Enrolled in the Clinical Trial who meets all of the inclusion
criteria and none of the exclusion criteria set forth in the Protocol and
has signed a valid IRB/EC approved Informed Consent Form.

“Data Subject” or “Data Principal” Any natural person whose Personal Data is processed in
accordance with this Agreement and who is listed in Schedule II1.

“Enrolment” IR ccruitment (invitation to potential participants in the Clinical Trial for
screening), screening (examination of the potential participants in the
Clinical Trial by INVESTIGATOR for the purpose of determining the
cligibility as per Protocol criteria, and, if a potential participant in the
(linical Trial is eligible for participation, presentation and discussion
ol the Clinical Trial implications with the potential participants in the
Clinical Trial and obtaining from the potential participant in the Clinical
"I'vial an Informed Consent Form to participate in the Clinical Trial),
and/or randomization (as defined in the GCP). Also to include “Enrol”
as the verb or any other derivation of the term.

“Informed Conscent Form” The form prepared by the Sponsor and/or ERGOMED in
conformance with the Regulations (as hereinafter defined), in
consultation with the Sponsor, ERGOMED, and the IRB/EC, approved
by the IRB/EC and signed by all Clinical Trial Subjects before they
hegin to participate in the Clinical Trial.

Country specific_INDIA, clTective 23May2024
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“INVESTIGATOR s

“IRB/EC”

“Pal‘ty”

“Protocol”

“Recruitment Period”

“Regulations”

Country specific INDIA, elTective

)

tcam” Qualified staff, determined by INVESTIGATOR, who
parlicipates in Clinical Trial e.g. INSTITUTION’s employees and/or
INSTITUTION’s and / or INVESTIGATOR’s contractors and/or
consultants.

lnstitutional Review Board(s) or Ethical Committees organized in
accordance with the Regulations.

I:RGOMED, INSTITUTION or INVESTIGATOR and except where
otherwise provided “Parties” shall mean all of them.

“A Double-Blind, Randomized, Placebo and Active Controlled
Study to Evaluate the Efficacy and Safety of Once Daily, Extended
2elease Levetiracetam as Add-on Therapy in Patients with
Refractory Partial Onset Epilepsy”, Protocol ,,NXPLEVE/24/P3-
6"as amended from time to time by Sponsor and approved by the
IRI3/EC and the Regulatory Authority. The Protocol, as it may be
amended from time to time in accordance with Regulations, is
incorporated into this Agreement by this reference as Schedule I.

January 2025 to June 2026, or such later date as may be directed by
Sponsor and approved by the competent authorities.

All laws, rules, regulations and guidelines that apply to or govern the
conduct of the multi-centre Clinical Trial and/or the Clinical Trial,
including without limitation the applicable Drugs and Cosmetics Act,
1940; New Drugs and Clinical Trial Rules, 2023; Medical Device
itules, 2017; Indian Council for Medical Research Guidelines for
IBiomedical and Health Research Involving Human Participants, 2017,
(iood Clinical Practices Guidelines issued by the Central Drugs
tandards Control Organisation; ICH guidelines (including E6: Good
‘linical Practice: Consolidated Guideline, and the ICH Harmonised
I'vipartite Guideline for Good Clinical Practice (CHMP/ICH/135/95;
hereinafter: “GCP”), together with the requirements in Clinical Trial
Directive 2001/20/EC (4 April 2001) and the related guidance,
vuidelines and directives), the most recent version of Standard BS EN
SO 14155, the World Medical Association Declaration of Helsinki
cnlitled “Ethical Principles for Medical Research Involving Human
Subjects” (“Helsinki Declaration™), all relevant laws of the European
Union if directly applicable or of direct effect, all Indian laws and all
relevant regulations and ordinances and all relevant laws and
reaulations regarding data protection and privacy, especially the
Regulation (EUY 2016/679 of the European Parliament and of the
‘ouncil of 27 April 2016 - General Data Protection Regulation or
‘GDPR”;  Information Technology Act, 2000; Information
f'echnology (Reasonable security practices and procedures and
«ensitive personal data or information) Rules, 2011; Digital Personal
inta Protection Act, 2023 (“DPDPA”™); (together “Data Protection
i.1ws™); and anti-bribery and ethical business conduct, and the
requirements of the applicable regulatory authorities and the ethics
committee and the policies of the INSTITUTION, as any of the
loregoing may be amended from time to time, including the Clinical
I'vial Regulation EU 536/2014.

23Nay2024
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2.1.

2.2

2.3.

“Regulatory Authority” Any federal or state regulatory authority or government official or
authority including the Central Drugs Standard Control Organization.

“Serious Adverse Event” An untoward medical occurrence during the Clinical Trial resulting
in death or permanent disability, or hospitalisation of the
Clinical TrialSubject where the Clinical Trial Subject is an outdoor
patient or a healthy person, prolongation of hospitalisation where the
Clinical Trial Subject is an indoor-patient, persistent or significant
disability or incapacity, congenital anomaly, birth defector life-
threatening event.

“Services” The services of research and other services to be performed by the
INSTITUTION and INVESTIGATOR in accordance with the Protocol
and under the terms of this Agreement in order to carry out the Clinical
Trial.

“Timelines” The dates set out in Schedule II hereto as may be amended by agreement
between the Parties.

Article 2
Rights and obligations of the Parties

Pursuant to the terms and conditions of this Agreement, INSTITUTION through the efforts of
INVESTIGATOR agrees to conduct the Clinical Trial according to the Protocol.
INSTITUTION and INVESTIGATOR agree to use their best endeavours to recruit
approximately four (4) Clinical Trial Subjects to participate in the Clinical Trial according to
the Protocol and in accordance with the Timelines.

INSTITUTION shall ensure that the INVESTIGATOR uses her best efforts to Enrol only
Clinical Trial Subjects who satisfy the Enrolment criteria according to the Protocol and shall
not knowingly Enrol any participants which in her best professional judgment do not adequately
meet the criteria for Clinical Trial Subjects.

The Sponsor or ERGOMED may request INSTITUTION to stop Enrolment at any time and for
any reason.

INSTITUTION and INVESTIGATOR agree to perform the work required under the Protocol
and this Agreement and to conduct the Clinical Trial with reasonable care and skill and in
accordance with the Protocol, this Agreement, agreed standard operating procedures (“SOPs”)
and Regulations.

By signing the Agreement, INSTITUTION and INVESTIGATOR acknowledge that they have
received and reviewed the full text of Protocol (as herein attached as Schedule I).

INSTITUTION and INVESTIGATOR shall protect the rights and welfare of Clinical Trial
Subjects participating in the Clinical Trial in accordance with the Protocol.

Country specific INDIA, effective_23May2024
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2.4,

2.5.

2.6.

2.7.

2.8,

The Parties shall obtain and maintain any and all licenses, permits, approvals required under the
Regulations. Where the INVESTIGATOR obtains and maintains any licenses, permit, or
approvals a copy of the same shall be provided to ERGOMED.

Specifically, INVESTIGATOR shall provide relevant information on the Clinical Trial and
obtain a signed Informed Consent Form from each potential participant in the Clinical Trial (or
his/her legal guardian, as appropriate) before initiating any Clinical Trial specific procedures.

Any proposed modifications to any Informed Consent Form must be approved by both the
IRB/EC and ERGOMED or the Sponsor before being used for the Clinical Trial.

All original signed Informed Consent Forms shall be retained by the INVESTIGATOR and be
available for the inspection by Sponsor, ERGOMED, their representatives and any agency or
their designee.

ERGOMED shall submit to IRB/EC and the Regulatory Authority for the Clinical Trial
approval.

INSTITUTION shall immediately notify ERGOMED and Sponsor if the IRB/EC approval of
the Clinical Trial is suspended, terminated, or made subject to other sanctions by any
government agency. INVESTIGATOR shall submit all required reports to the IRB/EC and
obtain continuing review and approval by the IRB/EC as required by applicable Regulations.

INSTITUTION and INVESTIGATOR each represent and warrant that the INVESTIGATOR
has the necessary expertise to perform the Clinical Trial, and that INVESTIGATOR meets and
shall continue to meet the conditions set out in the applicable Regulations, especially in the
GCP.

INVESTIGATOR further represents that INVESTIGATOR’s medical license is in good
standing; that INVESTIGATOR has never had a medical license suspended or revoked or
otherwise restricted; that INVESTIGATOR has never been disqualified or otherwise been
restricted in conducting clinical studies by any regulatory authorities and that INVESTIGATOR
is not currently the subject of any disciplinary actions by any state or federal agency.

The INSTITUTION and INVESTIGATOR represent and warrant that the Clinical Trial shall
be conducted in accordance with Protocol approved by the IRB and the Regulatory Authority.

The Sponsor or ERGOMED may request the Protocol to be amended from time to time. The
INSTITUTION and INVESTIGATOR may apply for an amendment to the Protocol to the IRB
and the Regulatory Authority.

Notwithstanding the foregoing, in case of any administrative or logistic changes or minor
amendments to the Protocol or deviations from the Protocol to eliminate immediate hazard to
the Clinical Trial Subject, the INSITUTION shall notify the IRB and Regulatory Authority in
writing of administrative or logistic changes or minor amendmentswithin 30 (thirty) days.

If an amendment to the Protocol is initiated by the INSTITUTION or INVESTIGATOR,
approval from ERGOMED and/or the Sponsor shall be obtained in writing prior to notifying
the IRB and the Regulatory Authority.

INSTITUTION and INVESTIGATOR shall arrange for any other relevant personnel required
to carry out the Protocol and shall ensure that at all times during the Clinical Trial there is
enough personnel to support the Clinical Trial. In addition to the Article 2.11., the

Country specific INDIA, effective_23May2024

Page 6 of 37



ERGCMED

2.8.1.

2.9,

2.10.

2.11.

2,12,

2.13.

2.14.

INSTITUTION and / or the INVESTIGATOR shall inform ERGOMED of any change in the
INVESTIGATOR’s team. The INSTITUTION and INVESTIGATOR shall be solely
responsible for such personnel and Sponsor and ERGOMED shall not be responsible or liable
for the personnel appointed by the INSTITUTION and INVESTIGATOR and such personnel
shall at no point in time be construed as employees of the Sponsor and ERGOMED.

The INSTITUTION shall comply with all applicable employment and occupational health and
safety laws and regulations, including those related to employment practices, wages, and worker
classification (such as meal and rest break laws, wage notices, separation pay, and overtime
laws) including but not limited to Minimum Wages Act, 1948; Contract Labour (Regulation &
Abolition) Act, 1970; Workmen’s Compensation Act, 1923; Employees' Provident Funds and
Miscellaneous Provisions Act, 1952 as may be amended and replaced from time to time.

INSTITUTION represents and warrants that it possesses all facilities, personnel and resources
necessary to properly conduct the Clinical Trial; that any laboratory work performed at
INSTITUTION shall be performed at a laboratory that is certified under the applicable
Regulations; and that INVESTIGATOR’s team is qualified and has the training necessary to
comply with the Protocol and applicable Regulations as well as the appropriate time to deliver
the Services under this Agreement.

ERGOMED may, at its sole option, arrange for the availability of a study coordinator, duly
qualified by training and / or experience, to manage the administrative functions at the Clinical
Trial site.

INSTITUTION and INVESTIGATOR shall perform the Clinical Trial efficiently and within
the Timelines set out in Schedule 1I and the Protocol. INSTITUTION and INVESTIGATOR
acknowledge and agree that when rendering the Services time is of the essence.
INVESTIGATOR shall give written notice to ERGOMED as soon as a delay in the Timelines
can be anticipated.

INVESTIGATOR shall personally conduct the Clinical Trial and supervise the work of the
INVESTIGATOR’s team. INVESTIGATOR and INSTITUTION shall not delegate their
obligations from this Agreement to any third party without the prior written approval of
ERGOMED and competent authorities, where required. INVESTIGATOR and INSTITUTION
shall be responsible for supervising any third party to whom they delegate Clinical Trial related
duties and shall remain at all times fully and solely liable to ERGOMED for any performance
undertaken by such third party.

ERGOMED has the right to replace INVESTIGATOR if there is information available to
ERGOMED that the INVESTIGATOR does not perform her obligations as set out in this
Agreement.

If the INVESTIGATOR and / or the INSTITUTION respectively retains the services of any
third party to perform Clinical Trial related duties and functions, INVESTIGATOR and / or the
INSTITUTION respectively should: (i) inform ERGOMED thereabout; (ii) ensure this third
party is qualified to perform those Clinical Trial related duties and functions, as per Regulations;
(iii) implement procedures to ensure integrity of such performed Clinical Trial related duties
and functions and any data generated and (iv) remain at all times fully and solely liable to
ERGOMED and the Sponsor for any performance undertaken by any such third parties for the
quality, completeness and fulfilment of the work.

Country specific INDIA, effective 23May2024
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2.15.

2.16.

2.17.

2.18.

INVESTIGATOR shall timely prepare and maintain adequate and accurate case histories of
each Clinical Trial Subject Enrolled in the Clinical Trial, recording all observations and other
data pertinent to the Clinical Trial.

INVESTIGATOR shall collect clinical data related to the Clinical Trial in accordance with
Regulations in a timely and organized manner that shall allow ERGOMED a complete and
thorough analysis of the clinical findings of the Clinical Trial. INVESTIGATOR shall review
and sign the forms used for data collection in a timely manner, including Case Report Forms.

INVESTIGATOR shall follow Clinical Trial Subjects in accordance with the Protocol, and
INVESTIGATOR shall actively seek to contact Clinical Trial Subjects who discontinue and do
not complete all necessary Protocol requirements. Upon completion of the Clinical Trial
(whether prematurely or otherwise) INVESTIGATOR shall co-operate with Sponsor and
ERGOMED in producing a repoit of the Clinical Trial detailing the methodology and results
and containing an analysis of the results and drawing appropriate conclusions.

INSTITUTION shall ensure that INVESTIGATOR fully complies with adverse event
provisions of the Protocol. The INVESTIGATOR and the INSTITUTION shall promptly ensure
that adequate medical care is provided to the injured Clinical Trial Subject in case of any adverse
event occurring the during the Clinical Trial. The Sponsor shall bear the cost of medical care
extended to the Clinical Trial Subjects.

INVESTIGATOR shall promptly contact ERGOMED and Sponsor to report any adverse event
experienced by any Clinical Trial Subject as and when required by the Regulations and the
Protocol.

INVESTIGATOR shall submitto ERGOMED and the Sponsor a summary of the adverse event,
summary of the medical care provided along with all associated documentation (e.g. lab reports,
death or injury summary from the attending medical practitioner, operative reports etc.) for each
adverse event. INVESTIGATOR shall respond to all requests for follow-up information from
ERGOMED. The INVESTIGATOR shall also assist ERGOMED and the Sponsor for
preparation of any reports for submissions to the Regulatory Authority in accordance with
applicable Regulations.

In case of Serious Adverse Events, the INVESTIGATOR shall within twenty-four hours of
occurrence of such incidents, shall notify the Regulatory Authority, IRB, ERGOMED and the
Sponsor in writing. The INVESTIGATOR shall submit a detailed report of the Serious Adverse
Event to the Regulatory Authority, the chairperson of the IRB, head of the INSTITUTION
where the Clinical Trial has been conducted, ERGOMED and the Sponsor within fourteen days
of the occurrence of the Serious Adverse Event.

The Sponsor shall be responsible for providing compensation to the Clinical Trial Subjects as
determined by the IRB in case of Serious Adverse Events in accordance with Regulations.

In addition to the obligation contained under Section 4.2 below, the INVESTIGATOR shall
conduct the Clinical Trial in compliance with the Protocol and applicable Regulations. The
INVESTIGATOR shall document and provide a rationale for any deviation from the Protocol
and applicable Regulations and, when possible, describe the immediate remediation measures
taken to re-establish the safety and rights of the Clinical Trial Subjects. The INVESTIGATOR
shall contact ERGOMED and report any suspected serious breach immediately and no later than
twenty-four hours after the event comes to the knowledge of the INVESTIGATOR and/or
INVESTIGATOR’s team. Any reporting to the relevant regulatory authorities shall be
performed per local regulatory requirements and by the responsible party. The INSTITUTION

Country specific_INDIA, effective_23May2024
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2,19,

2.20.

2.21.

2.22.

2.23.

2.24.

2.25.

shall have implemented a procedure to ensure timely identification of a suspected serious breach
committed by the INVESTIGATOR, INVESTIGATOR’s team, and the INSTITUTION’s
and/or INVESTIGATOR’s service providers.

INSTITUTION shall promptly inform Sponsor and ERGOMED of any intended or actual
inspection, written inquiry and/or visit to the trial site at the INSTITUTION by any Regulatory
Authority and forward to Sponsor and ERGOMED copies of any correspondence from any such
regulatory authority relating to the Clinical Trial.

INSTITUTION shall use all reasonable endeavours to ensure that Sponsor and ERGOMED may
have a representative present during any such visit. INSTITUTION and INVESTIGATOR
agree that during inspection by any regulatory authority concerning the Services or Clinical
Trial any of them shall not disclose information and materials that are not required to be
disclosed to such regulatory authority, without the prior written consent of ERGOMED, which
consent shall not be unreasonably withheld or delayed.

INSTITUTION shall permit Sponsor and ERGOMED to examine the conduct of the Clinical
Trial and the premises of INSTITUTION upon 3 (three) days’ advance notice during regular
business hours to determine whether the Clinical Trial is being conducted in accordance with
the requirements set out in this Agreement.

INSTITUTION shall immediately notify Sponsor and ERGOMED if INVESTIGATOR is no
longer able for whatever reason to act as INVESTIGATOR.

INSTITUTION shall ensure that the preparation, storage and/or testing of any Clinical Trial
Product during the course of the Clinical Trial at the INSTITUTION is carried out in accordance
with the Protocol and all the Regulations.

INSTITUTION shall bear all risk of loss or damage to the Clinical Trial Product provided by
ERGOMED or Sponsor while the Clinical Trial Product is in the control or possession of
INSTITUTION.

INSTITUTION and INVESTIGATOR acknowledge that the Sponsor is and shall at all times
remain the sole owner of the Clinical Trial Product.

ERGOMED or Sponsor shall provide INSTITUTION with the required quantities of the
Clinical Trial Product, at no charge, for the INSTITUTION to conduct the Clinical Trial.

Neither INSTITUTION nor INVESTIGATOR shall permit the Clinical Trial Product to be used
for any purpose other than the conduct of the Clinical Trial and upon termination or expiration
of this Agreement all unused Clinical Trial Product shall, at Sponsor’s option and expense,
either be returned to Sponsor or disposed of in accordance with the Protocol or Sponsor’s
instructions. Detailed records of stocks and use of the Clinical Trial Product shall be maintained
by the INSTITUTION and shall be submitted to ERGOMED or the Sponsor upon request.

Neither the INSTITUTION nor INVESTIGATOR shall during the term of this Agreement
conduct any other trial which might hinder their ability to conduct the Clinical Trial in line with
the Protocol.

Upon Sponsor’s request, INVESTIGATOR shall complete and return to ERGOMED or the
Sponsor in a timely manner, financial certification or disclosure forms or any updates thereof,
as applicable, provided to the INVESTIGATOR by ERGOMED or the Sponsor.

Country specific_INDIA, effective_23May2024
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2.26.

3.1.

3.2,

3.3.

3.4.

3.5.

3.6.

3.7.

3.8

INSTITUTION and INVESTIGATOR shall ensure that other members of INVESTIGATOR s
team, performing any functions related to the Clinical Trial also complete and return all such
financial certification/disclosure forms, if so required by the Sponsor.

According to the applicable Regulations in force and as per agreement with the Sponsor
regarding Clinical Trial archiving period INSTITUTION and INVESTIGATOR shall retain all
Clinical Trial records for 25 (twenty-five) years after the end of the Clinical Trial.

INSTITUTION and/or INVESTIGATOR, as applicable, shall contact ERGOMED and/or
Sponsor at least 90 (ninety) days before the planned destruction of any Clinical Trial records, at
which time ERGOMED or Sponsor may require that INSTITUTION and/or INVESTIGATOR
deliver such records to ERGOMED and/or Sponsor, at the Sponsor’s expense.

INSTITUTION and/or INVESTIGATOR shall notify ERGOMED and/or Sponsor immediately
in writing of any accidental loss or destruction of Clinical Trial records.

Article 3
Compensation and expenses

As compensation for the conduct of the Clinical Trial as referred to in this Agreement by
INSTITUTION and INVESTIGATOR, ERGOMED shall pay to the INSTITUTION the gross
fee, GST excluded (if applicable) as indicated in Schedule II herein attached and made an
integral part of this Agreement. This gross fee includes any and all taxes that may be applicable
anywhere anytime and it is specifically agreed that any such taxes shall be the sole responsibility
of the INSTITUTION and of the INVESTIGATOR who shall both timely pay all such taxes for
which they are liable. INSTITUTION shall have the responsibility and the obligation to make
proper and timely disbursements of funds to all appropriate parties involved in the Clinical Trial.

It is agreed that payment of the sums due under this Agreement shall be payable by ERGOMED
by wire transfer at the bank account indicated in the INSTITUTION’s invoice and within 30
(thirty) days from the invoice receipt.

In case of the Sponsor’s material failure to meet its obligations towards ERGOMED,
ERGOMED retains the right to withhold payments to the INSTITUTION and the
INVESTIGATOR until Sponsor satisfies its obligations.

Prices in Schedule II are GST excluded.

The INSTITUTION shall issue all invoices under this Agreement to Ergomed Clinical Research
Private Limited and deliver tositepayments@ergomedgroup.com.

Unless otherwise agreed in writing and approved by Sponsor, payments of the sums due under
this Agreement shall be made according to the attached Schedule 1L

If a dispute arises between the Parties in respect of any part of an invoice, ERGOMED shall: (i)
notify INSTITUTION promptly of the particulars of the dispute, and (ii) may withhold payment
of the disputed part of the invoice provided that ERGOMED and the INSTITUTION and
INVESTIGATOR respectively endeavour promptly and in good faith to resolve the dispute.

In undertaking to perform the Services for ERGOMED, it is understood that INSTITUTION,
INVESTIGATOR and INVESTIGATOR’s team act as independent contractors without the

Country specific_INDIA, effective 23May2024
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4.1

4.2

4.3

4.4

5.1

5.2

5.3

capacity to legally bind ERGOMED or the Sponsor and that INVESTIGATOR and
INVESTIGATOR's team are doing so as an employee of the INSTITUTION and not as an
employee of ERGOMED.

Article 4
Regulatory Review, Opinion from Ethics Committee

The INSTITUTION shall ensure that the IRB holds a valid registration as per applicable
Regulations during the tenure of the Clinical Trial.

Until all Parties have obtained all required documentation from the IRB/EC (where necessary)
and all required approvals (in writing) regarding the terms and conditions of Clinical Trial,
including the Informed Consent Form, related instructions for use and the Protocol from the
competent IRB / EC, ERGOMED and/or Sponsor shall not supply the Clinical Trial Product to
INSTITUTION, and INSTITUTION and INVESTIGATOR shall not Enrol any Clinical Trial
Subject and shall ensure that neither administration of the Clinical Trial Product to any Clinical
Trial Subject nor any other clinical intervention mandated by the Protocol takes place in relation
to any such Clinical Trial Subject.

All modifications to the Protocol shall be made by the Sponsor and implemented by the
INVESTIGATOR after receipt of necessary regulatory or IRB/EC approvals. Neither
INSTITUTION nor INVESTIGATOR shall consent to any change in the Protocol requested by
a relevant EC without the prior written consent of the Sponsor. INSTITUTION shall promptly
forward a copy of any such change in the Protocol requested by a relevant IRB/EC to the
Sponsor and ERGOMED.

INSTITUTION and INVESTIGATOR shall promptly forward to ERGOMED and Sponsor
copies of all correspondence to or from regulatory authorities and IRB/ECs which concern the
Clinical Trial.

Article 5
Data Protection

For the purpose of this Agreement the terms Processing, Controller, Processor, Recipient,
Personal Data and Personal Data Breach, shall have the same meaning ascribed to them in Data
Protection Laws, especially in GDPR.

The Parties agree to adhere to the principles of confidentiality in relation to Clinical Trial
Subjects and at all times comply with applicable Data Protection Laws, especially GDPR and
DPDPA when Processing Personal Data in connection with this Agreement. The Personal Data
protection measures during the Processing and description of Personal Data Processing are
described in Schedules 11T and V.

INVESTIGATOR Processes Clinical Trial Subjects’ Personal Data in full detail. Clinical Trial
Subjects’ Personal Data has to be pseudonymised before providing it to ERGOMED and/or
Sponsor, i.e. Clinical Trial Subjects are given an identificr by which they are known in a system,
which is typically a number — key-coded data. List with the codes and the Clinical Trial
Subjects’ details is kept only with INVESTIGATOR in order to link the Clinical Trial Subjects
to their Personal Data.

Country specific_INDIA, effective 23May2024
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5.4

5.5

Unless pseudonymised, Clinical Trial Subjects’ Personal Data shall not be disclosed to
ERGOMED or to Sponsor by INVESTIGATOR or INSTITUTION save where this is required
to satisfy the requirements of the Protocol or for the purpose of monitoring or adverse event
reporting, or in relation to a claim or proceeding brought by a Clinical Trial Subject in
connection with the Clinical Trial.

Consequently, ERGOMED and Sponsor shall not disclose the identity of Clinical Trial Subjects
to third parties without prior written consent of the Clinical Trial Subject in question except as
permitted by and in accordance with Regulations.

INVESTIGATOR shall be the point of contact for any Clinical Trial Subject’s data protection
related requests (including, but not limiting, to fulfil the Clinical Trial Subject’s GDPR rights)
concerning the Parties or Sponsor in connection with the Clinical Trial. INVESTIGATOR shall
be primarily responsible to handle such requests (including sharing such requests with Sponsor
and ERGOMED with compliance with the Regulations, specifically the pseudonymization of
Clinical Trial Subject’s personal data, where required) and communicate with Clinical Trial
Subjects. Sponsor and ERGOMED shall provide reasonable assistance where required to ensure
compliance with Clinical Trial Subject's rights under applicable Data Protection Laws.

INVESTIGATOR hereby confirms that she fully understands and has been properly informed
that the conclusion and the performance of this Agreement and the conduct of the Clinical Trial
as per the Regulations require the Sponsor and ERGOMED to Process her Personal Data.
Depending on Sponsor’s decision to file for submission for marketing application, necessary
Processing may include the transfer of her Personal Data to countries outside India in accordance
with applicable Regulations. By entering into this Agreement, the INVESTIGATOR explicitly
agrees with such transfers of her Personal Data to the extent necessary for the conclusion and
the performance of this Agreement and the conduct of the Clinical Trial as per the
Regulations.Such Personal Data may include names, contact information, work experience,
qualifications, publications, resumes, educational background, information on performance and
professional capabilities and applicable invoicing details.

INSTITUTION and INVESTIGATOR agree to inform the INVESTIGATOR’s team about the
Processing of INVESTIGATOR’s team Personal Data and to establish proper arrangement of
their relations with the INVESTIGATOR’s team for such Processing. Depending on Sponsor’s
location and its decision to file for submission for marketing application, Processing
necessaryfor the conclusion and the performance of this Agreement and the conduct of the
Clinical Trial as per the Regulations may include the transfer of their Personal Data to countries
outside the EU/EEA, which do not ensure adequate level of Personal Data protection as per
GDPR. INSTITUTION and INVESTIGATOR shall ensure that INVESTIGATOR’s team is
aware that their Personal Data shall be Processed for the below mentioned purposes. Any person
who does not fully agree with the Processing described should not be involved in any capacity
in the INVESTIGATOR's team.

ERGOMED shall provide the INVESTIGATOR and INVESTIGATOR’s team with the
Personal Data information notice that contains information about their Personal Data Processed
and their rights (e.g. access right, portability, rectification) so that Sponsor and / or ERGOMED
comply with their obligation under applicable Data Protection Laws.

The Sponsor and ERGOMED Process Personal Data of the INVESTIGATOR and
INVESTIGATOR’s team for the following specific purposes, where:

e the Sponsor is the Controller:

Country specific INDIA, effective 23May2024
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6.1.

6.2,

(i) ensuring proper conduct of the Clinical Trial;

(ii) review by a regulatory authority, Sponsor, ERGOMED or their agents;

(iii) publication on www.clinicaltrials.gov, other public websites and public portals for
clinical documents of EMA and other relevant agencies that inform about clinical trials
and participating investigators and corresponding clinical trial results;

(iv) satisfying legal or regulatory requirements e.g. anti-corruption compliance.

¢ ERGOMED is the Controller:
(i) maintaining in databases to facilitate selection of investigators and sites in future clinical
trials;
(ii)conclusion and performance of this Agreement;
(iiiy ERGOMED’s legal obligations as far as such exist or may be imposed under the
Regulations to ERGOMED (for example, tax obligations);
(iv) for the establishment, exercise or defence of legal claims.

ERGOMED’s, INSTITUTION’s and INVESTIGATOR’s legal basis for Processing in the role
of the Processor is the performance of a contract.

Article 6
Intellectual Property

The Parties hereby agree that the Sponsor shall at all times retain ownership of any know-how,
trade secrets, developments, discoveries, inventions, innovations or improvements (whether or
not patentable) conceived or first reduced to practice, or deriving therefrom, in the performance
of Services under this Agreement, in the performance of the Clinical Trial, or as a result of using
data from the Clinical Trial by INSTITUTION, its employees or INVESTIGATOR (hereinafter:
the “Intellectual Property”) and the INSTITUTION and INVESTIGATOR have no rights to
any such Intellectual Property.

For the avoidance of doubt, the INSTITUTION and INVESTIGATOR hereby grant to Sponsor
any and all right, title and interest in any and to any Intellectual Property. INVESTIGATOR
and INSTITUTION shall assign and deliver to Sponsor all documents and do all such things as
may be necessary or appropriate to vest in Sponsor all rights, title and interest in and to such
Intellectual Property. INVESTIGATOR and INSTITUTION shall promptly disclose to the
Sponsor any such Intellectual Property.

Upon the request of the Sponsor INVESTIGATOR and INSTITUTION shall assist the Sponsor
in the preparation, filing and prosecution of such patent applications; INVESTIGATOR and
INSTITUTION further agree to execute and deliver any and all instruments necessary to
effectuate the ownership of such patent applications and to enable the Sponsor to file and
prosecute such patent applications in any country.

INSTITUTION and INVESTIGATOR agree that any and all works, recommendations, advices,
observations and conclusions, rendered, obtained, generated, conceived or derived, directly or
indirectly, by INSTITUTION and/or INVESTIGATOR during the course of the performance
of Services under this Agreement, in performance of the Clinical Trial, or as a result of using
data from the Clinical Trial, including, without limitation, clinical and other data (including
without limitation, written, printed, graphic, video and audio material, and information
contained in any computer database or computer readable form) shall be Sponsor’s absolute and
exclusive property, who shall be free to use it as it deems fit for any purpose whatsoever.
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6.3.

6.4.

6.5.

6.6.

7.1.

7.2.

INSTITUTION and INVESTIGATOR agree that they assert no claim to rights in technology
and materials owned by ERGOMED or the Sponsor.

INSTITUTION or INVESTIGATOR may be allowed to present and publish data resulting from
the Clinical Trial pursuant to the Sponsor’s publication policies and upon obtaining prior
expressed written approval from the Sponsor for any such presentation or publication.

Any material prepared for publication or presentation shall be submitted to the Sponsor for
review and comment at least 60 (sixty) days prior to submission for publication. INSTITUTION
and/or INVESTIGATOR shall modify the publication or presentation material according to the
comments provided by the Sponsor.

INSTITUTION and/or INVESTIGATOR further agree to delete information identified by
ERGOMED or the Sponsor as confidential, prior to submitting such material for publication or
presentation. During the period for review of a proposed publication or presentation material,
the Sponsor shall be entitled to request a delay of publishing such materials for a period of up
to 6 (six) months from the date of first submission to the Sponsor in order to enable the Sponsor
to take steps to protect its proprietary information and/or Intellectual Property.

INSTITUTION and/or INVESTIGATOR shall not unreasonably withhold or delay their
consent to a request from the Sponsor for an exceptional additional delay if, in the reasonable
opinion of the Sponsor, the Sponsor’s proprietary information and/or intellectual property rights
and know-how might otherwise be compromised or lost.

If the Clinical Trial is multi-centre, any publication based on the results obtained at the
INSTITUTION (or a group of sites) shall not be made before the first multi-centre publication.
In case of presentation or publication of such data INSTITUTION and INVESTIGATOR shall
be bound by the confidentiality of Article 7 of this Agreement and subject to preserving
Sponsor’s rights in Articles 6.1 and 6.2. herein.

INSTITUTION and INVESTIGATOR shall not, and shall ensure that their respective personnel
do not, engage in interviews or other contacts with the media, including but not limited to
newspapers, radio, television and the Internet, related to the Clinical Trial and the Clinical Trial
Product without the prior written consent of the Sponsor. This provision does not prohibit
publication, presentation or other public disclosure in accordance with Sections 6.3.

Article 7
Confidentiality

INSTITUTION and INVESTIGATOR shall hold in strict confidence any and all information
(i) acquired by the INSTITUTION and/or INVESTIGATOR from ERGOMED and/or the
Sponsor in reference to the Clinical Trial Product, the Sponsor or ERGOMED, or the Services
performed under this Agreement or the Clinical Trial and (ii) developed by the INSTITUTION
and/or INVESTIGATOR in the performance of the Services under this Agreement or the
Clinical Trial (hereinafter: “Confidential Information).

INSTITUTION and INVESTIGATOR undertake to permit access to the Confidential
Information only to those employees of the INSTITUTION or members of the
INVESTIGATORs team who reasonably need access to such information for the carrying out
of the duties under this Agreement and who have signed confidentiality agreements containing,
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7.3.

7.4,

8.1.

or are otherwise bound by, confidentiality obligations at least as restrictive as those contained
herein.

INSTITUTION and INVESTIGATOR agree to handle and shall ensure that members of
INVESTIGATORs team:

) handle Confidential Information with the reasonable degree of care;

(i) take precautions as necessary and appropriate to guard the confidentiality of
Confidential Information and any inadvertent disclosure thereof;

(iii)  use such Confidential Information only for the performance of their obligations under
this Agreement.

This Article shall not apply to information:

() which was known to INSTITUTION or INVESTIGATOR prior to its receipt from
ERGOMED or the Sponsor, and INSTITUTION or INVESTIGATOR is able to so
demonstrate through bona fide written records of such receipt,

(ii) which is or lawfully becomes generally available to the public as evidenced by objective
public record,

(iii)  which is lawfully acquired from third parties who have a right to disclose such
information, or

(iv)  which INSTITUTION or INVESTIGATOR is required by law to release, provided that
INSTITUTION or INVESTIGATOR gives advance written notice of such requirement
so that Sponsor has the opportunity to object to such disclosure.

Nothing herein shall be construed as prohibiting the Sponsor from reporting on this Clinical
Trial to a governmental or regulatory agency or from exercising its right in its Confidential
Information as it deems appropriate in its sole discretion.

Article 8
Insurance and Indemnification

INSTITUTION shall defend, indemnify, save and hold harmless the Sponsor, ERGOMED, their
affiliated entities and respective affiliates, subsidiaries, directors, officers, employees,
contractors, stockholders, agents, and successors and assigns from and against any and all
claims, demands, suits, actions, causes of action, losses, damages, fines and liabilities, including
court costs and reasonable attorneys’ fees (“Losses™) resulting from or arising out of any third
party claims, actions or proceedings relating to any INSTITUTION’s and/or the
INVESTIGATOR’s and/or the INVESTIGATOR’s team’s:

(i) failure to follow any Regulations, including applicable federal, state or local laws,
regulations, and guidelines, or to conform to reasonable and prudent clinical practices,
including GCPs as applicable to clinical studies for the Clinical Trial Product;

(ii) wrongful or negligent acts or omissions, or wilful malfeasance or misuse of the Clinical
Trial Product;

(iii)  failure to comply with the Approved Protocol;

(iv)  failure to report Adverse Events and Serious Adverse Events within prescribed
timelines;

V) failure to provide adequate and prompt medical care to Clinical Trial Subjects during
adverse events;
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8.2

8.3.

8.4.

8.6.

8.7.

8.8.

8.9.

(vi) failure to follow the Protocol or other written recommendations or instructions provided
to the INSTITUTION and/or the INVESTIGATOR and/or the INVESTIGATOR'’s
team by ERGOMED or the Sponsor.

INVESTIGATOR shall maintain insurance coverage. The INVESTIGATOR shall provide
ERGOMED with a certificate of insurance within 30 (thirty) days of the date of the Agreement.
(This clause may not be applicable to Indian Investigators)

ERGOMED shall ensure that the Sponsor obtains appropriate insurance cover or provides an
indemnity satisfactory to the INSTITUTION and INVESTIGATOR and for providing
compensation and medical care to injured Clinical Trial Subjects in respect of its potential
liability under the Clinical Trial.

ERGOMED shall produce to the INSTITUTION, on request, copy of an adequate insurance
policy covering Sponsor’s liability vis-a-vis Clinical Trial Subject in compliance with applicable
Indian law.

ERGOMED shall maintain an appropriate insurance coverage in respect of its potential liability
under this Agreement. ERGOMED shall defend, indemnify, save and hold harmless the
INSTITUTION and the INVESTIGATOR from and against any and all Losses resulting from
or arising out of any third party claims, actions or proceedings relating to any ERGOMED’s
wrongful or negligent acts or omissions.

8.5. The INSTITUTION shall maintain professional liability insurance coverage and general

liability insurance coverage (including contractual liability) that does not exclude clinical
studies as well as the DPDPA liability, sufficient to cover the INSTITUTION’s indemnification
obligations hereunder. If the policy is a claims-made policy, the INSTITUTION shall extend
the coverage period of such insurance coverage, for an additional 5 (five) years after
completion of the Clinical Trial. The INSTITUTION shall providle ERGOMED with a
certificate of insurance within 30 (thirty) days of the date of the Agreement. (This clause may
not be applicable to Indian Institutes)

INSTITUTION and INVESTIGATOR acknowledge that the Sponsor has engaged ERGOMED
to manage the Clinical Trial, so ERGOMED has performed no independent research or analysis
regarding the safety or efficacy of the Clinical Trial Product, materials or treatment procedures
that are to be administered pursuant to the Clinical Trial and, therefore, ERGOMED makes no
warranties, expressed or implied concerning the Clinical Trial Product, materials, treatment
procedures, results to be obtained in administering the Clinical Trial Product, or the Clinical
Trial Product’s fitness for any particular purpose.

ERGOMED expressly disclaims any liability in connection with the Clinical Trial Product
caused by,or allegedly caused by, the use or misuse of the Clinical Trial Product other than
liability for death, personal injury or loss of or damage to property which liability is the result
of gross negligence or wilful misconduct on the part of ERGOMED.

Nothing in this Article 8 may be construed so as to restrict or exclude the liability of
INSTITUTON or INVESTIGATOR in relation to death or personal injury caused by the
negligence of such Party or its employees respectively or to restrict or exclude any other liability
of INSTITUTION or INVESTIGATOR which cannot be so restricted or excluded in law.

INSTITUTION and INVESTIGATOR are obliged to immediately, in written form, inform
ERGOMED of any claim on existence of any personal injury, death or damages, and shall allow
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9.1.

9.2.

9.3.

9.4.

9.5.

the Sponsor and/or ERGOMED to resolve such claim (including settlement deal) in accordance
with applicable laws and shall cooperate with the Sponsor or ERGOMED in resolving of such
claim.

Sponsor and ERGOMED shall have exclusive control with respect to resolving such claim or
petition, including any settlement, however with limitation that such settlement shall not include
recognition of the responsibility of the INSTITUTION and/or the INVESTIGATOR and their
associates without their prior written approval, which shall not be withheld without valid reason.

Article 9
Anti-Corruption (Anti-Kickback and Anti-Bribery)

The INVESTIGATOR and the INSTITUTION agree that their judgment with respect to the
advice and care of each Clinical Trial Subject shall not be affected by the compensation they
receive under this Agreement, that such compensation does not exceed the fair market value of
the services they are providing, and that no payments are being provided to them for the purpose
of inducing them to purchase or prescribe any drugs, devices or products.

The INVESTIGATOR and the INSTITUTION agree that they shall not bill any Clinical Trial
Subject, insurer, or governmental agency for any visits, services or expenses incurred during the
Clinical Trial for which they have received compensation from ERGOMED.

Each Party, in performing this Agreement, represents and warrants that it shall:

a) fully and absolutely comply with the provisions of any applicable legislation on anti-
bribery/anti-corruption prevention as well as with the principles of international anti-
bribery/anti-corruption legislations such as Prevention of Corruption Act, 1988, OECD
Anti Bribery Convention or Combating Bribery of Foreign Public Officials in
International Business Transactions, UK Bribery Act, US Foreign Corrupt Practices
Act, which are in force from time to time (“Anti-Bribery Regulations”);

b) adopt all necessary measures to prevent violation to the Anti-Bribery Regulations;

c) not, in the conduct of the performance of the Services under this Agreement, offer, pay,
give, or promise to pay or give, directly or indirectly, any payment or gift of money or
thing of value to: (a) any government official to influence any acts or decisions of such
official or to induce such official to use his/her influence with any government to effect
or influence the decision of such government in order to assist the Party in its
performance of the obligations under this Agreement or to benefit any of the Parties;
(b) any political party or candidate for public office for such purpose; or (¢) any person
if either Party knows or has reason to know that such money or thing of value shall be
offered, promised, paid, or given, directly or indirectly, to any official, political party,
or candidate for such purpose.

The defaulting Party shall hold harmless and indemnify the other Parties and the Sponsor from
any and all claim, expense, fine, sanction, obligations or consequences that may arise from
violation of this Article and/or the Anti-Bribery Regulations.

A violation or a threatened violation of this Article and/or the Anti-Bribery Regulations shall
constitute a material breach under this Agreement and in addition to other rights or remedies
under this Agreement or at law, the non-defaulting Party may terminate this Agreement with
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10.1.

10.2.

10.3.

immediate effect if the defaulting Party breaches any of the representations or warranties
contained in this Article.

Article 10
Term and Termination

This Agreement shall become effective on the date of its signing by all Parties and if signed on
the different dates then on the latest signature date(“Effective Date”) and shall remain in full
force and effect until the full and satisfactory completion of the Services by the INSTITUTION
and INVESTIGATOR.

ERGOMED may terminate this Agreement prior to its expiration with a written notice to the
other Parties and a notice period of not less than 30 (thirty) calendar days.

ERGOMED may terminate this Agreement prior to the full and satisfactory completion of the
Services by the INSTITUTION and INVESTIGATOR by written notice and immediate effect
for any of the following reasons:

A. In case the Sponsor has terminated the relevant Agreement with ERGOMED and / or
has ceased any further activity on the Clinical Trial and / or has requested to stop Enrolment
regardless of the reason given to ERGOMED by the Sponsor;

B. Continuous and / or repetitive and /or material breach of any of the INSTITUTION’s
and / or INVESTIGATOR’s obligations stipulated herein. For the purpose of this
Agreement, the following shall, among other, be considered as the material breach of this
Agreement:

(i) INVESTIGATOR and/or INSTITUTION prevent access to
ERGOMED’s employees or contractors or any third persons authorized by
ERGOMED and/ or the Sponsor to any and all original medical records necessary
to verify entries on Clinical Trial Case Report Forms;

(ii) INVESTIGATOR, her associates, or any other person engaged in this
Clinical Trial (excluding Clinical Trial Subjects) are unavailable upon reasonable
notice by ERGOMED and/or the Sponsor, to meet with ERGOMED’s and/or the
Sponsor’s representative during the course of the Clinical Trial, as necessary, to
discuss information relevant to the Clinical Trial;

(iii) Case Report Forms have not been legibly completed and / or forwarded
by the INVESTIGATOR to ERGOMED or to its designated representative, as
appropriate within 60 (sixty) days of each Clinical Trial Subject’s completion
date.

C. In case INVESTIGATOR does not recruit any Clinical Trial Subject within 60 (sixty)
days from the day of the initial visit;

D. In case the regulatory and / or IRB/EC: (i) has not issued the permit or approval for
conducting of the Clinical Trial; or (ii) loss of such permit or approval;

E. Determination by ERGOMED and/or the Sponsor that the INVESTIGATOR, after a
reasonable opportunity, is unable, for any reason to act as INVESTIGATOR and/or to
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10.4.

10.5.

10.6.

10.7.

11.2.

11.3.

11.4.

11.5.

11.6.

11.7.

satisfactorily perform the Clinical Trial as required by the Protocol and a suitable
INVESTIGATOR replacement is not made timely.

In the event that ERGOMED chooses to exercise its right to terminate this Agreement, the
INVESTIGATOR shall, immediately upon receipt of ERGOMED’s notice to terminate, cease
Enrolling Clinical Trial Subjects into the Clinical Trial and shall discontinue conducting Clinical
Trial procedures, to the extent medically possible.

The rights and obligations of the Parties under any provision of this Agreement, which by its
term is intended to survive beyond the term of this Agreement, including but not limited to
Article 5 (Data Protection), Article 6 (Intellectual Property), Article 7 (Confidentiality) and
Article 8 (Insurance and Indemnification), shall continue notwithstanding the termination or
expiration of this Agreement for any reason.

In the event of early termination, the sum payable under this Agreement shall be limited to pro-
rated fees based on actual work performed pursuant to the Protocol.

INSTITUTION and INVESTIGATOR shall return to ERGOMED any unused Clinical Trial
Product and all Clinical Trial materials shall, at the Sponsor’s option and expense, either be
returned to the Sponsor or disposed of in accordance with the Protocol or the Sponsor’s written
instructions.

Article 11
Final Provisions

Neither Party may delegate their obligations or assign their rights hereunder without the prior
written consent of the Sponsor. ERGOMED may assign this Agreement with Sponsor’s prior
written consent and without the consent of INSTITUTION or INVESTIGATOR.

Any and all additions and/or amendments to this Agreement shall be in writing, numbered, dated
and signed by the authorized representatives of all Parties.

In the case of inconsistency between the Protocol and the other terms of this Agreement, or any
other document incorporated therein, the terms of the Protocol shall prevail to the extent
applicable to the medical treatment of Clinical Trial Subjects but no further. In respect of other
inconsistencies, the Agreement shall prevail.

Any and all disputes arising out of or in connection with the Agreement shall be settled by an
amicable effort of the Parties.

Any dispute, which is not amicably settled by such efforts of the Parties, shall be finally resolved
under the Rules of the Indian by 1 (one) arbitrator appointed pursuant to such Rules. The seat
of such arbitration shall be in Tamaka, Kolar, Karnataka, India. The language of arbitral
proceedings shall be English.

This Agreement and all disputes thereof shall be governed by and construed in accordance with
the laws of India.

If any provision of this Agreement should be deemed invalid or legally unenforceable, such
provision shall not affect the validity and/or enforceability of any other provision(s) of this
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Agreement or the Agreement as a whole. The Parties shall, in such case, replace the invalid
provision with a valid one that best expresses their original intent.

11.8. This Agreement is being executed in 3 (three) identical copies, of which each Party shall keep
1 {one) copy.

11.9. The Parties agree that Sponsor is an intended third party beneficiary of this Agreement, with
full benefits and full rights of enforcement. Except for the Sponsor, the Parties do not intend
that any term of this Agreement shall be enforceable by any person who is not a Party to this
Agreement.

11.10. In this Agreement, the words "including" and "includes" mean "including without limitation."

11.11. All notices, statements, demands, requests, consents, communications and certificates from
anyParty hereto to the other shall be made in writing unless specified to the contrary herein and
sent by fax, certified mail, return receipt requested, hand delivered or byFedEx®or similar
overnight delivery service for which a receipt is made to the Parties, addressed as follows:

(a) If intended for ERGOMED

Ergomed Clinical Research Private Limited

91 Springboard Business Hub Private Limited

9th Floor, Sadanand Business Centre, Sr. No.104/1, NH 48, Service Road,
Baner, Pune Maharashtra 411045

with copy to: legal@Ergomedgroup.com
(b) If intended for Sponsor:

NeuraxpharmPharmaceuticals S.L.

Av. Barcelona, 69. 08970 Sant Joan Despi
Barcelona, Spain

with copy to: fjurado@neuraxpharm.com

(c) If intended for INSTITUTION:

R.L. Jalappa Hospital and Research Centre, Sri Devaraj Urs Medical
College

Tamaka, Kolar, Karnataka 563103

with copy to: dir.research@sduaher.ac.in

Dr Rajesh Venkataraman,
Adichunchanagiri Hospital,
Adichunchanagiri University

B.G Nagara, Mandya, Karnataka -571 448.
With copy to: drrajesh.ahrc@gmail.com

(d) If intended for INVESTIGATOR:
Dr. Bhuma Vengamma
R.L. Jalappa Hospital and Research Centre, Sri Devaraj Urs Medical College
Tamaka, Kolar, Karnataka 563103
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with copy to: vicechancellor@sduaher.ac.in)

or such other addresses as either Party hereto may from time to time direct by service of notice to
the other Party as provided above. Any such notices, statements, demands, requests, consents,
communications or certificates shall be deemed given on the date received.

11.12. The Parties agree that this Agreement may be executed by way of electronic signatures and that
the electronic signature has the same binding effect as a physical signature. For the avoidance
of doubt, the Parties agree that this Agreement, or any part thereof, shall not be denied legal
effect, validity or enforceability solely on the ground that it is in the form of an electronic record.

Signature page follows
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SIGNED on behalf of ERGOMED:

Wﬁ/

05 Der 70

Name: Date
o (thu_ R |gr ot bivui

SIGNED by ERGOMED on behalf of
Sponsor: 7

Doy

SIGNED by the INSTITUTION:

u\ Kp\‘ 24p

Name: Dr. Ralyani R Date

Title: Director
Research& Development Cell,
SDUAHER

ESTIGATOR:

-

SIGNED by

MMW—

Name: Dr Bhuma Vehgamma Date

Title: Vice-Chancellpr| SDUAHER
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SCHEDULE I - PROTOCOL
- Provided under a separate cover -
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a.

SCHEDULE II - PAYMENT TERMS AND BUDGET"
Enrollment target

The INVESTIGATOR shall randomize a minimum of four (4) and up to eight (8) Clinical Trial
Participants (“Participants™) in the Clinical Trial as agreed and authorized by SPONSOR through
ERGOMED. The INVESTIGATOR shall not randomize any Participants above the enrolment
target, unless expressly authorized in writing by the SPONSOR, through ERGOMED.

SPONSOR, through ERGOMED, may increase the enrolment target through a written notification
sent to the INSTITUTION and INVESTIGATOR which includes the updated enrolment target.
The Parties agree that such changes will not require any formal amendments to this Agreement.

The INSTITUTION and INVESTIGATOR acknowledge that enrollment of Participants may be
competitive among all Clinical Trial Sites, and as result, the INSTITUTION and INVESTIGATOR
shall cease screening and enrolling Participants at any time upon SPONSOR’s direct request, or
through ERGOMED.

Compensation and Payment terms

As compensation to the INSTITUTION and INVESTIGATOR for conducting the Clinical Trial,
SPONSOR, through ERGOMED acting as its paying agent, shall make payments each quarter by
electronic wire transfer to SRI DEVARAJ URS ACADEMY OF HIGHER EDUCATION AND
RESEARCH (“Payee”) in line (1) with the amounts and in the currency listed in Appendix 1 —
Clinical Trial Budget (“Budget”), and (2) with the Payment terms defined herein.

SPONSOR, through ERGOMED, shall generate within 15 business days of the end of each
calendar quarter a proforma invoice covering activities completed at the site based on EDC data
entered by the INSTITUTION or INVESTIGATOR, and verified by ERGOMED, which will be
sent to the Payee for verification and approval.

If the Payee does not raise any queries to SPONSOR through ERGOMED within 10 business days
of receipt, SPONSOR will consider the proforma invoice as approved. Any queries raised by the
Payee will be resolved by SPONSOR, through ERGOMED, and by the Payee in good faith in line
with Article 3 of this Agreement.

Upon approval, SPONSOR through ERGOMED, will process and initiate the payments for such
activities within 30 calendar days at the rates set forth in the Budget and based on the terms of this
Schedule II.

For activities payable upon receipt of an invoice, SPONSOR through ERGOMED, will pay the
Payee within 30 calendar days of receipt of a correct invoice from the Payee, subject to a
verification of the invoice by SPONSOR, through ERGOMED.

Payee will only be compensated for services that have been properly performed in accordance with
the Protocol and this Agreement, and payments are dependent upon completion of CRFs/eCRFs,
reports, and other documents pursuant to this Agreement being submitted in a timely and
satisfactory manner.
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g. SPONSOR, through ERGOMED, will not pay for any visits performed in relation to any
Participants who do not conform to the Protocol’s inclusion and exclusion criteria or in relation to
whom serious violation(s)of the Protocol have been made, if the violation(s) resulted in the
withdrawal of the Participant from the Clinical Trial. Payments for Participants who were deemed
to have been in violation, may be made up to the point of when the violation occurred, at the sole

discretion of the SPONSOR.

h. All payments shall be performed in line with the following payment terms (“Payment terms”):

i.

Per Participant
Costs:

Payments will be made on a per Participant per visit basis for visits
completed as per EDC data entered during the preceding quarter.

1i.| Screen Failure

COSts:

Failures at V1 Screening Visit (Onsite) shall be paid as per the
Screen Failure rate in the Budget, for any Participant(s) undergoing
screening procedures but not randomized to receive the Clinical
Trial Product.

Payments for screen failures will be limited to one (1) screen failure
for every two (2) Participants randomized, up to a limit of four (4)
screen failures. Once reached, it will be paid at a rate of one (1)
screen failure for every three (3) of Participants randomized.

This limit of payable Screen Failures may be increased by written
notification sent to the INSTITUTION and INVESTIGATOR by
the SPONSOR through ERGOMED, which includes the updated
Screen Failure limit. The Parties agree that such changes will not
require any formal amendments to this Agreement.

Payment of Screen Failure costs shall be made following receipt of
a correct and itemized Invoice, subject to SPONSOR’s verification
through ERGOMED.

1.

Conditional
procedures

Conditional procedures as per the Budget will be reimbursed to the
Payee on a per subject per procedure basis for conditional
procedures completed in line with the Protocol and this Agreement.

Payment shall be made in accordance with the Budget upon receipt
of a correct and itemized Invoice detailing Conditional Procedures
completed during the preceding quarter, subject to SPONSOR’s
verification through ERGOMED.

.| Participant travel

reimbursements:

Sponsor, through ERGOMED, will provide reimbursement for
reasonable and documented Participant travel costs incurred by
Participants during visits up to the amounts set in the Budget, upon
receipt of an invoice detailing actual amounts reimbursed by the
Institution to each Participant, subject to SPONSOR’s verification
through ERGOMED.
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Reasonable costs/expense are defined as standard class public
transport, private hire vehicles (taxis), use of a private vehicle (the
latter at Local Government Approved Rate(s)), parking, meals and
incidentals.

| Early withdrawal

reimbursement:

An early withdrawal is a Participant who (1) completes Visit 4 and
(2) withdraws from participation in the Clinical Trial prior to Visit
(“Early Withdrawal”).

Payment of the Early Withdrawal Fee shall be made in accordance
with the Budget following receipt of a correct and itemized Invoice,
subject to SPONSOR’s verification through ERGOMED.

Because some of the procedures required by Protocol for Early
Withdrawals may have already been performed as part of a standard
visit, only those Early Withdrawal procedures not already included
in a visit will be reimbursed.

Vi.

Safety Follow-up
visits:

If a Participant experiences a SAE between Visit 4 and Visit 8 , the
Subject must be brought back for a follow-up. If Visit 9/ Safety
Follow-up is performed at the Site rather than via a phone call, the
Institution will be paid for the Safety Follow-up visit in line with
the Budget, upon receipt of a correct and itemized Invoice.

Vil.

Unscheduled
visits:

An Unscheduled Visit means a Participant visit which is not
expressly set forth in the Clinical Trial Plan nor in the Procedures
of the Protocol but is otherwise required for the Clinical Trial.

SPONSOR will pay through ERGOMED for unscheduled visits
approved by the SPONSOR, at the rate determined in the Budget.
Payments will be performed following receipt of a correct and
itemized Invoice detailing Unscheduled Visits completed during
the preceding quarter.

Under no circumstances shall Institution be paid for more than one
(1) unscheduled visit per randomized subject.

Viii.

IRB Fees:

Local IRB/EC Fees will be paid to the Payee on a pass-through
basis upon receipt of a correct and itemized invoice from Payee.

Following approval by SPONSOR through ERGOMED, any
subsequent re-submissions, amendments, or renewals will be
reimbursed upon ERGOMED’s receipt of appropriate
documentation and invoice.

ix.

Start-up Fee

A one-time Start-up Fee will be paid to Payee upon (1) receipt and
approval of all regulatory documents, (2) signature of this
Agreement and (3) following the Site’s activation by SPONSOR,

through ERGOMED.,
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i

Payment of the Start-up Fee shall be made in accordance with the
Budget following receipt of a correct and itemized Invoice, subject
to SPONSOR’s verification through ERGOMED.

x.| Storage Fees: A one-time long-term Document Storage/ Record retention Fee will
be paid to Payee in line with the Budget upon receipt of an invoice
at Study close-out.

Overhead costs: All fees in the Budget are inclusive of any overhead costs as
incurred by the Institution where applicable.

X1,

Final payment will be made to the Payee by SPONSOR, through ERGOMED, when
INSTITUTION and/or INVESTIGATOR have cumulatively:

i. Completed the Clinical Trial;
ii.  Satisfactorily accounted for all unused Clinical Trial Product, materials, supplies, and
Equipment;
iii.  Completed CRF / eCRF and for each Clinical Trial Subject in the Clinical Trial,
iv.  Satisfactorily answered all of SPONSOR and/or ERGOMED inquiries regarding the
Clinical Trial; and
v.  Received confirmation from SPONSOR directly or through ERGOMED that all applicable
conditions above have been satisfied in accordance to this Agreement.

Final invoices need to be submitted to SPONSOR, through ERGOMED, for payment no later than
within 30 calendar days from the moment SPONSOR directly or through ERGOMED confirmed
to INSTITUTION and INVESTIGATOR that all applicable conditions listed above in Schedule II
- section 2 i) have been satisfied. SPONSOR, through ERGOMED, will pay the final invoices
within 30 calendar days of receipt of a valid invoice.

The Payee will have 30 calendar days from the Final Payment, to inform SPONSOR, through
ERGOMED, of any payment discrepancies for consideration. SPONSOR reserves itself the right
not to pay through ERGOMED any invoices or discrepancies after this period.

Taxes

All agreed upon amounts are NET, and Goods and Services Tax (GST)/Harmonized Sales Tax
(HST) is excluded. The Institution acknowledges that the services supplied to SPONSOR are
exempt for GST/HST purposes. Alternatively, if the services provided by the INSTIUTION are not
exempt (for GST/HST purposes), the supply by the INSTITUTION to SPONSOR is subject to a
zero rate of GST/HST as export services. The payment will not be subject to a withholding tax. In
the limit of applicable regulation, it is the responsibility of the PAYEE to declare this income and
SPONSOR is not liable for any taxes due.

All other taxes, costs, tariffs, duties, social contributions and fixed amounts are included in the
payments detailed within Schedule II. The INSTITUTION, INVESTIGATOR, and/or PAYEE are
solely responsible for the timely payment of all taxes, costs, tariffs, duties, social contributions and

Country specific INDIA, effective 23May2024
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fixed amounts levied by relevant local, federal, or national authorities for which the
INSTITUTION, INVESTIGATOR or PAYEE are liable.

4. Payee details

PAYEE Details

Type: INVESTIGATOR / INSTITUTION

Name: Sri Devaraj Urs Academy of Higher Education and
Research

Address: Tamaka, Kolar, Karnataka, India

Tax ID Nr: XXXX

PAYEE Bank Account details

Bank Name: Kotak Mahindra Bank

Bank and Branch ID Number: | SDUMC branch, ID is 8269

Bank account number / 2849611362

IBAN number

BIC / Swift number: KKBKINBB

Name and details of PAYEE contact responsible for managing invoices and payments:

First & Last Name: Dr. Bhuvana K

Job Title: Chief Co-ordinating Officer
Clinical Trial Centre, SUDAHER, Kolar

Email address: bhuvanak@sduaher.ac.in

Phone number: 9900383738

a. All payments made by SPONSOR, through ERGOMED, as set forth in this AGREEMENT shall
be payable solely to the designated PAYEE above. Any payments made to the PAYEE that are due
to any other party performing services in connection with this Clinical Trial shall be settled solely
between the PAYEE and such a Party.

b. The INSTITUTION and INVESTIGATOR certify that the above Payee is the proper Payee to
receive payments under this Agreement.

5. Invoicing

a. Any invoices due under this Agreement shall be issued and sent to:

Issued to Sponsor: Neuraxpharm Pharmaceuticals S.L.

Av. Barcelona, 69. 08970 Sant Joan Despi
(Barcelona), Spain

Tax ID: B08165789

Sent to ERGOMED: ERGOMED CLINICAL RESEARCH LIMITED
1 Occam Court, Surrey Research Park,
Guildford, GU2 7HJ

United Kingdom

Country specific INDIA, effective 23May2024
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To expedite payments, please send an | sitepayments@ergomedgroup.com
electronic invoice to the following
ERGOMED email address:

b. Instructions for Processing of Payments

Invoices must include the following information:

Invoice reference number

Payee Name (as shown in this Schedule II)

Payee Address

Payee Tax ID number

Protocol number

Site number

Date & itemized description of services provided/ invoiced
Applicable supporting documents/ third party invoices
Total amount payable

ERGOMED will process on behalf of SPONSOR all payments electronically. Such electronic

payments will be sent directly to the Payee’s bank account as provided above.

Country specific INDIA, effective 23May2024
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1.

SCHEDULE III
DESCRIPTION OF PERSONAL DATA PROCESSING

Introduction

)] INSTITUTION and INVESTIGATOR shall process Personal Data as determined in this
Schedule III on behalf of ERGOMED (the Sponsor’s processor) as ERGOMED’s sub-
processors. Nothing in this Agreement derogates or prevents the INSTITUTION or
INVESTIGATOR to keep Clinical Trial and medical documentation as prescribed by the
applicable mandatory Regulations, nor excludes their obligations and responsibilities as
Controllers when they Process Personal Data of their employees, contractors, sub-
contractors orClinical Trial Subjects.

(ii) INSTITUTION and INVESTIGATOR should comply with the requirements for collection,
storage and processing under the Data Protection Laws.

(iii)  The technical and organizational measures regarding the security of the Personal Data
Processing are specified in Schedule IV herein.

Categories of Data Subjects

The Personal Data concerns the following categories of Data Subjects:

J INVESTIGATOR and INVESTIGATOR’s team;
o Clinical Trial Subjects.

The duration of the Processing (retention period)

The processing activities based on this Agreement shall be performed during the term of the
Agreement <if possible state exact number of years here>. Retention period for all Categories of
Personal Data is defined by the Sponsor, It starts from the Effective Date of this Agreement and
last for years after closure of the Clinical Trial. <Please insert the period as
under the Article 2.23.> (PLEASE VERIFY THIS SERIAL NUMBER, IT COULD BE 2.26)

The source of Personal Data:

. of the INVESTIGATOR and INVESTIGATOR s team: Data Subject;
. of Clinical Trial Subjects: Data Subject and the INVESTIGATOR;

The Recipients of Personal Data of all Categories of Data Subjects:

o the regulatory authority;

. IRB/EC;

° publicly accessible trial registries and databases;

° Sponsor’s and ERGOMED’s contracted service providers;

. Sponsor’s and ERGOMED’s Affiliates involved in research, development and
commercialization of medical products and their contracted service providers;

. Sponsor's contract partner(s) in case they take over the development and/or
commercialization of medical products;

. insurance company, legal and/or medical advisors or consultants engaged by all entities

mentioned above.

6. Categories of Personal Data

Country specific INDIA, effective_23May2024
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a. INVESTIGATOR’s and INVESTIGATOR team’s: Personal Data is listed in Personal Data
information notice.

b. Clinical Trial Subject:

() Processing by the INVESTIGATOR and INSTITUTION:

. surname, first name, patronymic, matronymic and contact details (address,
telephone, mobile, fax, e-mail address);

. health data;

. other Personal Data needed for the conduct of the Clinical Trial.

(i) Processing by ERGOMED and Sponsor:
. Personal Data incl. health data —
o pseudonymised for: ERGOMED and Sponsor
o full detail when at the investigational site for: assigned ERGOMED’s
and Sponsor’s staff (e.g. monitors, site managers, study physician,
auditors) for verification of clinical trial procedures and/or data, without
violating the confidentiality of the Clinical Trial Subject.

7. Processing activities

The Personal Data shall be subject to the following Processing activities: collecting, recording,
systemizing, accumulating, storing, rectifying (updating, modifying), retrieving, using, transferring
(distributing, providing, accessing), blocking, erasing or removing.

8. In accordance with the Article 2.11 of this Agreement, ERGOMED hereby confirms that it has
authorised INSTITUTION and INVESTIGATOR, in the course of providing its clinical research
organisation services to the Sponsor, to engage subcontractors (“Sub-processor(s)”) and to transfer to
its Sub-processors, on ERGOMED’s behalf, the Personal Data. INSTITUTION and INVESTIGATOR
are obliged to beforehand inform ERGOMED of any intended changes concerning the involvement,
addition or replacement of Sub-processors, and ERGOMED is entitled to object such Sub-processor.
Furthermore, the same Data Protection Laws obligations as imposed in this Agreement on
INSTITUTION and INVESTIGATOR by ERGOMED shall be imposed on that Sub-processor by way
of a contract and INSTITUTION and INVESTIGATOR are fully responsible for Sub-processor’s non-
compliance with the Data Protection Laws.

9, INSTITUTION and INVESTIGATOR warrants and represents that they shall:

(i) Process the Personal Data only in accordance with the Data Protection Laws and
ERGOMED’s written instructions as specified in this Agreement or as may be issued in
writing by ERGOMED from time to time, unless required to do so by European Union or
European Union Member State law to which INSTITUTION and INVESTIGATOR and/or
the INVESTIGATOR’s team and/or the Clinical Trial Subject is subject; in such a case,
INSTITUTION and INVESTIGATOR shall inform ERGOMED of that additional legal
requirement before Processing, unless that law prohibits such information on important
grounds of public interest. Should INSTITUTION and INVESTIGATOR be unable for any
reason to ensure its compliance with any duties stipulated by the Data Protection Laws, this
Agreement or ERGOMED’s instructions, INSTITUTION and INVESTIGATOR shall
immediately notify ERGOMED, who may suspend the Processing of the Personal Data.

(ii) promptly, and in any case no later than 24 (twenty-four) hours after discovering or
suspecting a Personal Data Breach, (i) notify responsible ERGOMED’s monitor and data
protection officer at DPO@ergomedplc.com of such Personal Data Breach; (ii) investigate

Country specific_INDIA, clTective_23May2024
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the Personal Data Breach and provide responsible ERGOMED’s monitor with detailed
information about the Personal Data Breach; and (iii) take reasonable steps to mitigate the
effects and to minimize any damage resulting from the Personal Data Breach. If
INSTITUTION and INVESTIGATOR are unable to provide the notice within 24 (twenty-
four) hours, they shall providle ERGOMED with reasons for the delay. Where necessary,
INSTITUTION and INVESTIGATOR shall assist ERGOMED or Sponsor when notifying
relevant party about Personal Data Breach and/or when communicating to the data subjects.

(iiiy  immediately inform ERGOMED if, in INSTITUTION’s and/or INVESTIGATOR’s
opinion, ERGOMED’s instructions violate any Data Protection Laws or other Regulations.
INSTITUTION and INVESTIGATOR shall be entitled to suspend and refuse the execution
of ERGOMED’s instructions that are in violation of the Data Protection Laws or other
regulation untii ERGOMED confirms that there is no such violation or modifies its
instructions.

(iv) provide ERGOMED with all necessary materials, documents, assessments and other
information to enable ERGOMED to confirm that INSTITUTION and INVESTIGATOR
have complied with their obligations under the Data Protection Laws and this Agreement.
Moreover, where necessary, INSTITUTION and INVESTIGATOR shall help Sponsor in
conducting data privacy impact assessment as well as prior consultation procedure, or any
other activity required by EGROMED or Sponsor in order to demonstrate their compliance
with GDPR. INSTITUTION and INVESTIGATOR shall allow for and contribute to GDPR
audits to ensure compliance with the Data Protection Laws. GDPR audits shall be carried
out during customary business hours following a prior announcement of 7 (seven) working
days.

v) notify ERGOMED promptly and in any event within 1 (one) working day of receiving any
communication, complaint, inquiry, or request from any third party, including a regulatory
authority or a Data Subject, relating to the Personal Data Processing by INSTITUTION
and INVESTIGATOR. INSTITUTION and INVESTIGATOR shall not respond to that
request except on the documented instructions of ERGOMED or Sponsor or as required by
applicable Regulations to which the INSTITUTION and INVESTIGATOR are subject, in
which case INSTITUTION and INVESTIGATOR shall to the extent permitted by
applicable Regulations inform ERGOMED.

(vi)  to comply with their obligations under the Data Protection Laws. In that light,
INSTITUTION and INVESTIGATOR shall take appropriate technical and organisational
security measures to safeguard the Personal Data against unauthorised or unlawful access,
modification and against accidental loss or destruction of, or damage to the Personal Data,
unauthorised transfer or other unauthorised Processing of any Personal Data or any other
misuse of the Personal Data, as specified in Schedule I'V herein.

(vii)  Ensure that all persons engaged by INSTITUTION and INVESTIGATOR and its
employees respect confidentiality obligation defined in Article 7.

In case of earlier termination of this Agreement or its regular expiry, INSTITUTION and
INVESTIGATOR have to retain all Personal Data that is subject of this Agreement (ISF and
medical records related to the Clinical Trial and Clinical Trial Subjects entered into CRF), as
defined by Sponsor and required by Regulations, only to the extent and for such period as required
by applicable Regulations.

INSTITUTION and INVESTIGATOR shall ensure the confidentiality of all such Personal Data
and shall ensure that such Personal Data is only retained as necessary for the purpose(s) specified

Country specific_INDIA, cflective 23May2024
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10.

11.

by Sponsor requiring its storage and for no other purpose. This Personal Data has to be archived at
the site as per applicable regulatory requirements and in line with Sponsor’s agreement.

INSTITUTION and INVESTIGATOR shall only transfer the Personal Data from any jurisdiction to
any other jurisdiction (the European Economic Area (“EEA™) constituting a single jurisdiction for
this purpose) as nccessary to provide the Services under this Agreement or where otherwise
instructed by ERGOMED, unless required to do so by law to which INSTITUTION and
INVESTIGATOR are subject; in such a case INSTITUTION and/or INVESTIGATOR shall
informERGOMED of that legal requirement before Processing, unless that law prohibits such
information on important grounds of public interest.

INSTITUTION and INVESTIGATOR shall indemnify ERGOMED for any damage suffered by
ERGOMED and/or any affiliate of ERGOMED as a consequence of or ensuing from breach by the
INSTITUTION and INVESTIGATOR and/or their Sub-processors to perform the obligations under
this Agreement rclating to data protection. For the purposes of this Article, damage shall mean: (i)
fines and other penalties imposed by a supervisory authority or other government agency; (ii)
compensation claimed by third parties and; (iii) reasonable costs connected with the execution of this
Article.

Country specific INDIA, cllective 23May2024
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SCHEDULE IV
TECHNICAL AND ORGANIZATIONAL SECURITY MEASURES

Certification- Oblain and implement the IS/ISO/IEC 27001 standard. If the INSTITUTION does not
have an IS/ISO//IEC 27001 certification, a comprehensive information security policy may be
adopted by the INSTITUTION and subsequently approved by ERGOMED or the Sponsor.

Physical securily and access control - Rights to access and operate the automatic data processing
system shall be available only to INSTITUTION's employees, INVESTIGATOR and members of
INVESTIGATOR’s team who shall be trained in handling of the Personal Data and who shall directly
handle such Personal Data. Such persons shall only have access to the Personal Data corresponding
to their respective authorisations, which shall be granted solely to such persons. INSTITUTION and
INVESTIGATOR shall ensure that the IT systems utilized for the Processing of the Personal Data
only allow authorised users access to the data limited to their individual authorisation rights.

Confidentiality - INSTITUTION and INVESTIGATOR shall at all times keep confidential all
Personal Data it Processes pursuant to this Agreement. INSTITUTION and INVESTIGATOR may
disclose the Personal Data (o its employees, members of INVESTIGATOR’s team, officers,
representatives or advisers who need to know such information for the purposes of carrying out its
obligations under this Agreement provided that such employees, officers, representatives or advisers
are required to maintain the confidentiality of the Personal Data in accordance with the terms of this
Agreement.

Availability control - INSTITUTION and INVESTIGATOR shall ensure that the Personal Data
cannot be unintentionally lost or destroyed. Without limitation to the foregoing, INSTITUTION and
INVESTIGATOR shall implement an antivirus protection system for all equipment used in the
Processing of the IPersonal Data and a data security backup system.,

Transfer control — INSTITUTION and INVESTIGATOR shall ensure that during any transfer of the
Personal Data it cannol be read, copied, modified or deleted without authorisation.

Input control — INSTITUTION and INVESTIGATOR shall implement a system to log who enters
the Personal Data into (he system used in the Processing of the Personal Data and by whom the
Personal Data is removed [rom such systems.

Separation of data processing for different purposes - INSTITUTION and INVESTIGATOR shall
ensure that any Personal Data collected for different purposes is processed separately.

Country specific_INDIA, cffective_23May2024
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Clinical Trial Agreement

CLINICAL TRIAL AGREEMENT

This Clinical Trial Agreement (“Agreement”), made and effective as of the dated signature at the end of this

Agreement ("Effective Date"), is by and among;

CBCC Global Research (“CBCC™), an Indian Company having its principal place of business at TURQUOISE-
IV, 6th Floor, Sardar Patel Ring Rd, opp. Apple Woods, Near Shantipura circle, Ahmedabad, Gujarat 382210,
India represented by Dr. Sandeep Singh.

And

Dr. Lokanatha D (“Principal Investigator™), having his principal business address at R L Jalappa Hospital And
Research Centre, Sri Devaraj Urs Medical College, Tamaka, Kolar, Karnataka 563103 India

And

R L Jalappa Hospital and Research Centre, Sri Devaraj Urs Medical College (“Institution”) having its principal
business address at R L Jalappa Hospital And Research Centre, Sri Devaraj Urs Medical College, Tamaka,
Kolar, Karnataka 563103 India represented by Dr Kalyani, Director, Research and Development Cell, Sri
Devaraj Urs Academy of Higher Education and Research and Dr Rajesh Venkataraman, Consultant Clinical
Trials, Sri Devaraj Urs Academy of Higher Education And Research, Tamaka, Kolar, Karnataka, India -

563103

Hereinafter, the Institution, the Principal Investigator and CBCC are individually referred to as the “Party” or

collectively referred to as the “Parties”.

PREAMBLE

WHEREAS, CBCC has been contracted by Sponsor to perform certain services in connection with the
multicenter clinical trial (the “Clinical Trial” or “Study™) described in the protocol entitled “A randomized,
open label, multi-center, two-treatment, two-period, two-sequence, fully replicate, cross-over, multiple dose,
steady-state, bioequivalence study of Olaparib Tablets 150 mg (2*150 mg tablets) of Alembic Pharmaceuticals
Limited, India with Lynparza® 150mg Filmtabletten Olaparib (2*150 mg tablets) of AstraZeneca AB, SE-151

85 Sddertilje, Schweden, in adult patients with carcinoma of the ovary, breast, prostate or adenocarcinoma of
_Protocol No.: CO240007 - . .
CBCC Confidential Doc.No. T:.CO/16.8 Page 1 of 31
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the pancreas under fasting condition.” attached hereto and incorporated herein as Schedule I (the “Protocol™) to

evaluate the safety and efficacy of Sponsor’s drug named in the Protocol (the “Investigational Product™),

WHEREAS, Principal Investigator is appropriately qualified and experienced and working at the Institution

and the Principal Investigator has the authority and desire to conduct the Study at the Institution, and

Whercas the Institution has adcquate infrastructure to conduct the Study and allows the Principal Investigator

and CBCC to conduct the Study.

NOW THEREFORE, the undersigned Parties have agreed upon the rights and obligations set forth below,

which shall apply between them in connection with the performance of the Clinical Trial.

1. SCOPE OF WORK

This Agreement allows the Parties to specify distinct Clinical Trial activities to be performed by the

Principal Investigator and Institution for the Study.

1.1. Clinical Trial Conduct

a)

b)

The Principal Investigator shall conduct the Clinical Trial at the Institution according to the
Protocol provided to the Principal Investigator, which may be amended from time to time in
writing by the Sponsor.

In the event of a conflict between the terms of this Agreement and the Protocol, the terms of the
Protocol shall govern for any matter regulated by applicable laws and regulations and, as to all
other matters, this Agreement shall govern.

The Institution will allocate highly qualified and trained personnel, equipment, materials (except
as otherwise may be provided herein) and facilities as are necessary or useful to perform the
Clinical Trial.

In performing the Clinical Trial, each Party shall fully comply with all applicable laws and
regulations, and all terms and conditions of the Protocol and this Agreement.

Principal Investigator and the Institution agree that in performing their obligations under this
Agreement, they shall comply with all the applicable laws, rules, regulations guidelines and

standards, without limitation to the relevant ICH guidelines and standards and all applicable laws

Protocol No.: CO240007 B ) ) Principal Investigator Name: Dr. Lokanatha D

CBCC Confidential Doc.No. T/CO/16.8 Page 2 of 31
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relating to confidentiality and privacy, prescribed under the Directives of the Institutional Ethics

Committee.

f) The Principal Investigator and the Institution will, during the Term, be granted role specific access
to a third-party data management platform (the “Platform™) and shall be responsible for and
required, as part of their services, for inputting all correct and applicable information relating to
the Study into such Platform within the required deadlines and in accordance with any Platform
access or usc requirements as may be specified from time to time by the CBCC and/or the third
party management Platform provider. CBCC will have the delegated responsibility from the
Sponsor for the supervision and monitoring of the Principal Investigator and the Institution and
for ensuring the data integrity of the inputted clinical site data entered into the Platform. [Good
Clinical Practices (GCP), Good Laboratory Practices (“GLP”), the ICH Guidelines and all
applicable local, national and international laws, rules, regulations and guidelines including, but
not limited to, General Data Protection Regulation (“GDPR”) and all regulations made thereunder
or other legislation implementing or amending the same and any other applicable legislation on
the protection of personal data and privacy and with the standard of care customary in the area of
clinical research for the pharmaceutical industry will be followed as per the agreement].

1.2 Principal Investigator

a)  The work to be performed hereunder shall be performed solely by or under the supervision of the
Principal Investigator:

° The Principal Investigator shall take primary responsibility for performing the Clinical Trial
at the Institution according to the Protocol, the Good Clinical Practice Guidelines (“GCP”),
the terms of this Agreement, and the current standard of care of Institution customary in the
area of clinical research for the pharmaceutical industry (“Standard of Care”) along with
all applicable statutory provisions;

° The Principal Investigator shall ensure that the standard operating procedures have been
documented and are in compliance with GCP and applicable regulations.

o The Principal Investigator represents and warrants that he/she is:

(1) Qualified by training and experience to perform the Clinical Trial and has special

expertise in the field of clinical research relating to the Clinical Trial;

Protocol No.: C0240007 o ~ Principal Investigator Name: Dr. Lokanatha D
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(i)  Has provided CBCC with a true and correct copy of Principal Investigator's current

curriculum vitae (CV).

b)  If the Principal Investigator is unable to continue with the Clinical Trial, the Principal Investigator

and the Institution shall promptly notify the CBCC in writing within 15 days and propose a

substitute in place of the Principal Investigator. CBCC, upon consultation with the Sponsor shall

have the right to either approve any such substitute or terminate this Agreement within 30 days

upon receipt of notification from the Principal Investigator if the proposed substitute is not

acceptable to the Sponsor. If accepted by the Sponsor, the substitute Principal Investigator will

sign this Agreement for approval and will become a party to this Agreement.

c) During the performance of the Clinical Trial, the Principal Investigator is responsible for, but not

limited to, the following aspects:

Protocol No.: CO240007

CBCC Contidential

Provision of required study documents (eg. curriculum vitae(s), Investigator Undertaking,
medical registration certificates and / or other relevant documents evidencing qualification
of Investigator (s) and sub-Investigator (s), confirmation of adequate site facilities, etc);
Progress reporting (including recruitment figures) to the Ethics Committee and CBCC on a
regular basis;

Ensuring access by monitors, auditors and regulatory authorities to the Principal
Investigator and other project facilities, original study materials, drug records, subject
records, case records and other records; subject to applicable laws and regulations; and
providing appropriate working conditions for monitors, auditors and regulatory authorities
to perform study — related monitoring, audit and inspections with or without prior
intimation to access and review study documents;

To allow any regulatory audit by DCGI or any applicable regulatory authorities within 25
years of submission of the dossier and ensure compliance of any regulatory deficiency
raised by such authorities in a reasonable period of time. If the Institution or Principal
Investigator is to submit any information to such regulatory authorities’ agencies, such
submission shall not be made without CBCC'’s prior review and written approval, and any
changes (other than entry of required information) also shall be subject to such prior written

approval;

Principal Investigator Name: Dr. Lokanatha D

Doc.No. T'CO/16.8 Page 4 of 31
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Protocol No.: CO240007

Safe handling, storage, transportation and disposal of infectious materials and wastes
involved in the Clinical Trial;

Inform the Ethics Committee of the Study updates and Study closure;

Maintenance of drug accountability records, Study documents including Study drug
acknowledgement receipts, Study supply receipts, payment receipts, EC approvals etc;
Handling and storage of the Investigational Products (as hereinafter defined) according to
the Protocol;

Storage of the Investigator site file containing Essential Documents (As per ICH - GCP)
and all the Clinical Trial related data for a period as per the scope after completion of the
Study. Charges for archival shall be borne as mentioned under Schedule-II. The Principal
Investigator and/or the Institution shall inform CBCC/Sponsor in writing in the event of
relocation or transfer of archiving responsibilities. On completion of the archival period, the
Principal Investigator/Institution must notify, in writing, the CBCC for the further
management of Study documents and follow CBCC's instructions. CBCC, in turn, will
obtain confirmation from Sponsor on further management of Clinical Trial documents. The
CBCC, on behalf of Sponsor may direct the Principal Investigator/Institution either to
forward the documents to a third-party location identified by the CBCC at CBCC or
Sponsor’s cost or to destroy the documents at the site, subject to any retention obligations
imposed by applicable law on the Principal Investigator/Institution. The record of either the
third party archival or destruction must be maintained at the Institution and a copy
forwarded to CBCC.

The Principal Investigator is responsible for training and supervision of sub-Investigators
and other site Study team member on the procedures specified in the Protocol to ensure
scientific, technical and ethical conduct of the Clinical Trial. In case of any personnel
changes, the Principal Investigator is responsible for notifying CBCC of such change in a
timely manner.

The Principal Investigator shall participate in teleconferences required by CBCC/the
Sponsor to update the Investigational Product information and resolve issues, if any.
Principal Investigator/Institute will intimate to CBCC about any inspection(s) from any
regulatory authorities for the Study, within 24 business hours of their notification. The

Principal Investigator Name: Dr. Lokanatha D

CBCC Confidential

Doc.No. T'.CO'16.8 Page 5 of 31
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Principal Investigator shall provide adequate medical care to the Study Subject(s) (as
defined in Clause 1.7) in case of any adverse events during the Subject’s participation in the
Clinical Trial. CBCC in turn will notify Sponsor of inspection by regulatory authorities.
° It shall be the duty of the Principal Investigator to report all serious adverse events as per
the current regulatory requirement and any applicable laws.
1.3. Ethics Committee Approval
The Principal Investigator shall ensure that the Ethics Committee is registered under CDSCO as per
current regulatory requirements and any applicable laws. The Principal Investigator shall also ensure that
prior to enrolling any Subjects in the Clinical Trial, the Ethics Committee has approved in writing the
conduct of the Clinical Trial at the Institution under the supervision of the Principal Investigator. If the
Ethics Committee alters or withdraws its approval of the Clinical Trial in any manner, or of the
participation of the Principal Investigator or any Co-Investigators in the Clinical Trial, the Principal
Investigator shall promptly notify CBCC/Sponsor in writing. The Principal Investigator shall comply

with the terms and conditions laid down in the Ethics Committee approval.

1.4. Communication and Reporting to Competent Authorities
CBCC shall assume responsibility for interaction with and reporting to applicable country regulatory
authority and the Ethics Committee as required and/or permitted by applicable laws and guidelines. The
Principal Investigator retains responsibility for standard Clinical Trial-related communication and
reporting to the Ethics Committee in accordance with standard procedure of the Ethics Committee, Good

Clinical Practice guidelines and all other applicable regulatory requirements.

1.5. Informed Consent

a)  The Principal Investigator shall ensure that adequate information is given to the Study Subject (or
guardian or legal representatives, if applicable) both in oral and written form in a language that the
Study Subject fully comprehends and in a manner that is non-technical.

b)  The Principal Investigator shall ensure that the Study Subject’s Informed Consent is signed, dated
and obtained from each Subject participating in this Clinical Trial. The signed and dated consent
must be obtained prior to the first procedure set forth in the Protocol and Study Subjects will be
allowed sufficient time to decide whether or not they wish to participate in the Clinical Trial.

_Protocol No.: CO240007 —

s S : - S Principal Investigator Name: Dr. Lokanatha D
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¢)  The Principal Investigator shall keep the original Informed Consent Form in the Study Subject’s
permanent records held by the Institution and hand over a copy to the Study Subject.

d)  The Principal Investigator shall ensure that the Study Subject’s information sheet and the
Informed Consent Form has been approved by the Ethics Committee and they shall be furnished
to the Licensing Authority appointed by the Central Government to perform the duties of the
licensing authority.

€)  The Principal Investigator shall be responsible for responding to all Study Subjects’ (as defined

below) questions relating to the Study.

1.6. Study Team
The Principal Investigator may appoint other individuals as Co-investigators who are appropriate to
assist in the conduct of the Clinical Trial in accordance with the Protocol, provided that (i) the Principal
Investigator shall be required to act in accordance with proper professional judgment in making all such
appointments; and (ii) the Principal Investigator shall be responsible for all acts, omissions or breaches
of this Agreement by such Co-investigators. The Principal Investigator shall be responsible for leading
the team of Co-investigators, who in all respects shall be bound by the same obligations as the Principal
Investigator, and the Principal Investigator shall keep informed in detail all Co-investigators about all
such obligations as they may exist from time to time. The Principal Investigator may also appoint other
staff such as site coordinator, phlebotomist etc. for Study related activities. Further, the Principal
Investigator shall be responsible for ensuring that the Co-investigator and all staff and personnel within
the Institution who participate in the Clinical Trial, have read and understood the Protocol and they are

qualified, experienced and trained for conducting the Clinical Trial.

1.7. Study Subject Enrollment
a) The Principal Investigator shall not start enrolling Study Subjects prior to receiving written
approval from the Ethics Committee (or equivalent) as well as written authorization from CBCC
to do so. The Principal Investigator shall use his best efforts to promptly enroll Study Subjects in
the Clinical Trial who meet the eligibility criteria set forth in the Protocol (“Study Subjects™),

consistent with Standard of Care.

Protocol No.: C0240007

Principal Investigator Name: Dr. Lokanatha D
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b) CBCC reserves the right to limit the recruitment of further Study Subjects or to cease the
recruitment at the site, for reasons relating to the appropriate management of the Clinical Trial,
including, without limitation, where the worldwide or applicable national recruitment targets for
the Clinical Trial have been reached. Upon receipt of written notice from the CBCC to cease
recruitment, the Principal Investigator shall immediately cease further recruitment of Study

Subjects.

1.8. Investigational Product

a)  The Sponsor/CBCC or designee shall be responsible for providing the Principal Investigator the
Investigational Products (Study Drugs) free of charge to conduct the Clinical Trial at the
Institution. The Investigational Products provided hereunder are investigational in nature and are
not covered by any valid market authorization. The Sponsor/CBCC or designee shall be
responsible for providing the supportive Clinical Trial supplies required for the Clinical Trial to
be conducted at the site.

b)  The Principal Investigator shall:

e not distribute the Investigational Products to any other person or entity,

¢ allow access of the Investigational Products to persons within its organization having a “need
to know”,

e use the Investigational Products only on Study Subjects under the Principal Investigator's
supervision,

¢ not analyze, decompose, amend or modify the properties of the Investigational Products, and

e Principal Investigator and Institution shall not use the Investigational Product past the labeled
expiration date.

e Shall retain the Investigational products as per the regulatory requirement in consultation with
CBCC/Sponsor.

c) The Institution and/or the Principal Investigator shall promptly provide to CBCC all required
documentation with respect to the usage and the return of the Investigational Product. After
completion or premature termination of the Clinical Trial, the Institution and/or the Principal
Investigator shall return unused Investigational Product pursuant to the procedures provided by
CBCC and/or Sponsor to the CBCC and/or Sponsor.

Protocol No.: CO240007 - Principal Investigator Name: Dr. Lokanatha D
CBCC Confidential Doc.No. T'CO'16.8 Page 8 of 31
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1.9. Monitoring of Study
The Principal Investigator and the Institution shall permit CBCC and/or CBCC
designee(s)/representative access to the Institution, during regular business hours with reasonable prior
notice, to monitor the conduct of the Study as well as to audit records, case report forms (“CRF”), Data
and other information and documents relating to the Study, in order to verify Principal Investigator’s
compliance with his obligations. If any governmental entity should audit or inspect the Institution with
respect to the Study, the Principal Investigator and/or the Institution shall provide CBCC and the
Sponsor with immediate notice and shall provide an opportunity for the Sponsor and CBCC or their

designee to be present during such governmental audit.

1.10. Adverse Events & Compensation

a)  The Principal Investigator shall ensure that Adverse Events and, Serious Adverse Events (“AE/
SAE”) whether expected or unexpected are reported in writing to CBCC, the Institution, the
Sponsor, regulatory and the Ethics Committee in a timely manner and as defined in the Protocol
or equivalent. The Principal Investigator shall strictly adhere to the applicable regulatory laws for
conducting Clinical Trial the current regulations of the licensing authority, New Drugs and
Clinical Trials Rules, 2019/Medical Device Rules 2017 (of the applicable guidelines and law in
India) and provisions of ICH- GCP. The review of serious adverse events shall be undertaken by
CBCC in close coordination with the Principal Investigator.

b)  The Sponsor agrees that only the Sponsor/CBCC and neither, the Principal Investigator nor the
Institution, is responsible for the costs of diagnosis, care and treatment of any undesirable side
effects, adverse reactions, illness or injury to Study Subjects in the Clinical Trial which in the
reasonable judgment of the Principal Investigator are determined to result from participation in the

Clinical Trial, except for such costs that arise directly from:

e the negligent activities, reckless misconduct or intentional misconduct of the Principal

Investigator or his staff, CBCC or its staff or the Institution or its staff; or

Protocol No.: CO240007 _ Principal Investigator Name: Dr. Lokanatha D

CBCC Confidential Doc.No. T'CO/16.8 Page 9 of' 31
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1.11.

1.12,

2.1.

e their failure to adhere to the terms of the Protocol.

This clause is not intended to create any third-party contractual benefit for any participants in

the Clinical Trial.

No Reimbursement for Sponsor Paid Drug or Services

The Principal Investigator and the Institution agree that, if the Investigational Product and/or other
services are paid for or provided without charge by the Sponsor or CBCC, the Principal Investigator, the
Institution and/or any other vendor subcontracted or engaged by the Principal Investigator/Institution
shall not separately bill or seek reimbursement for such Investigational Product and/or services from
any third party including, without limitation, the Study Subject, any private provider of Insurance or

state program.

Deviation to Protocol
The Principal Investigator shall not deviate from the approved Protocol unless the Study Subject’s status
deems this essential. Any deviation and the reason(s) for such deviation to the Protocol shall be recorded

and reported by the Principal Investigator to CBCC and to the Ethics Committee, as applicable.

COST AND PAYMENT

Consideration

a) In consideration of the services provided under this Agreement, CBCC will be responsible for all
fees payable to the Institution and/or the Principal Investigator on a per subject basis as set forth in
the Payment Schedule II of this Agreement. The per subject fee structure detailed in Schedule 11
of this Agreement shall remain unchanged for the duration of the Study, unless otherwise agreed
in writing by all Parties. All payments towards the Principal Investigator and the Institution
services shall be payable in Indian Rupees and will be paid within forty-five (45) days of receipt
and approval of an invoice by CBCC. CBCC or the Sponsor shall not be obligated to any person
or entity to pay any amounts not explicitly set forth in Schedule II of this Agreement. The
Principal Investigator and the Institution shall be jointly and severally responsible for the payment

of any or all taxes that may apply to any payment it receives, including without limitation, for

_ Protocol No.: C0O240007 ) i ) Principal Investigator Name: Dr. Lokanatha D
CBCC Confidential Doc.No. T'CO/16.8 Page 10 of 31
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b)

c)

d)

g)

h)

Protocol No.: CO240007 Principal Investigator Name: Dr. Lokanatha D

paying any value-added tax, sales tax, or similar tax imposed by the taxation authorities in any
jurisdiction.

Cost per Subject: Payments will be made on invoices received in INR and will be released based
on data entered in subject electronic case report forms (eCRF’s). All payments will be on a pro
rata basis. For Study Subjects who do not complete the Clinical Trial (Screen failure, early
termination, drop — out, etc.), the payment schedule will be evaluated according to the number of
days/visits completed by such Study Subject.

The Institution shall generate invoice/request for payment on a monthly basis according to the
actual work performed (after source data verification and CRFs retrieval for completed visits).
The final payment and Archival Fees will be made by CBCC at the time of site close out visit or
immediately after site close out visit or as agreed.

Other Parties appointed by the Principal Investigator (such as, Radiology, Local Laboratory,
ECHO, ECG, etc.) will be managed and paid by the Principal Investigator.

The Ethics Committee fee will be paid by CBCC and is separate from the Per-Subject fee.

Screen Failures: The Institution/Investigator will be paid for (1) Screen Failure (as defined
below) for every (2) subject(s) who are randomized. Institution will be reimbursed as per
procedure basis in accordance with the rates set forth in the Budget for a maximum of (04) screen
failures. For purposes of this Agreement, a Screen Failure shall mean any subject, who initially
appears to meet the criteria for pre-screening, signs the informed consent form, completes the pre-
screening and/or screening visit but does not randomize into the Study. Payment for Screen
Failures will be payable to Institution based upon the receipt of correct and itemized invoices or
on a quarterly basis in conjunction with the Institution’s other payment invoices.

If a Study Subject was randomized in the Study deviating from the Protocol inclusion and
exclusion criteria (without waiver, if applicable) then payment will not be made for such wrong
randomization and subsequent visits, however, screening visit can be paid in such an event and
only if performed according to the Protocol.

Unscheduled Visits: An Unscheduled Visit means a subject visit which is not expressly set forth
in the Protocol, but is otherwise required for the Study. Unscheduled Visits will be reimbursed on
a per procedure basis in accordance with the rates set forth in Budget. In the event a medically

necessary procedure is not included in the Budget, Institution must receive prior written approval

CBCC Confidential Doc.No. T.CO/16.8 Page 11 of 31

99



CB( :( :GLOBAL
RESEARCH

Clinical Trial Agreement

2.2.

2.3.

2.4.

2.5.

2.6.

before procedure is performed. Amount of compensation for a procedure not included in Budget

will be approved at the time written approval is provided.

The Institution and the Principal Investigator shall review the payment details generated by CBCC that
shall accompany each payment and shall inform CBCC in writing in accordance with the instructions
provided in the payment details of any discrepancies that may exist in the payment(s) received and the
payment(s) expected. At the completion of the Study, the Institution and the Principal Investigator shall
ensure that any such discrepancies that may exist are brought to the attention of the CBCC no later than
one month after the Study database is locked. The Parties shall work diligently and in good faith to

resolve any such discrepancies.

Overpayment/ Underpayment

If, at the date of Study termination, the total amount paid to the Principal Investigator/Institution exceeds
the amount to which the Principal Investigator/Institution is entitled, the Principal
Investigator/Institution shall return the overpayment to CBCC within forty-five (45) days following
termination of the Study, delivery to CBCC of the remaining CRFs, final reconciliation of any remaining

amounts due, and the return to CBCC of all items provided which will be listed separately.

Reasonable Efforts
The Principal Investigator and/or the Institution shall use all reasonable endeavors to enroll maximum

eligible Subjects in the study. The recruitment will be competitive among participating sites.

Relationship of Parties

Sponsor shall be responsible for all payments to the Principal Investigator / Institution pursuant to this
Agreement. As it relates to the payment of fees hereunder, CBCC is only responsible for (a) receiving,
reviewing and approving the invoices received from Principal Investigator/ Institution, and (ii) the

transfer of funds to the Principal Investigator/ Institution upon receipt of the funds from Sponsor.

Institution Payment for Investigational Products and Other Expenses.

Protocol No.: C0240007 Principal Investigator Name: Dr. Lokanatha D
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The Institution acknowledges that the Product being investigated in the Clinical Trial is being provided

by the Sponsor free of charge, for exclusive use on Study Subjects.

3.  REPORTS, ACCESS

3.1. Access to the Principal Investigator
The Sponsor and CBCC shall have reasonable access (at mutually agreeable times and locations) to the
Principal Investigator for the purpose of discussing progress reviews, internal reporting and other
matters related to the Clinical Trial, including on site monitoring at intervals specified in the monitoring

plan agreed by CBCC and the Sponsor.

3.2. Records and Reports

a) The Institution and/or the Principal Investigator shall prepare and maintain complete, accurately
written records, accounts, medical notes, reports, and data including all supporting documentation
for each Study Subject (“Source Documents™) in accordance with all applicable laws. The
Principal Investigator shall prepare and submit to the CBCC all CRF’s and all additional
documentation for each Study Subject as required by the Protocol and shall promptly resolve all
data queries from the Sponsor and CBCC. The Principal Investigator shall ensure that any data or
supportive documentation provided to the Sponsor and CBCC does not include any information
that would personally identify a Study Subject.

b) Study Subjects CRFs and all other records and reports relating to the Clinical Trial shall be
available for inspection or copying by the Sponsor and CBCC, as soon as reasonably possible.
The Institution shall allow access of original Study Subject medical records, and any
documentation related to the Clinical Trial, for monitoring by the Sponsor and CBCC or their
representative, possible audit or inspection by the Sponsor, CBCC, relevant competent authorities
and other regulatory agencies.

¢) All records and reports required by this Agreement, or prepared in connection herewith such as
the Investigator Site File containing essential documents and source data must be maintained by
the Institution and the Principal Investigator in a secure place at the Institution/Principal
Investigator’s cost for a period of at least Twenty five (25) years after the later of:
e the termination or expiration of this Agreement;

_Protocol No.: CO240007 S -
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e the completion of the Clinical Trial; or
e Asrequired by the applicable laws.

d) In the event that the Principal Investigator is to destroy the Investigator Site File or source data,
the Principal Investigator shall inform CBCC and the Sponsor in writing prior to destruction to

confirm it is acceptable for them to be destroyed.
4. CONFIDENTIAL INFORMATION

4.1. Definition of Confidential Information.

a) The term “Confidential Information™ shall include, but is not limited to reports, notes, analyses,
memoranda, models, prototypes, drawings, plans, diagrams, photographs, test results, formulae,
algorithms, research records, laboratory results, clinical results, laboratory methods and
procedures, clinical methods or procedures, whether such information is communicated to
recipient orally, in writing or any other hard copy such as computer discs or is learned by recipient
or prepared by recipient in the course of or after the end of its relationship with the provider.

b) Confidential Information does not include information which:

o prior to or subsequent to the time of disclosure, Confidential Information is independently
known to the recipient, as evidenced by written documentation;

. prior to or subsequent to the time of disclosure, Confidential Information has legitimately
entered the public domain, as evidenced by written documentation;

e  subsequent to the time of disclosure, Confidential Information becomes or is made
available to the recipient by a third party having the lawful right to do so, as evidences by
written documentation;

o is independently developed by the recipient or its agents or employees by persons who did
not receive the Information, as evidenced by written documentation; and

o is disclosed to others by the Provider without restrictions concerning disclosure and/or

commercial use.
4.2. Term of Confidentiality

Protocol No.: CO240007 - i —— i ] _ Principal Investigator Name: Dr. Lokanatha D
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102



‘ :B‘ :( :BLOBAL
RESEARCH

Clinical Trial Agreement

4.3.

6.

Protocol No.: CO240007

Each Party agrees that during the Term of the Agreement, and for a period of ten years thereafter, (i) it
will not use Confidential Information owned by any of the other Parties except for the purpose of
carrying out this Agreement; (ii) it will maintain the Confidential Information in confidence and not
disclose the same to anyone other than to their respective employees and agents who have a need to
know the Confidential Information for the purpose of completing the Clinical Trial and provided the
disclosing party advises all employees and agents having access to any Confidential Information of its
confidential nature and the recipicnt’s obligations under this Agreement; (iii) it will safeguard all
Confidential Information by using a reasonable degree of care that is not less than the degree of care

used by the recipient in safeguarding its own Confidential Information.

Use of Confidential Information

a)  Each Party agrees to keep the disclosed Confidential Information in strict confidence and not to
disclose or otherwise use the Confidential Information for any other purpose. Accordingly, the
recipient agrees to treat the Confidential Information, which it receives as it would its proprietary
information and to take all reasonable precautions to prevent the unauthorized disclosure to any
third party of the Confidential Information, which it received hereunder.

b)  All tangible or hard copies containing the Confidential Information, which is or will be in the
possession of any recipient hereunder, shall be returned to the disclosing Party at the first request.

¢)  The Confidential Information shared with any recipient hereunder will not be disclosed to any
other Parties without prior written permission of the disclosing Party.

d)  The recipient will not develop any modification, improvement, alteration, technology, idea,
concept or design based on the information disclosed without the prior written consent of the

disclosing Party;

DATA PROTECTION
Each of the parties agrees and ensure that required and appropriate measures shall be taken for

protection of personal data and privacy.

INVENTIONS AND PATENT RIGHTS

CBCC Contidential Doc.No. TICO’16.8 Page 15 of 31
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6.1.

6.2.

Protocol No.: C0O240007

Disclosure of Inventions, Reports and Results

The Institution and the Principal Investigator shall promptly and fully:

a)  disclose to the Sponsor/CBCC in writing all improvements, developments, discoveries and
inventions, whether or not patentable, conceived or first reduced to practice, either alone or with
others, in connection with the performance of the Clinical Trial or relating to the Investigational
Product and/or Confidential Information ("Inventions"); and

b) Disclose and deliver (o (he Sponsor/CBCC all results of the Clinical Trial ("Results") and all
reports, records and other materials prepared by the Institution or the Principal Investigator, either
alone or with others, in connection therewith or relating to the Investigational Product or

Confidential Information ("Reports").

Ownership of Inventions, Reports and Results

All Inventions, Reports and Results are, and shall always be, the exclusive property of the Sponsor. All
rights, title and interest of the Institution and the Principal Investigator in and to such Inventions,
Reports and Results shall be automatically assigned to and shall belong exclusively to the Sponsor
without any additional compensation than the ones listed in Schedule II of this Agreement. The
Institution and the Principal Investigator, to the extent necessary (and at Sponsor’s expense) will execute
such documents as are reasonable and customary to perfect in and transfer to the Sponsor the ownership
rights of the Institution and the Principal Investigator. Notwithstanding the foregoing, the Institution and
the Principal Investigator shall have the right to publish the Results in accordance with clause 7 of this

Agreement.

PUBLICATIONS

The data and Results from this Clinical Trial are the property of the Sponsor. As the Clinical Trial is a
multi-Centre study, the Parties agree that, consistent with international standards for scientific and
medical publications, the data from all centers will be analyzed collectively and reported as such (which
including the Results and Reports shall be hereinafter the “Study Outcome’). CBCC, the Institution and
the Principal Investigator (including its affiliates, employees, agents, authorized sub-contractors and
consultants as applicable) shall not make any publications of the Study Outcome or refer to in whole or

in part of the Study Outcome without first obtaining the prior written consent of the Sponsor and shall

CBCC Confidential Doc.No. T/CO/16.8 Page 16 0t 31
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not use the Sponsor’s name in connection with any publication without the Sponsor’s prior written

consent.

7.2.  Sponsor shall have the right to access and use all data, results and the Study Outcome generated during
the Clinical Trial. The Clinical Trial site will not use the clinical related data without the written consent
of Sponsor for any other purpose than for Clinical Trial completion. The Principal Investigator, CBCC,
the Institution shall properly refer to the Sponsor in all publications or presentations resulting from the
performance of the Clinical Trial and provided the provisions of Clause 7.1 have been adhered to. No
Party may use the name of any other Party in any advertising or other form of publicity without the

written permission of the Party whose name is to be used.
8. INDEMNITY AND INSURANCE

8.1. Sponsor Indemnification

CBCC on behalf of Sponsor shall indemnify the Principal Investigator and the Institution, (including the
Principal Investigator’s and the Institution’s affiliates, contractors, agents, fellows, employees and
servants) (collectively “Investigator Indemnitees™) for any damages and liabilities, incurred by the
Investigator Indemnitees as a result of any claim(s), lawsuit(s), loss(es) action(s), demand(s) or
judgment(s) against them arising out of the conduct of the Clinical Trial pursuant to the Protocol
(“Claims™); provided however the CBCC/Sponsor will not be responsible for and assumes no liability
for any loss, claims, or demands to the extent arising from any of the following:
a) the negligence or willful misconduct of an Investigator Indemnitees or any Investigator
Indemnitees failure to adhere to:
e the terms of the Protocol and /or this Agreement including any amendments thereto; or
« applicable international, provincial, or local laws; or
e the written instructions relative to the use of the Investigational Product
b) in no event shall the collective, aggregate liability (including without limitation, contract, tort or
breach of statutory duty) of the Sponsor under this Agreement exceed the amount of fees paid to

the Investigator Indemnitees under this Agreement.

__Protocol No.: CO240007 B - o o
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8.2.

8.3.

Institution Indemnification

The Institution shall indemnify, defend and hold harmless the Sponsor and CBCC (including the
Sponsor’s and CBCC'’s affiliates, contractors, agents, fellows, employees and servants) (collectively
“Sponsor Indemnitees™) from any and all losses, injuries, harm, costs or expenses, including without
limitation, reasonable attorney’s fees, incurred by the Sponsor Indemnitees that arise from the
negligence or willful misconduct by Investigator Indemnitees and/or any Investigator Indemnitees
failure to adhere to the terms of the Protocol and/or this Agreement, or applicable international,
provincial or local laws or the written instructions relative to the use of the Investigational Product. The
Principal Investigator and the Institution shall carry professional Indemnity Insurance and such other
insurance required to indemnity under this clause, for the Term of this Agreement and for a reasonable
period (which is not less than 1 year) after termination or expiration thereof. The Principal Investigator

and the Institution shall provide the copy of insurance as and when required by CBCC and the Sponsor.

Serious Adverse Event Reimbursement
Notwithstanding any other terms contained in this Agreement, the Sponsor/CBCC will reimburse the
Institution for any reasonable, necessary and properly documented medical expenses directly related to a

Study Subject’s SAE in accordance with the provisions of Clause 1.10.

DEBARMENT

Debarment and Exclusion: The Institution and the Principal Investigator certify that they are not
debarred or restricted from conducting clinical research and will not use in any capacity the services of
any person debarred or restricted from conducting clinical research under applicable law with respect to
services to be performed under this Agreement. The Institution and the Principal Investigator further
certify that they are not subject to a government mandated corporate integrity agreement and have not
violated any applicable anti-kickback or false claims laws or regulations. During the Term of this
Agreement and for three (3) years after its termination, the Principal Investigator and the Institution will
notify CBCC and the Sponsor promptly in writing to the extent possible within two (2) business days if
either of this certification needs to be amended in material issues related to the medical licensure of any
associated researchers. The Institution and the Principal Investigator will cooperate with CBCC and /or

Sponsor regarding any responsive action necessary.

Protocol No.: C0O240007 Principal Investigator Name: Dr. Lokanatha D
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10. TERM AND TERMINATION

10.1. Term
This Agreement shall, subject to the early termination provisions as specified hereunder, have a term of
three years from the Effective Date unless extended or terminated earlier by mutual written agreement of
the Parties (the “Term”) Notwithstanding the foregoing, all obligations which are by (heir nature
continuing, including, without limitation, such obligations contained in Clauses 4 through 8, the effect of
termination provisions of this Clause 10 and Clauses 12 and 14 shall survive the expiration or

termination of this Agreement.

10.2. Early Termination

a) The CBCC may terminate this Agreement during the Term with or without cause upon providing
written notice to the other Parties.

b) The CBCC may terminate this Agreement for a breach of this Agreement upon thirty (30) days’
written notice specifying the nature of the breach. “Breach™ shall be defined as failure to comply
with any material provision of this Agreement. If such breach has not been substantially cured
within the thirty (30) day period, the CBCC may terminate this Agreement. In the event of
termination, the Parties shall promptly meet to prepare a close-out schedule, and the Principal
Investigator/Institution shall cease performing all work not necessary for the orderly close-out of
the Clinical Trial or required by applicable laws or regulations. The CBCC may terminate this
Agreement immediately upon provision of written notice if any of the Parties becomes insolvent
or files for bankruptcy.

¢)  The Institution or the Investigator may also terminate this Agreement [Immediately, if in its
reasonable judgment such termination is necessary to protect the health, safety and welfare of any
Study Subject, by giving 24 hours written notice of termination to the other Parties.]

d) In addition to the early termination rights as set out above, if applicable, CBCC or the Sponsor
reserves the right to terminate the Clinical Trial by the provision of immediate notice in the case
of (i) below and by thirty (30) days’ notice in the case of (ii) and (iii) below to the other Parties
where such termination is necessary if:

_ Protocol No.: CO240007 i Principal Investigator Name: Dr. Lokanatha D
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(1) In the interest of subject/patient safety;
(i1) In order to comply with the requirements of any government agency, board, or department;
and

(ii1) In order to comply with the decision of the IEC/ IRB.

In the event of any early termination, and except in the event of early termination pursuant to
Clause 10.2(c), CBCC shall reimburse the payee designated in Schedule III of this Agreement for
all contractual commitments and financial obligations reasonably and necessarily incurred by the
Institution in performing this Agreement prior to such termination and to the extent such financial
obligations or contractual commitments cannot be cancelled by the Principal
Investigator/Institution and the Principal Investigator and Institution shall cease incurring any

further costs.

Upon receipt of a notice of termination, the Principal Investigator and the Institution shall
immediately cease:
° enrolling Study Subjects in the Clinical Trial; and
° Conducting procedures in connection with the Clinical Trial, to the extent medically
advisable, on Study Subjects.
Such termination shall not commence until Study Subjects can be transitioned out of the Clinical
Trial without suffering any adverse medical effects. Unless otherwise directed by the
Sponsor/CBCC, the Institution and the Principal Investigator shall immediately return:
° all Results, Reports and Inventions; and
© all unused Investigational Products to the Sponsor/CBCC if the Clinical Trial is terminated,
suspended, discontinued or completed; unless the return of Investigational Product would

jeopardize the rights, safety, or welfare of a Study Subject.

11. COVENANTS AND WARRANTIES

11.1. The Institution and the Principal Investigator represent and warrant that the services covered by this
Agreement are not in violation of any other agreement with other Parties or of any restrictions of any
kind to which either is bound.

11.2. The Institution and the Principal Investigator each represent and warrant that:

Protocol No.: 0240007 S i _ Principal Investigator Name: Dr. Lokanatha D
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a) they have not been found by the US FDA or the relevant international competent authority
officials to have violated any statutes, rules, or regulations concerning the conduct of clinical
investigations;

b)  no form FDA-483 (or equivalent international requirement) has been issued to either Institution or
Principal Investigator with respect to any site at which the Principal Investigator has served as a
clinical investigator; and

c)  they have not been terminated from any investigation or research project for reasons other (han
completion of the research project.

The Institution and the Principal Investigator agree that if any of the events listed in a), b), or c¢) above

should occur, they shall notify the Sponsor/CBCC in writing within three business days of each such

occurrence.

12.  NO WARRANTIES
CBCC, the Principal Investigator and the Institution makes no warranties, express or implied, as to any
matter whatsoever, including, without limitation, the results of the Clinical Trial or any invention,
process or Investigational product, whether tangible or intangible, conceived, discovered, or developed

under this Agreement. The provisions of this clause shall survive termination of this Agreement.

13. FORCE MAJEURE

A Party shall be excused from performing its obligations under this Agreement to the extent its
performance is delayed or prevented by any cause beyond such Party’s reasonable control, including but
not limited to, acts of God, fire, explosion, disease, weather, war, insurrection, civil strike, riots,
terrorism or government action (a “Force Majeure Event”) provided the affected Party gives the other
Party prompt written notice of the occurrence of any Force Majeure Event and the nature and the extent
to which the affected Party will be unable to perform its obligations under this Agreement. The affected
Party agrees to use commercially reasonable efforts to correct the Force Majeure Event as quickly as
possible, to perform its obligations under this Agreement to the extent feasible given the Force Majeure
Event, and to give the other Party prompt written notice when it is again fully able to perform its
obligations. Performance shall be excused only to the extent of and during the reasonable continuance
of such Force Majeure Event, provided that either Party may terminate this Agreement if such Force

Protocol No.: C0O240007 ) g Principal Investigator Name: Dr. Lokanatha D
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Majeure Event continues for a period of forty-five (45) days or more. Any deadline or time for
performance specified in this Agreement or the Protocol which falls due during or subsequent to the
occurrence of a Force Majeure Event shall be automatically extended for a period of time equal to the

period of the Force Majeure Event.

14. MISCELLANEOUS

14.1. Unless otherwise specified, this Agreement, together with the Schedules of this Agreement, embodies
the entire understanding among the Parties with regards to the subject matter hereof, and any prior or
contemporaneous agreements between the Parties relating to the subject matter hereof, either oral or
written, are hereby superseded.

14.2. No amendments or changes to this Agreement, including without limitation, changes to the Protocol or
to the Schedules of this Agreement, shall be effective unless made in writing and signed by the
authorized representatives of the Parties.

14.3. This Agreement shall be governed by the applicable laws of India with jurisdiction and place of delivery
being India.

14.4. If any provision of this Agreement is determined to be unenforceable or prohibited by any applicable
laws, such provision shall be ineffective only to the extent of such unenforceability or prohibition
without invalidating the remainder of such provision or the remaining provisions of this Agreement.
This Agreement shall be binding upon and shall inure to the benefit of the Parties hereto and the
successor to substantially the entire business and assets of the respective Parties hereto.

14.5. Notice

a)  All notices, requests, demands or other communication required or permitted to be given under
this Agreement shall be in writing, in English language (including by facsimile and/or email) and
shall be effective upon delivery to the intended Party (whether by personal delivery or registered
post or courier of international repute or facsimile or email) at the address, and shall be marked to
the attention of the person, indicated hereunder, unless the contrary is proved, be deemed to be
delivered and duly served at the time of delivery, if made or delivered by hand, with
acknowledgement of receipt thereof; on the 5™ (fifth) business day after the date of posting by

Protocol No.: CO240007
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registered post or courier; when confirmation of its transmission has been recorded by the
sender’s facsimile machine, if made or delivered by facsimile; or when dispatched and a receipt of

delivery confirmation is received, if made or delivered by email:
If to CBCC, at:

Address: TURQUOISE-IV, 6th Floor, Sardar Patel Ring Rd, opp. Apple Woods, Near Shantipura
circle, Ahmedabad, Gujarat 382210, India
E-mail Address: Sandeep.singh(@cbcce.global

Kind Attention: Dr. Sandeep Singh
Phone No.: +91 97264 34201/02/03
If to Principal Investigator, at:

Address: R L Jalappa Hospital and Research Centre, Sri Devaraj Urs Medical College, Tamaka,
Kolar- 563103, Karnataka, India

E-mail Address: drlok61(@gmail.com

Kind Attention Dr. Lokanatha D

Phone No.: +91-9845695589

If to Institution, at:

Address: R L Jalappa Hospital and Research Centre, Sri Devaraj Urs Medical College, Tamaka,
Kolar- 563103, Karnataka, India

E-mail Address: dir.research@sduaher.ac.in

Kind Attention: Dr Kalyani R

Phone No.: +91 9448402775

&

Dr Rajesh Venkataraman,

Consultant Clinical Trials,

Sri Devaraj Urs Academy of Higher Education And Research,
Tamaka, Kolar, Karnataka — 563103,

With copy to: drrajesh.ahrc@gmail.com

_Protocol No.: CO240007 Principal Investigator Name: Dr. Lokanatha D
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If any notices, requests, demands or other communication required or permitted to be given under
this Agreement is received by the intended Party (as aforesaid) after the normal business hours or
on a non-business day, then the same shall, unless the contrary is proved, be deemed to be

delivered and duly served on the succeeding business day.

b)  Any change to the particulars of any Party, as set out above (i.e., the address, the e-mail address,
the facsimile number and the phone number), shall also be notified to all the other Parties in the
manner mentioned herein, otherwise, such changes shall not be effective and binding on such

other Parties.

14.6. The headings in this Agreement are intended solely for convenience or reference and shall be given no
effect in the construction or interpretation of this Agreement. This Agreement may be executed and
delivered in one or more counterparts, each of which when executed and delivered shall be deemed to be

an original but all of which when taken together shall constitute one and the same Agreement.

14.7. The Principal Investigator and the Institution may not assign this Agreement to any other Party, nor may
it subcontract any of its services hereunder, without CBCC’s and Sponsor’s prior written consent. Any
attempted assignment without CBCC’s and Sponsor’s prior written consent shall be null and void and
shall, for the avoidance of doubt, constitute a material breach of this Agreement. CBCC may assign this
agreement to sponsor or its designee upon written notice to the institution / Principal Investigator.
Nothing in this section 14.7 shall be constructed to limit CBCC" ability for any claim that arises out of
any action or omission by CBCC that occurred during the period in which CBCC was a party to this

agreement, i.e. before assignment hereof.

14.8. This Agreement may be executed by the Parties and transmitted in a scanned version, with the same
effect as if the Parties had delivered an executed original Agreement. Each of the Parties may request, at
its own election, an original copy of the Agreement. None of the Parties shall be bound to this

Agreement until all of the Parties have executed an original or scanned pdf version counterpart.
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IN WITNESS WHEREOF, the Parties have caused this Agreement to be executed as of the Effective Date.

CBCC- Representative:

NAME: DR. SANDEEP SINGH

Dl —

Principal Investigator:

Signature:

NAME: DR. LOKANATHA D

Signature: @

]

Institution Representative:

Name: DR KALYANI R

Signature: W

/
Title: Director, Research and Development Cell,

Sri Devaraj Urs Academy of Higher Education and Research

Protocol No.: CO240007 T — —
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Schedule I — Protocol

Study Title: A randomized, open label, multi-center, two-treatment, two-period, two-sequence, fully replicate,
cross-over, multiple dose, steady-state, bioequivalence study of Olaparib Tablets 150 mg (2*150 mg tablets) of
Alembic Pharmaceuticals Limited, India with Lynparza® 150mg Filmtabletten Olaparib (2*150 mg tablets) of
AstraZeneca AB, SE-151 85 Sodertélje, Schweden, in adult patients with carcinoma of the ovary, breast,

prostate or adenocarcinoma of the pancreas under fasting condition.

Study Number: CO240007
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Schedule III - Payee Details

Study Title : A randomized, open label, multi-center, two-treatment, two-period, two-sequence,

fully replicate, cross-over, multiple dose, steady-state, bioequivalence study of

Olaparib Tablets 150 mg (2*150 mg tablets) of Alembic Pharmaceuticals Limited,

India with Lynparza® 150mg Filmtabletten Olaparib (2*¥150 mg tablets) of

AstraZeneca AB, SE-151 85 Sodertdlje, Schweden, in adult patients with carcinoma of

the ovary, breast, prostate or adenocarcinoma of the pancreas under fasting condition.

Protocol Number : CO240007

Investigator : Dr. Lokanatha D

Site Address : R.L, Jalappa Hospital and Research Centre, Sri Devaraj Urs Medical College,
Tamaka, Kolar- 563103, Karnataka, India

Payment Details:

Payee Name

Sri Devaraj Urs Academy of Higher Education and Research

Payee Address Tamaka, Kolar, Karnataka, India
Kotak Mahindra Bank
Bank Name and Address Sri Devaraj Urs Academy of Higher Education and Research, Tamaka,

Kolar

Cheque/Draft (in favor of)

Sri Devaraj Urs Academy of Higher Education and Research

Sort Code

Account Number 2849611362

PAN Card Number AAATSS5344P

GST Number 29AAATS5344P1ZT
IFSC Code KKBK0008269

BIC -

IBAN 2

Contact person for payments

Dr. Bhuvana K, Chief Co-ordinating Officer, Clinical Trial Centre,
SDUAHER, Kolar.

Email Address: bhuvanak(@sduaher.ac.in

Contact Number: +91 99003 83738

_Protocol No.: €O240007

Principal Investigator Name: Dr. Lokanatha D _

CBCC Confidential

Doc.No. T/CO/16.8 Page 28 of 31

116



‘ :B( :‘ :GLOBAL
RESEARCH

Clinical Trial Agreement

Terms and Conditions

The total consideration for the Services or Goods provided by the Principal Investigator and
Institution is mutually decided and shall be as laid down in the agreement as applicable.

Point be taken care of while preparing the invoice.

Tax invoice number (it must be generated consecutively, and each tax invoice will have a unique
number for that financial year and the invoice number should not exceed 16 digits including numeric,
alphabetical, and special characters)

The Principal Investigator and Institution should mention the MSME number as applicable on
invoices.

Name of CBCC Global Research LLP contact point on every Invoice.
Company Name and Bill to address — As per GST certificate
Description of the goods/services as per Agreement

Tax identification number (PAN) and GST number of both parties- This should reflect correctly on
every Invoice.

Select the Tax component correctly with a breakup of amounts of Tax if applicable ( e.g.
Bifurcation if tax as per CGST, SGST, IGST as applicable).

The invoice value should match per Agreement value, or payment milestone mentioned in the
Agreement.

Signature of the supplier on Invoices.

Bank details- as per original details shared to CBCC Global Research LLP (Cancelled Cheques) at the
time of signing of Agreements. In case of any changes in Bank details, you are requested to share the
new Bank details along with Cancelled cheques and official requests from the Principal Investigator
and Institution.

CBCC Global Research LLP shall be entitled to deduct from any sums due hereunder any
withholding taxes and other statutory duties which are mandatory to be deducted according to the
applicable laws in force on the date of payment or invoice booking, whichever is earlier.

_Protocol No.: C0240007
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Clinical Trial Agreement

The Principal Investigator and Institution shall issue a valid tax invoice/debit or credit note in the
format prescribed under the relevant Good and Service Tax (GST) Act and rules framed thereunder
(“GST Law”) including (e-invoicing requirement). If the services provided by the Vendor or Service
provided are taxable under GST, the Principal Investigator and Institution shall ensure that the
contents prescribed by the GST Law like GST number along with HSN code for services and QR
code/IRN number (if applicable) are reflected on the face of the invoice. Further, the tax invoice/debit
or credit note shall be uploaded on the GSTN portal within the prescribed timelines. Principal
Investigator and Institution shall incorporate the transaction with CBCC Global Research LLP under
the Agreement in the periodical statutory returns filed by it within the prescribed time as required
under the relevant and applicable GST Law and shall ensure that all taxes due as per the said return
has been duly remitted in the manner prescribed under applicable law. Non—compliant invoices will
be rejected with reasons and the Principal Investigator and Institution shall be required to send the
revised invoice/debit or credit note. This is mandatory to ensure compliance with GST. If GST is
exempted, necessary certificates and declarations are to be provided to CBCC Global Research LLP.

Any mismatches reported by the GSTN portal if due to an error by the Principal Investigator and
Institution shall be reconciled and resolved by the Principal Investigator and Institution within the
prescribed time. In all such cases where CBCC Global Research LLP is not able to avail input tax
credit of GST amount paid or denied to CBCC Global Research LLP on account of mismatches on
GSTN portal, non-payment of GST to government or non-filing of GST returns or non-uploading
of invoice within due timelines or uploading invoice with incorrect GSTIN of CBCC Global
Research LLP or other reasons attributable to any failure on Principal Investigator and Institution
part including (e-invoicing requirement), then the Principal Investigator and Institution agrees that
CBCC Global Research LLP shall have the right to set-off any such amounts (along with interest
and penalty payable to government authorities) from any amounts that is already due or will
become due and payable to the Principal Investigator and Institution under this Agreement or any
other agreement. Further, CBCC Global Research LLP also reserves the right to recover the
amount from the Principal Investigator and Institution for which the input tax credit of GST could
not be availed and any interest and penalty so charged by a government on CBCC Global Research
LLP for such default of the Principal Investigator and Institution by raising a debit note, Principal
Investigator and Institution will be responsible to make payment against such debit note within 7
days from date of issuance of debit note.

The Principal Investigator and Institution agrees that if at any later date, any error is found in the
invoice, the same shall be rectified by the Principal Investigator and Institution by issuing a
debit/credit note as applicable.

The Principal Investigator and Institution shall further indemnify, hold harmless and defend at its
costs, expense CBCC Global Research LLP, its directors, officers and employees, its affiliates in
relation to: (a) any claims from applicable tax authorities including interest/penalty or any amounts
levied upon/paid by CBCC Global Research LLP due to the default, error or non-compliance of the

Protocol No.: C0O240007 M —
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Clinical Trial Agreement

Principal Investigator and Institution; (b) any loss/denial of input tax credit to CBCC Global
Research LLP due to non-compliance of GST regulation by The Principal Investigator and
Institution or due to late submission of invoices by The Principal Investigator and Institution ; (c)
any interest and/or penalty levied/paid by CBCC Global Research LLP to tax authorities in relation
to loss/denial of input tax credit to CBCC Global Research LLP as mentioned in above point;
and/or (d) non-compliance of obligations set out hereinabove in respect to GST Law and under
other applicable laws.

The Principal Investigator and Institution shall provide their correct PAN and a self-declaration that
they are not a specified person, as provided in Sec 206AB or Sec 206CCA of the Income Tax Act
1961, as the case may be, for the purpose of deduction/collection of TDS/TCS at a higher rate.

The payment by the CBCC Global Research LLP is exclusive of all taxes, duties, levies or other
governmental fees for which the Principal Investigator and Institution will be responsible for
accounting to the applicable governmental authorities. All payments made hereunder will be made
in INR or applicable currency as per the signed agreement. Any overpayment by CBCC Global
Research LLP shall be credited or refunded to CBCC Global Research LLP by the Principal
Investigator and Institution within thirty (30) days of reconciliation.

CBCC Global Research LLP may suspend payment of an invoice if it raises a bona fide dispute as
to the accuracy of any invoice submitted by the Principal Investigator and Institution.

The Principal Investigator and Institution shall keep and maintain complete and accurate books and
records in sufficient detail to determine amounts owed to the Principal Investigator and Institution
hereunder and shall be made available for inspection, copying and audit by CBCC Global Research
LLP, upon reasonable notice by CBCC Global Research LLP, for the sole purpose of determining
the accuracy of amounts invoiced.

Documentation Requirements.

# Company/Trust Registration as applicable
# GST Certificate as applicable

# PAN Card copy

# Bank Cancelled Cheque copy.

# MSME certificate as applicable

Protocol No.: CO240007
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SRIDEVARA]J URS ACADEMY OF HlGl:lER EDUCATION & RESEARCH
SRI DEVARAJ URS MEDICAL COLLEGE
- Tamaka, Kolar

Fluorosis Research and Referral Laboratory

A Centre of Excellence Recognized by SDUAHER
No. SDUAHER/KLR/ADMN/330/2020-21 dated 14.10.2020

Department of Biochemistry

No. DMC/KLR/BIO/F RRL/4 8 /2022-23 Date: 28-02-2023
From,

‘Dr. Shashidhar K.N
Professor and Head
Department of Biochemistry
SDUMC
Tamaka, Kolar-563103

To,

The Registrar
SDUAHER
Tamaka, Kolar-563103

.

Respected Sir,

Sub: Sanction of Grant-in-aid scheme of the Department of Health Research for research project by
Dr. Shashidhar KN, Professor and HOD, Department of biochemistry, SDUMC-Reg
Ref. No. F.NOR. 11013/14/2023-GIA/HR dt. 21.02.2023 letter received from ICMR, New Delhi

With respect to the subject and vide reference mentioned, we are happy to inform your good self that Dr.
Shashidhar KN has been sanctioned extramural funding for the research project titled “Identification of Sirtuinl
Gene Polymorphism Associated with Fluorosis and Type 2 Diabetes Mellitus”.

The approved duration of the project is 3 years w.e.f 20.03.2023.The total grant amount is Rs.19,10,000/-
(Nineteen Lakh Ten Thousand Rupees only) of which Rs.4,85,000/- (Four Lakh Eighty Five Thousand Rupees
only) allocation for first year has been credited to our Academy for the F.Y. 2022-23 [UTR RBI0582317063727].

This is for your kind information and perusal.

Enclosure: Copy of the correspondence received from DHR-ICMR is enclosed
6
. e
) ¢ @9;\)‘9\00 -
ProfeBrofessar pnd oD

Department of Biochemistry -

Copy to: SriD . T T T T
evaraj Urs Medical College
e Honble Chancellor, SDUAHER Tamaka, KOLAR-563103

- Hon'ble Vice-Chancellor SDUAHER
Hon'ble Vice- President, SDUAHER
Principal, SDUMC
Director R&I, SDUAHER
Director IQAC, SDUAHER
Office copy

frrlsduaher@gmail.com ® 08152-210604, 210605, extn:110
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1/3573412/2023
¢
F. No. R.11013/14/2023-GiA/HR
Indian Council of Medical Research
V. RamalingaswamiBhawan, P.O. Box No. 4911
Ansari Nagar, New Delhi — 110029.

veok et

Dated: 2.|.02.2023
To,
The Dean,
Sri Devaraj Urs Medical College,
Tamaka, Kolar- 563103.

- Sub: Grant-in-aid Scheme of the Department of Health Research
for ‘Inter- Sectoral Convergence & Coordination for Promotion
and Guidance on Health Research-approval to the research
project entitied “Identification of Sirtuinl Gene Polymorphism
Associated With Fluorosis and Type 2 Diabetes Mellitus” Under
Dr. Shashidhar K.N., Professor Department of Biochemistry, Sri
Devaraj Urs Medical College, Tamaka, Kolar- 563103. '

Dear Sir,

"1 am directed to convey the approval of Competent Authority for
the ¥sanction of Rs. 4,85,000/- (Rupees Four Lakh Eighty Five
Thousand only) as 1st year grant in respect of the above project and
release of an amount of Rs. 4,85,000/- (1st year grants) detailed in
attached statement (Annexure-l).

2. The approval total duration of the research project is 3 years.
(Date of Start : 20.03.2023).

3. The project is covered under the component Environmental Health
“Translational Research Project” of the.aforesaid scheme.

4. The payment of grant-in-aid will be further subject to the Rule 228
to 245 of provisions of GFR-2017/DFPR-1978/Receipt and Payment Rules
1983 (as amended from time to time) and following terms and

conditions:-
(a)  The grants of the project will be released in favour of
‘““SDUAHER.

(b) The funds will be released annually. The first year grant will
be sanctioned along with the approval letter. It would include the
entire grant for purchase of equipment, and recurring grant for one

year.

(c) The Host Institute would be required to submit the periodical/ -
annual progress report, the final completion report and the
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F.NoR.11013/14/2023-GIA/HR

audited Utilization Certificate annually etc. as per the provisions of
the scheme guidelines.

(d) The grant for 2nd year and subsequent year would be
released based on the submission of the Utilization Certificate
(UC), along with the item-wise statément of expenditure, for at
least 70% of the previously released grant, duly certified by the
designated Accounts Officer of the Host Institute and the Principal
Investigator.

(e) Step to procure the approved equipment should be initiated
immediately (to avoid escalation of cost) following the prescribed
norms of the host institution.

(f) The salary of staff appointed on the project should be paid as
indicated in the budget statement attached. An undertaking would
be furnished by the host institution that the staff will be engaged
for the project purely on contractual basis and would have no
claim to a permanent employment with DHR. No alteration in the
staff approved can be made by the institute/research organization
without the permission of DHR.

(g) The Institute shall be dispose of or encumber or utilize the
assets acquired wholly or substantially out of the Government
grant for purpose other than those for which the grant has been
sanctioned without prior sanction of the Government.

(h) The Institute shall maintain a separate account for funds
received and expenditure incurred under the said scheme.

(j) If the grant or may part thereof is not utilized for the purpose
for which it is sanctioned, it shall be refunded to the Government
of DHR immediately. '

(k) The institute should maintain a register in form GFR-22 of the
payment and semi-permanent assets acquired wholly or mainly out
of Government grants and a copy there of furnished to DHR.

() The register of assets maintained by the institute shall be
made available for'scrutiny-by the Audit:—

(m) A utilization certificate in the Performa (GFR 12-A) and the
audited statement of accounts should be furnished to DHR soon
after the accounts of the Institute of the year 2022-23 afe audited
to enable the Government to satisfy themselves that the amount
has been utilized for the purpose for which it was sanctioned.
These documents should be sent to the DHR immediately after the
closure of the current financial year and in any case not later than
the end of third month of the hext financial year.
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(n) The accounts of the grantee institution shall be open to
inspection by the sanctioning authority and audit both by the CAG
of Indian under the provision of CAG (DPC) Act, 1971 and internal
audit wing of the O/o CCA of the Ministry, whenever the institution
of organization is called upon to do so.

(o) Grantee/ institution receiving the grant shall furnish
Achievement-cum- performance report (final) two months prior of
the scheduled period of the project.

(p) Utilization of Travel Grant, Contingency Grant, etc. would be
as per the Guidelines of the Scheme, which are available on the
website of DHR (www.dhr.gov.in).

(g) Any change in sanctioned budget/salary component/staff of
any component of the approved project will not be entertained.

Other Terms & Conditions of the Grant:-

(a) The payment of the grant-in-aid will be made by the Electronic
transfer/Demand draft/Cheque and the receipt of the same shall be
duly acknowledged by the Institute.

(b) After completion of the project/activity the ownership of the :

physical and intellectual assets created or acquired out of the
funds granted shall vest with the Department of Health Research
and decision on assets acquired shall be taken by the Department.

(c) Expenditure should on no account exceed the budget
sanctioned for the project. Re-appropriation of savings to meet
excess expenditure under various sub heads shall not be made
without the approval of DHR. No exp‘enditure shall be incurred on
items not sanctioned under the scheme.

(d) Extension beyond the approved duration would not be
entertained. If interesting/important leads emerge that need to be
followed-up, a separate proposal may be submitted. Only in
exceptional cases, where a valid justification exists, and
recommended by the Technical Evaluation Committee and Project
Approval Committee and extension can be considered to complete
the project.

(f) The Host Institute would be required to submit and annual
progress report and also give audited statement of expenditure by
the Auditor of the research Organization/Institute etc. However,
first progress report should be submitted at least three months
prior to the completion of the annual report.
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(g) At the completion of the project, the final report should be
sent in the prescribed format (10 copies). The report should be
submitted not later than three months from the date of completion
of the project. Failure to submit the Annual/Final report in time
may lead to termination of the project without any notice.

(h)  For any clarification, please contact: Department of Health

Research, IRCS Building, 2™ Floor, Red Cross Road, New Delhi -
110001,email: dhrpmul@gmail.com, Tel. No.: 011-23736216.

6. The receipt of the letter may kindly be acknowledged.
Signed by Ved Prakash
singh  Yours faithfully,
Date: 21-02-2023 12:51:56

(V. P. Singh)
Scientist-E
For Indian Council of Medical Research
Copy to:-
1. Qr. Shashidhar K.N., Professor Department of Biochemistry, Sri
Devaraj Urs Medical College, Tamaka, Kolar- 563103.

2. The Accounts Section-V for information and necessary action.

3 Budget Section (Finance), ICMR for compilation of the Council's
budget.

] -

F. No. R.11013/14/2023-GIA/HR

 Duration: 3 Years
Date of Start: 20.03.2023

Title of research project: “Identification of Sirtuinl Gene
Polymorphism Associated With Fluorosis and Type 2 Diabetes
Mellitus" Under Dr. Shashidhar K.N., Professor Department of
Biochemistry, Sri Devaraj Urs Medical College, Tamaka, Kolar- 563103,

Budget Statement
GIA-2022-2214 Name of the PI : Dr. Shashidhar K.N.
| o Year wise budget (in Rs.) =3 |
?llc; jBudget ist Year |[2nd year 3rd year Total

1 |Man power(One

Research Assistant) 360000 360000 360000| 1080000

i
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2 |Consumable 100000 250000 125000] 475000
3 [Contingencies - 0
4 |Equipment 150000 135000| 285000
5 [Travel 25000 25000 20000, 70000
6 |Overhead@5% 0|
Grand Total 485000 785000 640000[1910000|

LY
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Indian Council of Medical Research

V. Ramalingaswami Bhawan, P.O. Box No. 4911
Ansari Nagar, New Delhi — 110029

R.11013/14/2023-GIA/HR Dated: 2\ .02.2023

Sub: Grant-in-aid Scheme of the Department of Health Research for “Inter-
Sectoral Convergence & Coordination for Promotion and Guidance on Health
Research — approval to the research project titled “Identification of Sirtuin1
Gene Polymorphism Associated With Fluorosis and Type 2 Diabetes
Mellitus" Under Dr. Shashidhar K.N., Professor Department of Biochemistry,
Sri Devaraj Urs Medical College, Tamaka, Kolar- 563103.

OFFICE MEMORANDUM

The competent authority sanctioned the payment ofRs. 4,85,000/- (Rupees
Four Lakh Eighty Five Thousand only) as 1st year grant for the aforesaid
project. The amount of Rs. 4,85,000/- may be debited in the provision of
Rs.3,75,15,341/- (Rupees Three Crore Seventy Five lakh Fifteen Thousand
Three Hundred Forty One only) sanctioned and released from Department of
Health Research during financial year 2022-23 under Grants-in-aid Scheme.
» A formal bill forRs. 4,85,000/- and to release as 1st year grant is sent
herewith for payment by RTGS/Electronic Transfer to “SDUAHER” (Mandate form
enclosed). ) Signed by Ved Prakash
Singh
Date: 21-02-2023 12:52:33
(V. P. Singh)
Scientist-E
For Indian Council of Medical Research

Copy to:- i

1. The Dean, Sri Devaraj Urs Medical College, Tamaka, Kolar- 563103,
RTGS/Electronic Transfer for the amount of Rs.4,85,000/- as 1st year grant
will be sent to you by Electronic Transfer in due course. The grant has been
sanctioned on the conditions laid down in our letter referred to above.

2. Dr. Shashidhar K.N., Professor Department of Biochemistry, Sri Devaraj Urs
Medical College, Tamaka, Kolar- 563103.
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MEMORANDUM OF UNDERSTANDING
This Memorandum of Understanding (MoU) is entered on

NATIONAL INSTITUTE OF MENTAL HEALTH AND NEURO SCIENCES (NIMHANS)

BENGALURU, KARNATAKA.

National Institute of Mental Health and Neurosciences (NIMHANS) declared as an Institution of
National importance by Act of Parliament “The National Institute of Mental Health and Neurosciences,
Bangalore Act, 2012” by Government of India vide the Gazette of India notification dated 14"
September 2012. It is an Institute of national importance functioning under the Ministry of Health and
Family Welfare, Government of India. The institute is duly represented by The Director, NIMHANS.
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SRI DEVARAJ URS ACADEMY OF HIGHER EDUCATION AND RESEARCH

(SDUAHER)
KOLAR, KARNATAKA
Sri Devaraj Urs Academy of Higher Education and Research, Tamaka, Kolar is a Deemed to
be University declared Under section 3 of UGC Act, 1956, vide Notification No.F.9-36/2006-
U.3(A) Dt. 25th May 2007, MHRD, Government of India. The Deemed to be University is
sponsored by the Sri Devaraj Urs Educational Trust for Backward Classes, Kolar — a Trust,
which has set up educational institutions in rural areas of Karnataka, with a focus on Medical
Education and Social Service. Through the colleges/Hospitals and other institutions set up by
it, the trust has sought to make significant contribution to Medical Education, Research and
Health Care to Rural population. The trust is duly represented by The Registrar, SDUAHER,
Kolara.

Each of the parties mentioned above are individually referred to as ‘Party’ and collectively
referred to as ‘Parties’.

The terms and conditions under which SDUAHER, will serve as a project implementation site,
for the NIMHANS-NH-SKAN COHORT PROJECT, titled "Population based cohorts across
stroke life course and development of a comprehensive stroke care model at district level - A
demonstration project in India - NIMHANS-NH-SKAN Cohort project” conducted by the
Dept. of Epidemiology, Centre for Public Health, NIMHANS. The Government of Karnataka
through its Directorate of Health and Family Welfare and Health Officer, is supporting this
project vide letter DD/NCD/21/2020-21 (A) (E-1030135) dated 08" May 2023 and
Mu.Aa.A(Sa.A)/Pi R/L-1816/2022-23 dated 06™ March 2023.The terms of the MoU are
applicable to the project identified below conducted by the Dept. of Epidemiology, Centre for
Public Health, NIMHANS.

Principal Investigator: Dr. Pradeep B S, Professor and Head of Epidemiology, Centre for
Public Health, National Institute of Mental Health and Neuro Sciences (NIMHANS) shall be
the principal investigator.

Duration: Five Years — 01/04/2024 - 31/03/2029

&

e
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1. Backeround

NIMHANS-NH-SKAN is a large cohort study aimed at understanding the natural history of
stroke employing a mixed cohort study design. This will be conducted in talukas of Kolara
district and in two urban wards namely Pattabhiramanagar/Shakambari Nagara and
Byrasandra in Bengaluru city. The estimated sample size of ~2 lakh people aged 30 years and
above will be followed up for a period of 4 years as ‘Stroke-free cohort” stratified based on a
set of risk factors (obesity, stress, substance use, and diet physical activity, other NCD
cohorts) amongst the eligible population of 4 lakh. Subsequent to the first-ever incidence of
stroke among participants, a new cohort named ‘Stroke cohort” will be formed utilizing a
prospective cohort study design consisting an expected case load of 750 cases over 3 years to
accomplish the objectives defined below. The study also adopts a Quasi Experimental Pre-
Post intervention study design to a sample of 255 stroke cases in each arm to study the
effectiveness of a Comprehensive Acute Stroke CAre moDEI (CASCADE model) developed
to improve preparedness, management of stroke, ensuring improved survival, reduced
disability and enhanced quality of life of stroke patients.

2. Responsibilities of SDUAHER, Kolar.

2.1 Facilitate all activities of the project including data/sample collection, analysis of
biological samples and reporting

2.2 Test all samples as per the approved laboratory testing algorithm

2.3 SDUAHER faculty will communicate the clinical details and findings, laboratory results
and the completed and accurate line list to Principal Investigator, Dept. of Epidemiology,
NIMHANS, as and when required/requested

2.4 Nominate personnel for workshop/training/review meetings when requested

2.5 Take part in the quality assurance program conducted by NIMHANS

2.6 Recruit field data collectors as required upon approval from NIMHANS for the project.

2.7 Assist the project team/staff appointed by NIMHANS/SDUMC for the project in
implementation of the project.

2.8 Maintain an inventory of all supplies and/or equipment provided for the project work.

2.9 Ensure that updated project progress reports for the preceding calendar month are sent to

NIMHANS by the 10" of every month.

3. Responsibilities of Dept. of Epidemiology, NIMHANS

3.1 Will function as the overall Project Coordinators.

3.2 Will liaison with SDUAHER faculty and State/ district programme officers and for the
smooth functioning of the project.

3.3 Shall give due credit (Authorship) to all the designated and participating members of
SDUAHER in publications/presentations that arise out of the work carried out in the
project as per mutually agreed publication policies.

3.4 Will conduct External Quality Assurance program to ensure quality in Laboratory testing

periodically. &
NMRECTOR s

Sri Devaraj Urs’Academy of Higher
ication and Research
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1.5 Provide training for personnel nominated by NIMIIANS and SIU AR for the groject

3.6 Assess and review of the progress of the project alony with SOUAMEY staff a5 and shen
required
3.7 Conduct traiming/ review meetings/ workshops,

3.8 Shall provide required technical and other assistance 1o SDUAHEY for the complete
implementation of the project

3.9 Will assist and coordinate the team visit 1o the project sites every three months and
monitor all activities and processes,

310 An IEC plan will be developed to inform study team about the cases (stroke caoes),

301 Review and monitoring will be done by expent advisory group every 6 months, by
independent monitoring team every 3 months and quality checks by project team.

4. Financial responsibilities:

4.1 The financial assistance received by NIMHANS for NIMHANS-NH-SKAN Project will

be dishursed to SDUAHER, Kolar to meet the following expenses

a) Salarics for field data collectors recruited under the project as per agreed numbers (not
exceeding 215,000 per data collector). The number of data collectors will be around 40.
The exact numbers shall be decided before the study begins.

b) Travel expenses for site visits by project staff (not exceeding 25,000/month)

¢) Consumables and other contingency expenses connected with the testing of samples

d) Sample transportation costs (on actuals)

A budget plan for the first year is provided below

Line | Particulars ‘ Unitcost | No.  of  Months Total cost
item - Units
1 Salarics — Field data 15000 40 9 54.00,000
collectors  including J
Lab sample collectors-
~4() in number
2 Travel for field data 4400 40 9 15.84.,000
collectors i‘ {
3 Travel for investigators 3000 5 12 1.80.000
from SDUAHER (on
actuals) |
4 Consumables and other | 5000 1 ‘ 12 60000
contingencies
including sample
transportation ‘
5 lotal 1 B 72.24.000/-
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4.2 This amount shall be disbursed in three instalments. The first instalment of 40% shall be
disbursed to SDUAIHER. Second instalment of 40% and final instalment of 20% shall be
disbursed following provision of Utilization certificates and Statement of Expenditures as
appropriate. If required, NIMHANS may request SDUAHER to provide bills and receipts for
the same. SDUATER needs to maintain the accounts which is open to Audit by NIMHANS.

4.3 This aMoUnt will be fixed yearly depending upon the actual expenses incurred during the
previous year and the projection for the coming year. Any other requirements, if any, will be
considered on mutual discussion. The continuation of the project is consequent to the
continuation of funding from SKAN Rescarch Trust. In case of discontinuation of the project,
advance notice shall be provided as per item 6 below.

5. Record keeping and access

5.1 All data collected will be uploaded into a password protected (3-layers) server with
access only to specific authorized individuals within the study team. Every access and
activity within the server will be logged as per pertinent policies, rules and guidelines.

5.2 The core team within NIMHANS shall check for completeness, quality and accuracy of
data collected utilizing specifically developed quality check formats. Any discrepancy/
clarifications shall be sought with the field team and rectified/ modified within the server
on a weekly basis.

5.3 Only specific core team members within NIMHANS, authorized by the Principal
Investigator, shall have the access and rights to modify data as per protocol.

5.4 Both parties shall maintain data confidentiality.

6. Term and Termination

6.1 The initial term of this agreement will commence on the 1* Day of April 2024 and shall
continue for five years from the date of commencement, unless otherwise terminated in

writing by either party as provided herein.

a) Either party may terminate the agreement upon 90 days’ written notice to the other party.

b) In the event of a material breach of any terms of this agreement, any party may terminate
the agreement upon filing written notice of any material breach of its terms with the other
party, and affording the breaching party 15 working days to rectify the breach to the
noticing party's satisfaction.

7. Amendments
This agreement may be modified, cancelled, or renegotiated upon mutual consent, at any

time, through an amendment signed by authorized representatives of the organizations.

8. Governing Law and jurisdiction of court
This MoU and all issues arising out of the same shall be construed with the laws of India.

9. Dispute resolution laws
9.1 Any dispute(s) arising out of this MoU shall, as far as possible, be settled anpcably
between the Parties here to failing which the following shall apply.
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Any dispute under this Mol shall be referred (o arbitration by a sole arbitrator (o be
appointed jointly by the Parties. The arbitration proceedings shall be held in Bangalore, India
- accordance with the provisions of the: Arbitration and Conciliation Act, 1996 or any
statutory re-enactment or modification thereol for the time being in foree. The Parties agree
that the arbitration award shall be final and may be enforeed as a deeree. The Parties further
agree that subject to the above only the competent courts at Bangalore, India shall have
Jurisdiction in all matters arising hereunder,

10.Force majeure

I and 1o the extent that a Party's performance of any of its obligations under this Mol
hindered or delayed by fire, Nood, carthquake clements of nature or acts of God, pandemic,
acts of war, terrorism, riots, civil disorders, rebellions or revolutions, or any other similar
cause beyond the reasonable control of such Party (cach, a "Force Majeure Event"), and such
non-performance, hindrance or delay could not have been prevented by reasonable
precautions, then the non-performing, hindered or delayed Party will be excused for such
non-performance, hindrance or delay, as applicable, of those obligations effected by the
Force Majeure Event for as long as such Force Majeure Lvent continues and such Party
continues (o use its best efforts to recommence performance whenever and to whatever extent
possible without delay. including through the use of alternate sources, workaround plans or
other means. The Party whose performance is prevented, hindered or delayed by a Force
Majeure Event will immediately notify the other Parties of the occurrence of the Force
Majcure Event and describe in reasonable detail the nature of the Force Majeure Event.

It the Force Majeure Event continues for a continuous period exceeding 30 (thirty) days, the
>arties shall mutually agree on the future course of action. However, despite all efforts made
by the Parties in good faith, if the Force Majeure Event continues for a period of 90 (ninety)
days. ecither of the Parties shall have the right to terminate this MoU by giving the other
Parties notice of termination in writing.

11. Limitation of liability

Neither Party will be liable for, nor will the measure of damages include, any punitive or
consequential or indirect losses or damages, including lost profits or third party claims arising
out of or relating to its performance or failure to perform under this MoU. Liability for all
punitive or consequential or indirect losses or damages is hereby expressly excluded.

12. Data and Confidentiality
(a) The Parties each hereby acknowledge and agree that in connection with the

Memorandum, they may have access to information that is confidential and/or commercially
valuable to one or more of the other Parties ("Confidential Information")

(b) The Parties each hereby acknowledge and agree that they may be both the receiving party
in relation to some Confidential Information ("Receiving Party”), and the disclosing party in
relation to some other Confidential Information ("Disclosing ") ap that the terms of this

Sri Devarn Academy of Hiabup
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Memorandum may apply to a Party as both a Receiving Party and as a Disclosing Party, as
the context so provides

(¢) In relation to any Confidential Information
(I) the Receiving Party shall keep the Confidential Information confidential and
secrel.
(1) the Receiving Party shall only use the Confidential Information for the purpose of
working in good faith on the Project in accordance with this Memorandum.
(I11) the Receiving Party shall not release the Confidential Information to any other
party, unless that other party is an advisor who is under a duty of confidentiality, is
assisting with the Project, and needs to have the Confidential Information in order to
assist with the Project.

(d) If there is any doubt as to whether any particular information constitutes Confidential
Information, the Receiving Party should presume it is Confidential Information, until the
Receiving Party obtains explicit confirmation from the Disclosing Party that it is not
Confidential Information

(e) Each Party's respective obligations of confidentiality under this clause will survive the
termination or expiration of this Memorandum and will continue after that Party ceases to
participate in the Project

() Each party agrees not to reveal the identity of the individuals who have produced the art
work or any other product, without his/her or his/her legally authorized representative's
explicit written consent, to any third party or media, including in their reports, articles or
presentations

13. Signatures:

a.) Authorized Signatories: ‘G)W

Signature: /\ / Signatu
Date: ¢

Name: Dr. Pratima Murthy %%9'7‘7 Name: bR\ DV-LN- Pmsaol
Designation: Director Designation: Registrar

Address: NIMHANS Address: SDUAHER, Kolara
. 91-80- 2 e: -
Phone: 9'1 80 269.95001/500._ ‘ l')hOI.N- Registrar
emﬂil: dirstaffi@nimhans.ac.in SwrBaaraj Urs Academy of Higher
€ Ve, 0. 4 L., Lo ¥ 3 ) =
ima Al 2777 ’l:.(lucalmn and Resewrch
- L f):”m 5 Fnmaka, Kolar - 563 103,
Mental He: leuro Sciences
Bengaluru - 560 029
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b.) Witnesses

Signature: LTS e N
Date: 3‘9’/1/}15 1y

Name: Dr BS Shankaranarayana Rao
I S / REGISTRAR
esignation: Registrar fr et e

Address: NIMHANS e R e, Few
Phone: 91-80-26995005 National Institute of Mental Health

S 79
>mai i eure Sciences, Beogaluru-500 027
¢mail: regt@nnnhans.ac‘?iﬁl ’

Signature:
Date:
Name:

Designation:

Address:
Phone:
email:

Do e~ A hmafpa ]
M.s

gDU“W\C«
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T TROR WOART, IRINY DZITOH, ITFNE, Wondam

RAJIV GANDHI UNIVERSITY OF HEALTH SCIENCES, KARNATAKA, BENGALURU
4% T Block, Jayanagar, Bengaluru - 560 041

Ref: RGUHS/ADV-RES/FR/106/2021-22 Date:27-10-2022

PROJECT APPROVAL ORDER

Sub: | Orders for approval of research grants to the teaching faculties of
affiliated institutions of RGUHS to carryout research projects for
the year 2021-22— reg.

Ref: | 1. University notification No: RGU/ADV.RES/BR/106/2021-22
2.Approval Of 172" syndicate meeting dated : 02" and 5" OCT 2022

Project Code . | 2IMED171 Medical
| Name of the | + | Dr Savitha D ;
Principal - : |
Investigator ‘ roysislagy
' College Address ; St John's Medical College
Research Project E Experience of faculty and postgraduates on informed
 Title consent process from tertiary
‘ medical teaching institutions in South India — a
multicentre study.
Research Grants : [ 200000
Sanctioned
Duration of the \2 | Two Years from the date of receiving the First
Project ' Instalment of Research Grants through RTGS.

One of the main objectives of RGUHS is to promote research activities in its
affiliated colleges. In this regard, the University had invited applications from teaching
faculties of RGUHS affiliated institutions to apply for research projects wherein grant-in -
aid will be provided by RGUHS for conducting the research proposals for the year 2021-
2022. The Subject Experts as suggested by the concerned Dean of faculty and the Research
Advisory Committee have scrutinized the research proposals and shortlisted them based
on the criteria set out by the University. Such of the proposals which have fulfilled the
norms, have been recommended by the Expert Committee for sanction of research grants.

The Syndicate in its meeting held on 172" has approved to sanction the grant-in-
aid as per the recommendations of Research Advisory Committee for 26 selected proposals

from various courses for the year 2021-22.

As per the decision of Hon’ble Vice Chancellor the following orders are made.

ORDER NO:RGUHS/ADV-RES/FR/106/2021-22 DATED:27-10-2022

Pursuant to the orders of the Syndicate, sanction is hereby accorded for release of
grant-in-aid amounting to Rs. 200000 (Two Lakhs only) towards above mentioned

research proposal for the year 2021-22.
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This Grant-in-aid is subject to the terms & conditions laid down in the Affidavit and
latest audit Guidelines.

The Grant-in-aid will be released in the name of Head of the Institution. Following
bifurcation of the budget is as follows:
The bifurcation of grant-in-aid as per the above criteria applicable is as follows:

First Instalment 100000
50% of the total research grants
Second Instalment 50000
25% of the total research grants
Third Instalment 30000
15% of the total research grants
Fourth Instalment 20000
10% of the total research grants
TOTAL 200000

* Please note that above bifurcation of grants is provisional. If any change/s is/
are required in the bifurcation of amount under sub-heads. the approval of Research
Advisory Committee shall be obtained.

® 70% of the amount in each instalment shall be for the research proper and only
30% can be utilized towards honorarium, contingency, Publication, registration and
travel for paper presentation.

The Principal Investigators should strictly follow the latest audit guidelines issued by the RGUHS.

Further, the Principal / Head of the Institution and Principal Investigator has to
submit the affidavit in the given format in Rs.100 stamp paper with notary signature, duly
signed by both the Principal / Head of the Institution and Principal Investigator.

RTGS will be sent to the research account on production of Pre-receipt and the
notarised affidavit in person at Advanced Research Wing of RGUHS, Ground floor, before
10-11-2022.

Sanctioned amount shall be sent through RTGS to the Head of the Institutions only.

To

1. Principal Investigators of the above Research project
2. Principal/ Dean/Director of the Institution / College for information
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| SRl DEVARAL URS ACADEMY OF HIGHER EDUCATION |

=0, | & RESEARCH T\
| q‘f'{q_ | SREDEVARAS URS MEDICAL COLLEGE
‘ oan;;q, | Tamaka, Kolar

| | STUDENT RESEARCIH COMM ITTEE

No: SDUAHER/KLIVSRC/ | ‘Uﬁ /2024

From,

Dr. Vishwas S

Convener

Student Rescarch Committee

S Devaraj Urs Medical College,
Tamaka, Kolar.

To.

Director,

Research & Development,

Sri Devarzj Urs Academy of Higher Education and Research
Tamaka, Kolar.

Sir,
Through: The Principal, SDUMC.

Sub: Submission to list of ICMR STS 2024 (1* & 2™ year) accepted student list.
G

With reference to the above, please find enclosed list of ICMR STS 2024 (1® & 2=
year) accepted student list. Total of 13 students projects have been accepted by ICMR for short
term studentship as per the data available with SRC.

This is for your kind information.

Thanking you.

.r) \ Yours Faitlifully (N»
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ICMR STS 2024 (1% Year and 2™ year ) Accepted list

Student Name

Guide Name and

Title of the Stud\;

SL. [ STSID
No. | Department | -
01 | STS2024-12377 | SM Fathima Dr. Azra Mubeen | Importance of adductor tubercle as a bony
Zahra Karmul landmark for total knee arthroplasty and
vascular surgery
4 . Anatomy I
02 | S7S2024-00472 | Balakrithika Dr. Shashidhar KN | Serum C Peptide, Thyroid function test and
Balasubramanian diabetic Status in polycystic ovarian
Biochemistry syndrome in fluoride endemic Kolar District
03 | STS2024-00631 Hayyan Pasha Dr. Soumya N ' T\}aluating fluoride Awareness and
practices among students in a Fluorosis
Biochemistry Endemic Area
04 | STS2024-00513 Sumuki Dr. Munilakshmi U | Multisystem Physical exercise and
Quality of Life in Older T2DM
Biochemistry Adults: An Observational Study
05 | STS2024-02057 Lakshya Roopesh | Dr. Arvind Exploring Microbial Contamination on
Nair Natarajan Hotel Menu Cards and Dining Surfaces
Microbiology
06 | STS2024-07221 Nidhi Ann Dr. Anitha D Imapct of Training on Knowledge, Attitude
Varghese and Practices Regarding Needlestick injury |
Microbiology among Medical interns and Post-Graduate
Students at a tertiary care teaching
Hospital
07 | STS2024-00899 Vilasitha Reddy Dr. ShilpaM D Assessing the role of Mean Piatelet volume
Age — total protein haematocrit ( MAPH)
Pathology score for determining the thrombus
burden in acute coronary sysndrome
08 | STS2024-06027 | NisargaAS Dr. Pradeep Mitra | Evaluation of Hb & RBC paprameters in
iron deficiency anemia patients with H
Pathology pylori infection.
03 | STS2024-02279 Neha N Dr.Pradeep TS How safe are the rural Anganwadi centers?
A cemmunity based cross sectional study.
Community
Medicine
10 | ST52024-00262 Adithya Vardhan | Dr. Samudyatha Mapping Road Traffic Accident Severity
Singh and Patterns: An Interdisciplinary
Community Approach with Haddon's Matrix and
Medicine Geospatial Analysis
11 | STS2024-01245 Syed Ziauddin Dr. Ujval Knowledge attitudes & Practices towards
Mohammed allergic Rhinitis and impact on quality of
ENT life in patients suffering from allergic
rhinitis
12 | STS2024-05758 Yadlapalli Sejal Dr. (Col) Prakash Screening of Oral lesions for malignancy
Sai Sree Dave using toluidine blue stain in subjects
addicted to chewable carcinogens and
Surgery correlation with type of addiction and
duration
13 [ 5T52024-05495 Chetan Dr. Mahadey Delay in Initiation of cancer directed

Srivathsav Abhishek M therapy In advanced oral cancer and
factors associated with it observations
__— Surgical Oncology | from rural tertiary care hospital \
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ICMR - STS Project Approved for 2023

Guide Name

Project title Studcn.t Name \ Approved / Not
with with approved
STS reference ID department
i : Approved
A community based cross sectional Sreeddbnin Adivvs Sarma Dr.Pradeep T S
study of Indoor air pollution and its ) Y Department of
. e e STS reference ID .
mental health implications among 2023-04750 Comn_1u.mty
rural households Medicine
i ildi i . Approved
Chﬂlenges it building p anfi SMIC | poizur Rahaman STS | Dr. Vishwas S Ep
resilient health system: Incidence teference ID 2023- Department of
and determinants of Catastrophic 01145 Community
health expenditure among Meiciiie
households of Southern Karnataka
. ’ Dr.Samudyatha Approved
Perspectives and barriers of Wit T Glowda uc
Eligsical detivay ip t.ak‘: ar.norcllg STS Reference ID Department of
PoStpAruIT Womens A e 2023-02931 Community
method study Medicine
) . Dr.Bindu
Assessing knowledge attitude and Madhavi.R
practices in relation to mosquito Mr. Rishik Reddy.S Associaté ! Approved
borne disease among population 2023-14643 - —
inKolar Microbiology
Dr. Prabhavathi K
Assoication of serum cortisol and Ms. Aishwarya Pandey Prrosz(;I;a ' Approved
prolactin in diabetic retinopathy 2023-01159 Biochemistry
Dr. Munilakshmi
Study of fluoride and thyroid profile Nre: Sumieshil Bk Ur sl
status in pregnancy of second .2023-01180 Asst F;rofessor Approved
trimester O
Biochemistry
A hospital based Retrospective
Observational study on Effect of Mr. Mriganka Kushal Dr. R. Sai Deepika
Dialysis on iron profile and Bourah Asst. Professor Approved
Hematological parameters in male 2023-01172 Biochemistry
and female '
Sorvence) T
S(ua.";*:;: -;‘:I;:_‘c;"v‘:; i
\).UU.‘”C‘ T"),”‘ i '
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Government of Indin

Ministry of Health and Family Wellare
Department of Health Research

HRD/DHR-ICMR/PG-2024/ 0224 _ Dated: 24-01-2025

To.

Dr. Dinakar Reddy

Department of Physiology

Sri Devaraj Urs Mediceal College, Kolar

Post Box No.7,Tamaka ,Kolar,Karnataka Kolar Karnatakn 563103
MDMS24JUN-0224

Subjéct: DHR finavclat support for MD/MS/DM/MCR/DNB/DrNB/MDS thesis program (2024 Batch)- reg.
SirMadam, 4

This is in reference to your application secking financial support fram the Department of Health Rcsearch.(DHR)
under a/m program for the study entitled “Arterial stiffness assessed by pulse wave velocity as a  predictor of
cardiovascular risk factor in cancer patients’ at Sri Devaraj Urs Medical College, Kolar under the guidance of Dr.
Jagadamba A, Professor, Department of Physiology, Sri Devaraj Urs Medical College, Kola,,

On behalf of Secretary DHR and DG ICMR. [ am pleased to inform you that your proposal has been selected for
financial support under DHR-PG Thesis Program. You will be given a one time fellowship of Rs. 1,00,000/- (Rs. one lakh
only) as a financial support for your PG thesis work. The amount will be disbursed in two installments. The first installment
of Rs. 25,000/~ has been released/or will be released upon receipt of your bank details as required and the 2nd installment
of Rs. 75,000/~ will be released on submission of the documents as listed below, upon completion of three and half years
from date of this award letter or submission of PG Thesis, whichever is earfier. The documents need to be duly approved
and forwarded by the competent authority of the host ifstitute:

1. PG thesis submission centificate duly issued and signed by the competent authority of the host institute.

— .2, Summary of thesis work done duly signed and forwarded by the guide._ = S

3. Copy of the research publication(s) which needs to be releated to the PG thesis work and published in PubMed

indexed peer-reviewed journal or SCUSCIE indexed journals. Make sure that the publication has due
acknowledgement regarding funding support from Department of Health Research {DHR).

You are required to submit the undertaking in ICMR format (enclosed) within two weeks of the receipt of this

letter through email to: jemrpgmdihesis@gmail.com (kindly ignore, if it is already submitted and Lst installment has been
received). .

NOTE: All emnﬁ correspondences/queries to be sent through email only to icmrpomdthesis@pmail.com only.

Thanking you,

Yours faithfully

a ,,%"{//6/

Adnfinistrative Officer-HRD

Enclosure: DHR-ICMR Undertaking format

Copy to: 1. Dr. Jaéadamba A, Professor Department of Physiology Sri Devaraj Urs Medicai College, Kolar Post Box
No.7,Tamaka ,Kolar,Kamaltaka Kolar Kamataka 563101,
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Government of India

Ministry of Health and Family Wellare
Department of Health Rescarch
Dated: 24-01-2028

IIRDDHR-ICMR/PG-2024/]1 228

To.

Dr. Chaitra S Rasappa.
Department of Pathology,
Sri Devaraj Urs Medical College,

Post Box No.7, Tamaka,
Kolar Karnataka 563103,

MDMS24JUN-1228
Subject:-DHR finnncial support for MD/MS/DM/MCh/DNB/DrNB/MDS thesis program (2024 Batch)- reg.

Sir’Madam,
This is in reference 1o your application seeking financial support from the Department of Health Research (DIR) under

the 2’m program for the study entitled “Immunohistochemical expression of endoglin (cd105) in oral squamous cell carcinoma’
at Sri Devaraj Urs Medical College, Kolar under the guidance of Dr. Suresh T N, Professor and Head Of Department,

Department of Pathology, Sri Devaraj Urs Medical College, Kolar.

On behalf of Secrctary DHR and DG, ICMR, [ am pleased to inform you that your proposal has been selected for
financial support under DHR-PG Thesis Program. You will be given a one time fellowship of Rs. 1.00,000/- {Rs. One lakh
only) as 2 financial support for your research work. The amount will be disbursed in (wo instaliments. The first installment of
Rs. 25.000 - has been released’or will be released upon receipt of your bank details as required and the 2nd instaliment of Rs.
75.000°- will be released on submission of the documents as listed below, upon completion of three and half years from date of
this award letter or submission of PG Thesis, whichever is earlier. The documents need to be duly approved and forwarded by
the puide and the competent authority of the host institute:

1. PG thesis submission centificate duly issued and signed by the competent authority of the host institutc.
2. Summary of thesis work done duly signed and forwarded by the guide.
3. Copy of the rescarch publication(s) which needs to be releated to the PG thesis work and published in PubMed indexed
pecr-reviewed journal or SCI/SCIE indexed journals. Make sure that the publication has duc acknowledgement

regarding funding support from Department of Health Research (DHR).
You are required to submit the undertaking in ICMR format (enclosed) within two weeks of the receipt of this letter to

the email: igmepgmdihesisy@gmail.com (kindly ignore. if it is alrcady submitted and Ist installment has been received).

NOTE: Al email correspondences/queries to be sent only to iemrpgmdthesisi@ gmail.cont.

Thanking you.
Yours faithfull

72l

Adminsstrative Otficer-HRD

Enclosure: DHR-ICMR Undertaking format

1. Dr. Suresh T N, Professor And Head Of Department, Department of Pathology, Sri Devaraj Urs Medical College

Copy to:
Kolar, Karnanataka.

142



Government of India

Ministry of Health and Family Wellare
Department of Health Research

HRD/DHR-ICMR/PG-2024/ 2704 Dated: 24-01-2025

To,

Dr. Kuncherla Narnsimha Abhlnav Kaushal,
Depurment of Pharmacology,

Srl Devarn] Urs Medical Collepe,

Pust Box No.7,Tumaka, Kolar,

Karnatakn 563103

MDMS24JUN-2704

Subject:- DHR financlal support for MD/MS/DM/MCh/DNB/DrNB/MDS thesis program (2024 Batch)-reg,  ~
SirYfMadam,

This is in reference to your application secking financial support from the Department of Health Research (DHR)
under a/m program for the study entitled “Effectivencss and safety of nutritional supplement Momordica charantia in type 2
diabetes mellitus: randomised. open label study™ at Sri Deveraj Urs Medical College, Kolar under the guidance of Dr.
Sarala N, Professor, Deparment of Pharmacology, Sri Devaraj Urs Medical College, Kolar,

On behalf of Secretary DHR and DG, ICMR, | am pleased to inform you that your proposal has been selected for
finincial support under DHR-PG Thesis Program. You will be given a one time fellowship of Rs. 1,00,000/ { Rs. One
laklr only) as a financial support for your research work. The amount will be disbursed in two installments, The first
installment of Rs, 25,000/~ has been released/will be released upon receipt of your bank details as required and the 2nd
instaliment of Rs. 75.000:- will be releused on submission of the documents as listed below, upon campletion of three and
half years from date of this award letter or submission of PG thesis, whichever is eaclier. The documents need t6 be duly
approved and forwarded by the guide and the competent authority of the hostinstituter— s

1. PG thesis submission certificate duly issued and signed by the competent authority of the host institute.

2. Summary of thesis work done duly signed and forwarded by the guide,

3. Copy of the research publication(s) which needs 1o be releated (o the PG thesis work and published in PubMed
indexed peer-reviewed journal or SCI/SCIE indexed journals. Make surc that the publication has due
acknowledgement regarding funding support from Department of Health Rescarch (DHR).

You are required to suhr’qil the updcnuking in [CMR format (enclosed) within two weeks of the receipt of this
letter 1o the email; remmemdthesis@email.com (kindly ignore, if it is already submiuted and 1Ist installment has been

reccived).
NOTE: All email correspondences/querics to be sent through email only to iemrpgmdthesis@gmail.com.
Thanking you,

o e e
~ e ot R

Yours faithfully

Adminigirative Officer-H //a/

RD
Enclosure: DHR-ICMR Underiaking format

Copy 10: 1. Dr, Sarala N, Prafessor Deparment of Pharmacology, Sri Devaraj Urs Medical College, Post Box
Na,7.Tamaka . Kolar Karnataka 563103,
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Government of India

Ministry of Health and Family Welfare
Department of Health Research

HRD/DHR-ICMR/PG-2024/ 0228 Dated: 24-01-2025
To,

Dr. Pravallika Kotamreddy

Department of Pacdiatrics

Sri Devaraj Urs Medical College, Kolar

Post Box No.7,Tamaka ,Kolar,Karnataka Kolar Karnataka 563103
MDMS24JUN-0228

Subject:- DHR financial support for MD/MS/DM/MCh/DNB/DrNB/MDS thesis program (2024 Batch)- reg.
Sirangiam,

This is in reference 1o your application sceking financial support from the Department of Health Research (DHR)
under a/m program for the study entitled “Urinary soluble triggering receptor expressed on myeloid cells (strem 1) as a
predictor of nconatal sepsis -a cross scctional study' at Sri Devaraj Urs Medical College. Kolar under the guidance of Dr.
James Daniel, Associate Professor, Department of Pacdiatrics, Sri Devaraj Urs Medical College, Kolar.

On behalf of Secretary DHR and DG ICMR, 1 am pleased to inform you that your proposal has been selected for
financial support under DHR-PG Thesis Program. You will be given a one time fellowship of Rs. 1,00,000/- (Rs. one lukh
only) as a financial support for your PG thesis work. The amount will be disbursed in two installments. The first installment
of Rs. 25.000/- has been relcased/or will be relcased upon receipt of your bank details as required and the 2nd installment
of Rs. 75,000/~ will be rclcased on submission of the documents as listed below, upon completion of three and half years
from date of this award letter or submission of PG thesis, whichever is earlier. The documents need to be duly approved
and forwarded by the competent authority of the host institute:

1. PG thesis submission certificate duly issued and signed by the competent authority of the host institure.
~— 2. Summary of thesis work done duly signed and forwarded by the guide. e
3. Copy of the rescarch publication(s) which nceds to be releated to the PG thesis work and published in PubMed
indexed peer-reviewed joumal or SCI/SCIE indexed journals. Make sure that the publication has duc
acknowledgement regarding funding support from Department of T1ealth Research (DHR).

You are required to submit the undertaking in ICMR format (enclosed) within two weeks of the receipt of this
letter through email to: icmrpemdthesis@gmail.com (kindly ignore, if it is already submitted and 1st installment has been
received).

NOTE: All email correspondences/queries to be sent through email only to jcmrpgmdthesis@pmail.com only.

Thanking you,

Yours faithfully

Admidistrative Officer-HRD

Enclosure: DHR-ICMR Underfaking format

Copy to: 1. Dr. James Daniel Associate Professor Department of Pacdiatrics Sri Devaraj Urs Medical College
Kolar Post Box No.7 Tamaka Kolar Kamataka Kolar Karnataka 563103,
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Government of India
Ministry of Health and Family Welfare
Department of Health Research

HRD/DHR-ICMR/PG-2024/2406

w27 3 J.,;.tﬂ_"(,_, .

Dated: 24-01-2025 -«

To,

~ Kolar,Karnataka®
L AIPMS24TUN2306

Subject:- DHR financial support for MD/MS/DN/MCh/DNB/DrNB/MDS thesis program (2024 Batch)- reg.

Sir'Madam,

This is in reference to vour application secking financial support from the Department of Health Rescarch (DHR)
under a'm program for the study entitled “Detection of colistin susceptibility and MCR-1 gene in carbapenem resistant
Klebsiclla pneumoniac™ at Sri Devaraj Urs Medical College, Kolar under the guidance of Dr. Parimala S. Professor,
Department of Microbiology, Sri Devaraj Urs Medical College. Kolar.

On behalf of Secretary DHR and DG, ICMR, I am pleascd to inform you that your proposal has been selected for
financial support under DHR-PG Thesis Program. You will be given a one time fellowship of Rs. 1,00,000/- ( Rs. One
lakh only) as a financial support for your research work. The amount will be disbursed in two installments. The first
installment of Rs. 25,000/~ has been released/will be released upon receipt of your bank details as required and the 2nd
instaliment of Rs. 75,000/- will be released on submission of the documents as listed below, upon completion of three and
half years from date of this award letter or submission of PG thesis, whichever is earlier, The documents need to'be duly = |
 approved and forwarded by the guide and the competent authority of the host institutes 1Tl R T L

1. PG othesis submission certificate duly issued and signed by the competent authority of the host institute.

2. Summary of thesis work done duly signed and forwarded by the guide.

3. Copy of the research publication(s) which needs to be releated to the PG thesis work and published in Pub\ed
indexed peer-reviewed jounal or SCI/SCIE indexed joumals. Make sure that the publication has duc
acknowledgement regarding funding support from Department of Health Rescarch (DHR).

You are required 1o submit the undertaking in ICMR format (enclosed) within two weeks of the receipt of this
letter 1o the ematl: enpemdthesis@ gmail.com (kindly ignore, if it is alrcady submitted and 1st installment has been

received)
NOTE: All email correspondences/queries to be sent through email only to femrppmdthesis@gmail.com,
Ihanking you,

Yours faithfully
AR ST Rl TR BT SR

Admidistrative Officer-lIRD

Enclosure: DHR-ICMR Undertaking format

Copyto: 1. Dr. Parimala S, Professor Depariment of Microbiology, Sri Devaraj Urs Medical College, Kolar, Post Box
No.7,Tamaka ,Kolar,Kamataka Kolar Kamataka 563103,
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HRD/DHR-ICMR/PG-2024/ 0770 Dated: 24-01-2025

Ta,

Dr. Parvej Singh,

Department of Pathology,

Srl Devara) Urs Medieal College,
Post Box No.7,Tamakn ,

Kolar Karnataka $63103,
MDMS24JUN-0770
Subject:-DIR finuncial support for MDmyanl\lCthBIDI‘Nlll.\\l)h'lﬁﬁh'p'mg’rimi (2024 Batch)- reg.

Sir/Madam,

This 1s in reference to your npphcation seeking financial support from the Depariment of Health Research (DHR) under
the a/m program for the study entitled “BRCA-1 and BRCA-2 gene mutations in invasive ductal carcinoma breast by mext
generation sequencing’ at Sri Devaraj Urs M:dlcal College, Kolar under the guidance of Dr. Kalyam Raju, Professor.
Department of Pathology, Sri Devaraj Urs Medical College, Kolar.

ICMR, | am pleased to inform you that your proposal has been selected for

m. You will be given a onc lune fellowship of Rs. 1,00.000 - (Rs. One lakh
only) as a financial support for your research work. The amount will be disbursed in two installments The first installment of
Rs. 25.000/- has been released’or will be released upon receipt of your bank details as required and the 2nd installment of Bs
75.000/- will be released on submission of the documents as listed below, upon completion of three and half years from date of
——thyis wward fetter Or submission of PG Thests, whicheser istearlier. The documents need 10 be duly approved and forw arded by

the guide and the competent authority of the host institute:

On behalf of Secretary DHR and DG,
financial support under DHR-PG Thesis Progra

¢ duly issucd and sipned by the competent authority of the host institute
gned and forwarded by the guide.
hich needs to be releated to the PG thesis work and published in PubMed indexed
that the publication has due acknowledygement

1. PG thesis submission certificat
2. Summary of thesis work done duly si

3. Copy of the rescarch publication(s) w
peer-reviewed journal or SCI/SCIE indexed journals. Make sure

regarding funding support from Department of Health Rescarch (DHR).

¢ undertaking in ICMR format (enclosed) within two weeks of the receipt of this letter to

You are required to submit th
(kindly ignore, if it is atrcady submitted and 1t installment has been received)

the email: jgngpgmgthgis’dgmail.gom

NOTE: All emall corrcspundtnccslqucrlcs 1o be sent only to icmmgt_qdﬂmlgﬁ pmail.com.

-~ -

Thanking you,
Yours faithfully

Adminfstrative Officer-HRD

Enclosure: DHR-ICMR Undertaking format

epartment of pathology, Sri Devaraj Urs Medical College, Kolar, Karnataka.

Copy 10: 1.Dr. Kalyani Raju, Professor. D
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Government of India
Ministry of Health and Familv Welfare

Department of Health Rescarch

HRD/DHR-ICMR/PG-20247 0563 Dated: 24-01-2025

To,

Dr. Hari Krishna Kamineni
Department of Pathology

Sri Devaraj Urs Medical College. Kolar
Post Bax No.7.Tumaka ,Kolar,
Karnataka Kolar Karnataka 563103
MDMS24JUN-0563

Subject:- DHR financial support for MD/MS/DM/NMCh/DNB/DrNB/MDS thesis program (2024 Batch)- reg.

SirMadam.

This ts in reference to your application seeking financial support from the Department of Health Research (DHR)
under a’m program for the study entitled “Expression of FZR1 and its association with pathological response score 1n breust
carcinoma patients undergoing neoadjuvant chemotherapy (nact): an observational study™ at Sri Devarai Urs Medical
College, Kolar under the guidance of Dr. Supreetha M.S. Associate Professor. Depantment of Pathologs. St Devoray Ui

Medical College. Kolar

On behall of Secretary DHR and DG ICMR. | am pleased to inform you that your proposal hias been selecied 1y
financial support under DHR-PG Thesis Program. You will be given a one time fellowship of Rs 1LOOGOD - (Ry. onc Likh
only) as a financial support for your PG thesis work. The amount will be dishursed in two mstaliments. The first mstalimens
of Rs. 25,000/- has been released ‘or will be released upon receipt of your bank details as regquired and the 2nd installniear
of Rs. 75,000/~ will be releaséd on submussion of the documents as listed below, upan completion of three and hall s curs
from date of this award letter or submission of PG thesis. whichever is earlier. The documents need to be duly approsed

and fenvarded by the competent authority of the host institute.

1. PG thesis submission certificate duly issued and signed by the competent authority of the host institute.

2. Summary of thesis work done duly signed and forwarded by the guide.

3. Cupy of the research publicanon(s) which needs to be releated to the PG thesis work and publistied i Pub\ e
indexed peer-reviewed joumal or SCESCIE indexed journals. Make sure thar the publication hoas du
acknow ledgement regarding funding support from Department of Health Rescarch tDHR)

You are required o submit the undertaking in ICMR format (enclosed) within two weeks of the recapt ot this
letter through email w: mrpemdthesis e pmatl.cony (kindly ignore. of it s already subomtted wnd Tt imssatlinent has becn

received).

NOTE: All email correspondences/querics to be sent through email only to icmrpgmdthesisa gmail.com anly.
Thanking you,

Yours Latlitully

.7 -
Administrative Ofticer-HRD
Enclosure: DHR-ICMR Undertaking format

I. Dr. Supreetha M S, Associate Professor Department of Pathology Sri Devaray Urs Medical College.

Copy to:
Kolar Most Box No.7.Tamaka .Kolar, Karnataka Kolar Karnataka 563103,
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TReeET TROR BURCT IRSINY QIIMOH, FWELE, Bondeth

RAJIV GANDHI UNIVERSITY OF HEALTH SCIENCES, KARNATAKA, BENGALURU

4% T Block, Jayanagar, Bengaluru - 560 041

RAJIV GANDHI UNIVERSITY OF HEALTH SCIENCES, BANGALORE
UNDER GRADUATE PROJECT APPROVAL ORDER

Sub: Orders for approval of research grants to the UG
students of affiliated institutions of RGUHS to
carryout research projects for the year 2024-
25.reg

Ref: 1. University notification No: RES/UG-

RANTS/212/2024-25 dated 03-01-2024

2. Approval of the 189t Syndicate meeting held
on 18-09-2024

Project Code UG24NUR0601

Subject and NURSING

faculty

Principal Swathi G

Investigator

College Sri Devaraj Urs College Of Nursing ,Tamaka.Kolar
Name of the Dr G Vijayalkshmi Professor and
Guide/Designation | Principal

and Dept

Research Project
Title

A Study to assess the Attitude and Behavior
towards Teaching and Learning Activities among
Teachers and Students at Selected Nursing
Colleges affiliated to RGUHS with a view to
develop guidelines

Research Grants
Sanctioned

15000

Duration of the
Project

Three months from the date of issue of amount
through NEFT/RTGS.

One of the main objectives of the University is to promote research activities in the
University affiliated colleges. In this regard University had invited applications for financial
assistance for conducting the research projects by the UG students of colleges affiliated to
RGUHS for the year 2024-25, wherein university received 915 research proposals. The Subject
Experts as suggested by the concerned BOS UG chairpersons and the Expert Committee have

scrutinized the research proposals and shortlisted them based on the criteria set out by the
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University. Such of the proposals which have fulfilled the norms, have been recommended by
the Expert Committee for sanction of research grants.

The Syndicate in its 189th meeting held on 18-09-2024 has approved to sanction the
grant-in-aid as per the recommendations of Expert Committee for 594 selected proposals in
Medical, Dental, Pharmacy, AYUSH, Nursing, Physiotherapy, Homoeopathy and Allied Health
Sciences for UG students for the year 2024-25.

As per the decision of the Syndicate the following orders are made.
ORDER NO. RGU/ADV-RES/UG-GRANTS /212/2024-25, DATED:20-09-2024
Pursuant to the approval of the Syndicate, sanction is hereby accorded for release of grant-

in-aid amounting to Rs.15000 ( Fifteen Thousand only) towards research proposal entitled " A
Study to assess the Attitude and Behavior towards Teaching and Learning Activities among
Teachers and Students at Selected Nursing Colleges affiliated to RGUHS with a view to develop
guidelines ", for the year 2024-25.

The Grant-in-aid will be released in the name of Head of the Institution subject to following
terms and conditions mentioned hereunder.

1

The maximum grant for the research project is 15000/-and duration of
the project is for 3 months from the date of release of the grant.

2 | The UG students studying in first and final year are not eligible to apply
for the research grant.

3 | The UG student shall inform the Dept of Research and development
regarding the receipt of the grant in the prescribed format within one
week after receiving the grant.

3 | Aresearch project has to be submitted under the guidance of a teaching
faculty from the same institute.

4 | Extension Proposal, if any should be submitted on or before one month
from the probable date of completion of the project.

5 | In case the whole or a part of the amount of the grant-in- aid is being
refunded, the accumulated bank interest also shall be refunded .

6 | The institute may refund any unspent amount of the research grant to
RGUHS by means of a Demand Draft favouring REGISTRAR, RGUHS,
Bangalore.

7 | Any expenditure incurred prior to the issue of the financial
sanction/approval order and after the expiry of the sanctioned duration
(ie. 3 months from the date the grant is credited to the research
account) will not be admissible unless & until the extension is sought.

If so, it shall extend till the extension period.

8 | The project and the accounts of project shall be open to inspection by
sanctioning authority/audit whenever the institute is called upon to do
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SO.

On completion of the Project one hard copy and soft copy of the final
report along with the utilization certificate, statement of expenditure,
and bills shall be submitted to the Department of Research and
Development. RGUHS

10

Fund allocated for the grant will cover the cost involved in getting the
necessary tests & experiments done for which prior approval is taken
from the Research and Development Department.

11

Honorarium shall not be claimed by Principal investigator or the Guide
from the funds allocated for the research project.

12

Publication of the final paper may be done in RGUHS Journal.

13

Intellectual Property Rights will be governed as per the guidelines
issued by RGUHS.

14

Grants shall NOT be utilised for the purchase /rental/lease of the
equipments (software/hardware) such as laptop, printers, notepads,
mobile, voice recorders, books, furniture, pen drive, printers, internet
charges, cartages, journals etc Equipments/ instruments, however
small or big should not be purchased from the research grant.

15

Refreshments for Patients/ students/data collection persons / drivers
etc. are NOT admissible from the research grant.

16

Project code issued by RGUHS has to be mentioned compulsorily in all
the communications /transactions with the department of Research
and Development.

17

In addition, the investigator/host institute must also acknowledge the
support provided to them in all publications, patents and any other
output emanating out of the project/program funded by RGUHS

18

Charges for travelling to RGUHS for collecting grants, courier charges
for sending to RGUHS, affidavit charges and Seal/stamp charges
cannot be claimed out of RGUHS research grants..

19

The Department of Research and Development RGUHS reserves the
right to terminate the grant at any stage and also initiate to recover the
amounts already dispersed under circumstances where it is convinced
that the grant has not been properly utilized or appropriate progress is
not being made or there is undue delay of the research work which
extends beyond the sanctioned period.

20

Institutions which misuse the funds sanctioned for research shall be
blacklisted & not allowed to participate in research grants program for a
period of 3 years. University reserves the right to initiate legal
proceedings against them if required.

21

The Guidelines regarding submission of bills and vouchers :
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e All the bills should be attested by head of the institute and PI
stating that “the amount claimed in the bill is utilized for research
purposes only”.

e All the bills should be GST bills and bills should have the

company’s /store’s Reg. number, PAN number, and GST
number.

e Under circumstances where GST bills are not available,
Producing copy of the GST exemption certificate is
mandatory..

e The expenditure for Travel , petrol, stationery, and etc.
should not be more than 40% of the research grants.

e Photo Copies of the Bills will not be accepted (even if it is
attested). Original bills have to be submitted.

e The bills for claiming TA/DA for presenting the research paper in
the conference shall be claimed out of the grants. However,
certificate of the Paper/poster presentation in the conference and
abstract of the presentation has to be submitted along with bills.

e Bills of LAB experiments/tests shall be submitted. The company
or lab shall certify the test reports that they have tested so many
samples/Patients. The PI should submit the certified reports
along with bills. Without certification Bills are not acceptable.

Govt Approved/accredited Labs may be preferred for conducting the
tests/ investigations.(Govt Approved List of labs may be obtained

from the website).

Researchers should purchase the items/chemicals/reagents/test kits
etc. as per the Govt. approved Rate contract list or they have to
certify that the items purchased by them is less than the Govt
approved rate contract list.

Prior permission from Research and Development, RGUHS has to be
taken if lab tests are to be done outside Karnataka or India.

If the commodity is ‘single source’ in a particular company , then a
certificate stating that the particular commodity available in that
company only shall be obtained from the company.

e The bills for the goods/samples/consumables/lab tests which the
Principal Investigator purchases/performs from the parent/sister
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institutions should have Service Tax accounting code/GST bills.
The Firm should provide Registration Certificates. Also the PI and
the Head of the Institution shall certify that the charges in the
parent/sister institution for that particular item/test is less than
the charges for the purchases/tests made outside.

e Payment of salaries/Honorarium to JRF/research assistants etc.
should be done through cheque /RTGS only (The details of the
Cheque and RTGS should be mentioned in vouchers) signed by
the receiver, PI and Head of the institute. There shall be no Cash
transactions.

e Statement of Expenditure should be submitted in accordance with
the bills enclosed along with details of payment made to the
vendors. If bills are not according to the statement of expenditure,
then such bills will not be accepted.

e College authorities shall maintain a stock register and register of
consumables. On every bill the stock registers details shall be
written along with the bills with the seal of the institution.

Further the Head of the Institution, the Guide and Principal Investigator has to
submit a joint affidavit duly signed the Head of the Institution, Guide and Principal
Investigator which has to be notarized mentioning all the conditions from SI. No. 1 to 21
and stating that they will be abide by the conditions stipulated in this order.

Only after the receipt of Pre-receipt certificate and the affidavit as above, further
process for release of research grant-in-aid will be initiated. These documents have to
be submitted to The Director, Research and Development, RGUHS (super scribing the
documents as "Undergraduate Research, Advanced Research proposal") either in

person or by post without fail.

\ ,'7'
7/ / O Add
' ~ DIRECTOR
RESEARCH & DEVELOPMENT
To,

1. Principal Investigator/ Guides of the research project
2. Head Of the Institution
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: 4% oales oR YdRUL MRERY DFRMUCD, IFKT, BondAD

; RAJIV GANDHI UNIVERSITY OF HEALTH SCIENCES, KARNATAKA, BENGALURU
s/

4% T Block, Jayanagar, Bengaluru - 560 041

RAJIV GANDHI UNIVERSITY OF HEALTH SCIENCES, BANGALORE

UNDER GRADUATE PROJECT APPROVAL ORDER

Sub: Orders for approval of research grants to the UG
students of affiliated institutions of RGUHS to
carryout research projects for the year 2024-
25.reg

Ref: 1. University notification No: RES/UG-

RANTS/212/2024-25 dated 03-01-2024

2. Approval of the 189t Syndicate meeting held
on 18-09-2024

Project Code UG24NUR0600

Subject and NURSING

faculty

Principal Alna Sara Eldhose

Investigator

College Sri devaraj urs college of nursing

Name of the Dr. Malathi K.V Associate
Guide/Designation | Professor

and Dept

Research Project
Title

A study to assess the prevalence of disability
among elderly and impact of IEC in management
of disability among elderly and their care given at
selected village of rural, Kolar

Research Grants
Sanctioned

15000

Duration of the
Project

Three months from the date of issue of amount
through NEFT/RTGS.

One of the main objectives of the University is to promote research activities in the
University affiliated colleges. In this regard University had invited applications for financial
assistance for conducting the research projects by the UG students of colleges affiliated to
RGUHS for the year 2024-25, wherein university received 915 research proposals. The Subject
Experts as suggested by the concerned BOS UG chairpersons and the Expert Committee have

scrutinized the research proposals and shortlisted them based on the criteria set out by the
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University. Such of the proposals which have fulfilled the norms, have been recommended by
the Expert Committee for sanction of research grants.

The Syndicate in its 189th meeting held on 18-09-2024 has approved to sanction the
grant-in-aid as per the recommendations of Expert Committee for 594 selected proposals in
Medical, Dental, Pharmacy, AYUSH, Nursing, Physiotherapy, Homoeopathy and Allied Health
Sciences for UG students for the year 2024-25.

As per the decision of the Syndicate the following orders are made.
ORDER NO. RGU/ADV-RES/UG-GRANTS /212/2024-25, DATED:20-09-2024
Pursuant to the approval of the Syndicate, sanction is hereby accorded for release of grant-

in-aid amounting to Rs.15000 ( Fifteen Thousand only) towards research proposal entitled " A
study to assess the prevalence of disability among elderly and impact of IEC in management of

disability among elderly and their care given at selected village of rural, Kolar
2024-25.

, for the year

The Grant-in-aid will be released in the name of Head of the Institution subject to following
terms and conditions mentioned hereunder.
1

The maximum grant for the research project is 15000/-and duration of
the project is for 3 months from the date of release of the grant.

2 | The UG students studying in first and final year are not eligible to apply
for the research grant.

3 | The UG student shall inform the Dept of Research and development
regarding the receipt of the grant in the prescribed format within one
week after receiving the grant.

3 | A research project has to be submitted under the guidance of a teaching
faculty from the same institute.

4 | Extension Proposal, if any should be submitted on or before one month
from the probable date of completion of the project.

5 | In case the whole or a part of the amount of the grant-in- aid is being
refunded, the accumulated bank interest also shall be refunded .

6 | The institute may refund any unspent amount of the research grant to
RGUHS by means of a Demand Draft favouring REGISTRAR, RGUHS,
Bangalore.

7 | Any expenditure incurred prior to the issue of the financial
sanction/approval order and after the expiry of the sanctioned duration
(ie. 3 months from the date the grant is credited to the research
account) will not be admissible unless & until the extension is sought.
If so, it shall extend till the extension period.

8 | The project and the accounts of project shall be open to inspection by
sanctioning authority/audit whenever the institute is called upon to do
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SO.

On completion of the Project one hard copy and soft copy of the final
report along with the utilization certificate, statement of expenditure,
and bills shall be submitted to the Department of Research and
Development. RGUHS

10

Fund allocated for the grant will cover the cost involved in getting the
necessary tests & experiments done for which prior approval is taken
from the Research and Development Department.

11

Honorarium shall not be claimed by Principal investigator or the Guide
from the funds allocated for the research project.

12

Publication of the final paper may be done in RGUHS Journal.

13

Intellectual Property Rights will be governed as per the guidelines
issued by RGUHS.

14

Grants shall NOT be utilised for the purchase /rental/lease of the
equipments (software/hardware) such as laptop, printers, notepads,
mobile, voice recorders, books, furniture, pen drive, printers, internet
charges, cartages, journals etc Equipments/ instruments, however
small or big should not be purchased from the research grant.

15

Refreshments for Patients/ students/data collection persons / drivers
etc. are NOT admissible from the research grant.

16

Project code issued by RGUHS has to be mentioned compulsorily in all
the communications /transactions with the department of Research
and Development.

17

In addition, the investigator/host institute must also acknowledge the
support provided to them in all publications, patents and any other
output emanating out of the project/program funded by RGUHS

18

Charges for travelling to RGUHS for collecting grants, courier charges
for sending to RGUHS, affidavit charges and Seal/stamp charges
cannot be claimed out of RGUHS research grants..

19

The Department of Research and Development RGUHS reserves the
right to terminate the grant at any stage and also initiate to recover the
amounts already dispersed under circumstances where it is convinced
that the grant has not been properly utilized or appropriate progress is
not being made or there is undue delay of the research work which
extends beyond the sanctioned period.

20

Institutions which misuse the funds sanctioned for research shall be
blacklisted & not allowed to participate in research grants program for a
period of 3 years. University reserves the right to initiate legal
proceedings against them if required.

21

The Guidelines regarding submission of bills and vouchers :
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e All the bills should be attested by head of the institute and PI
stating that “the amount claimed in the bill is utilized for research
purposes only”.

e All the bills should be GST bills and bills should have the

company’s /store’s Reg. number, PAN number, and GST
number.

e Under circumstances where GST bills are not available,
Producing copy of the GST exemption certificate is
mandatory..

e The expenditure for Travel , petrol, stationery, and etc.
should not be more than 40% of the research grants.

e Photo Copies of the Bills will not be accepted (even if it is
attested). Original bills have to be submitted.

e The bills for claiming TA/DA for presenting the research paper in
the conference shall be claimed out of the grants. However,
certificate of the Paper/poster presentation in the conference and
abstract of the presentation has to be submitted along with bills.

e Bills of LAB experiments/tests shall be submitted. The company
or lab shall certify the test reports that they have tested so many
samples/Patients. The PI should submit the certified reports
along with bills. Without certification Bills are not acceptable.

Govt Approved/accredited Labs may be preferred for conducting the
tests/ investigations.(Govt Approved List of labs may be obtained
from the website).

Researchers should purchase the items/chemicals/reagents/test kits
etc. as per the Govt. approved Rate contract list or they have to
certify that the items purchased by them is less than the Govt
approved rate contract list.

Prior permission from Research and Development, RGUHS has to be
taken if lab tests are to be done outside Karnataka or India.

If the commodity is ‘single source’ in a particular company , then a
certificate stating that the particular commodity available in that
company only shall be obtained from the company.

e The bills for the goods/samples/consumables/lab tests which the
Principal Investigator purchases/performs from the parent/sister
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institutions should have Service Tax accounting code/GST bills.
The Firm should provide Registration Certificates. Also the PI and
the Head of the Institution shall certify that the charges in the
parent/sister institution for that particular item/test is less than
the charges for the purchases/tests made outside.

e Payment of salaries/Honorarium to JRF/research assistants etc.
should be done through cheque /RTGS only (The details of the
Cheque and RTGS should be mentioned in vouchers) signed by
the receiver, PI and Head of the institute. There shall be no Cash
transactions.

e Statement of Expenditure should be submitted in accordance with
the bills enclosed along with details of payment made to the
vendors. If bills are not according to the statement of expenditure,
then such bills will not be accepted.

e College authorities shall maintain a stock register and register of
consumables. On every bill the stock registers details shall be
written along with the bills with the seal of the institution.

Further the Head of the Institution, the Guide and Principal Investigator has to
submit a joint affidavit duly signed the Head of the Institution, Guide and Principal
Investigator which has to be notarized mentioning all the conditions from SI. No. 1 to 21
and stating that they will be abide by the conditions stipulated in this order.

Only after the receipt of Pre-receipt certificate and the affidavit as above, further
process for release of research grant-in-aid will be initiated. These documents have to
be submitted to The Director, Research and Development, RGUHS (super scribing the
documents as "Undergraduate Research, Advanced Research proposal") either in
person or by post without fail.

A 17 =
N/ 5/,@«4»— yd
Pl bt
' ~ DIRECTOR
RESEARCH & DEVELOPMENT
To,

1. Principal Investigator/ Guides of the research project
2. Head Of the Institution
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TReeET TROR BURCT IRSINY QIIMOH, FWELE, Bondeth

RAJIV GANDHI UNIVERSITY OF HEALTH SCIENCES, KARNATAKA, BENGALURU
4% T Block, Jayanagar, Bengaluru - 560 041

RAJIV GANDHI UNIVERSITY OF HEALTH SCIENCES, BANGALORE
UNDER GRADUATE PROJECT APPROVAL ORDER

Sub: Orders for approval of research grants to the UG
students of affiliated institutions of RGUHS to
carryout research projects for the year 2024-
25.reg

Ref: 1. University notification No: RES/UG-

RANTS/212/2024-25 dated 03-01-2024

2. Approval of the 189t Syndicate meeting held
on 18-09-2024

Project Code UG24NURO0597

Subject and NURSING

faculty

Principal Anumol K Biju

Investigator

College Sri Devaraj Urs College of Nursing

Name of the Dr. Lavanya Subhashini Vice
Guide/Designation | Principal and HOD

and Dept

Research Project
Title

A study to compare the quality of life, the child
adjustment and social support of only child and
child with siblings in selected schools of Kolar.,

Research Grants
Sanctioned

15000

Duration of the
Project

Three months from the date of issue of amount
through NEFT /RTGS.

One of the main objectives of the University is to promote research activities in the
University affiliated colleges. In this regard University had invited applications for financial
assistance for conducting the research projects by the UG students of colleges affiliated to
RGUHS for the year 2024-25, wherein university received 915 research proposals. The Subject
Experts as suggested by the concerned BOS UG chairpersons and the Expert Committee have

scrutinized the research proposals and shortlisted them based on the criteria set out by the
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University. Such of the proposals which have fulfilled the norms, have been recommended by

the Expert Committee for sanction of research grants.

grant-in-aid as per the recommendations of Expert Committee for 594 selected proposals in

Medical, Dental, Pharmacy, AYUSH, Nursing, Physiotherapy, Homoeopathy and Allied Health

The Syndicate in its 189th meeting held on 18-09-2024 has approved to sanction the

Sciences for UG students for the year 2024-25.

As per the decision of the Syndicate the following orders are made.

ORDER NO. RGU/ADV-RES/UG-GRANTS /212/2024-25, DATED:20-09-2024

in-aid amounting to Rs.15000 ( Fifteen Thousand only) towards research proposal entitled " A

study to compare the quality of life, the child adjustment and social support of only child and

Pursuant to the approval of the Syndicate, sanction is hereby accorded for release of grant-

child with siblings in selected schools of Kolar., ", for the year 2024-25.

The Grant-in-aid will be released in the name of Head of the Institution subject to following

terms and conditions mentioned hereunder.

1

The maximum grant for the research projectis 15000/-and duration of
the project is for 3 months from the date of release of the grant.

The UG students studying in first and final year are not eligible to apply
for the research grant.

The UG student shall inform the Dept of Research and development
regarding the receipt of the grant in the prescribed format within one
week after receiving the grant.

A research project has to be submitted under the guidance of a teaching
faculty from the same institute.

Extension Proposal, if any should be submitted on or before one month
from the probable date of completion of the project.

In case the whole or a part of the amount of the grant-in- aid is being
refunded, the accumulated bank interest also shall be refunded .

The institute may refund any unspent amount of the research grant to
RGUHS by means of a Demand Draft favouring REGISTRAR, RGUHS,
Bangalore.

Any expenditure incurred prior to the issue of the financial
sanction/approval order and after the expiry of the sanctioned duration
(ie. 3 months from the date the grant is credited to the research
account) will not be admissible unless & until the extension is sought.
If so, it shall extend till the extension period.

The project and the accounts of project shall be open to inspection by
sanctioning authority/audit whenever the institute is called upon to do
so.
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On completion of the Project one hard copy and soft copy of the final
report along with the utilization certificate, statement of expenditure,
and bills shall be submitted to the Department of Research and
Development. RGUHS

10

Fund allocated for the grant will cover the cost involved in getting the
necessary tests & experiments done for which prior approval is taken
from the Research and Development Department.

11

Honorarium shall not be claimed by Principal investigator or the Guide
from the funds allocated for the research project.

12

Publication of the final paper may be done in RGUHS Journal.

13

Intellectual Property Rights will be governed as per the guidelines
issued by RGUHS.

14

Grants shall NOT be utilised for the purchase /rental/lease of the
equipments (software/hardware) such as laptop, printers, notepads,
mobile, voice recorders, books, furniture, pen drive, printers, internet
charges, cartages, journals etc Equipments/ instruments, however
small or big should not be purchased from the research grant.

15

Refreshments for Patients/ students/data collection persons / drivers
etc. are NOT admissible from the research grant.

16

Project code issued by RGUHS has to be mentioned compulsorily in all
the communications /transactions with the department of Research
and Development.

17

In addition, the investigator/host institute must also acknowledge the
support provided to them in all publications, patents and any other
output emanating out of the project/program funded by RGUHS

18

Charges for travelling to RGUHS for collecting grants, courier charges
for sending to RGUHS, affidavit charges and Seal/stamp charges
cannot be claimed out of RGUHS research grants..

19

The Department of Research and Development RGUHS reserves the
right to terminate the grant at any stage and also initiate to recover the
amounts already dispersed under circumstances where it is convinced
that the grant has not been properly utilized or appropriate progress is
not being made or there is undue delay of the research work which
extends beyond the sanctioned period.

20

Institutions which misuse the funds sanctioned for research shall be
blacklisted & not allowed to participate in research grants program for a
period of 3 years. University reserves the right to initiate legal
proceedings against them if required.

21

The Guidelines regarding submission of bills and vouchers :
e All the bills should be attested by head of the institute and PI
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stating that “the amount claimed in the bill is utilized for research
purposes only”.
e All the bills should be GST bills and bills should have the

company’s /store’s Reg. number, PAN number, and GST
number.

¢ Under circumstances where GST bills are not available,
Producing copy of the GST exemption -certificate is
mandatory..

e The expenditure for Travel , petrol, stationery, and etc.
should not be more than 40% of the research grants.

e Photo Copies of the Bills will not be accepted (even if it is
attested). Original bills have to be submitted.

e The bills for claiming TA/DA for presenting the research paper in
the conference shall be claimed out of the grants. However,
certificate of the Paper/poster presentation in the conference and
abstract of the presentation has to be submitted along with bills.

e Bills of LAB experiments/tests shall be submitted. The company
or lab shall certify the test reports that they have tested so many
samples/Patients. The PI should submit the certified reports
along with bills. Without certification Bills are not acceptable.

Govt Approved/accredited Labs may be preferred for conducting the
tests/ investigations.(Govt Approved List of labs may be obtained

from the website).

Researchers should purchase the items/chemicals/reagents/test kits
etc. as per the Govt. approved Rate contract list or they have to
certify that the items purchased by them is less than the Govt
approved rate contract list.

Prior permission from Research and Development, RGUHS has to be
taken if lab tests are to be done outside Karnataka or India.

If the commodity is ‘single source’ in a particular company , then a
certificate stating that the particular commodity available in that
company only shall be obtained from the company.

e The bills for the goods/samples/consumables/lab tests which the
Principal Investigator purchases/performs from the parent/sister
institutions should have Service Tax accounting code/GST bills.
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The Firm should provide Registration Certificates. Also the PI and
the Head of the Institution shall certify that the charges in the
parent/sister institution for that particular item/test is less than
the charges for the purchases/tests made outside.

e Payment of salaries/Honorarium to JRF /research assistants etc.
should be done through cheque /RTGS only (The details of the
Cheque and RTGS should be mentioned in vouchers) signed by
the receiver, PI and Head of the institute. There shall be no Cash
transactions.

e Statement of Expenditure should be submitted in accordance with
the bills enclosed along with details of payment made to the
vendors. If bills are not according to the statement of expenditure,
then such bills will not be accepted.

e C(College authorities shall maintain a stock register and register of
consumables. On every bill the stock registers details shall be
written along with the bills with the seal of the institution.

Further the Head of the Institution, the Guide and Principal Investigator has to
submit a joint affidavit duly signed the Head of the Institution, Guide and Principal
Investigator which has to be notarized mentioning all the conditions from SI. No. 1 to 21
and stating that they will be abide by the conditions stipulated in this order.

Only after the receipt of Pre-receipt certificate and the affidavit as above, further
process for release of research grant-in-aid will be initiated. These documents have to
be submitted to The Director, Research and Development, RGUHS (super scribing the
documents as "Undergraduate Research, Advanced Research proposal") either in
person or by post without fail.

N/ [__Lonll
P lpse—t r
) " DIRECTOR
RESEARCH & DEVELOPMENT
To,

1. Principal Investigator/ Guides of the research project
2. Head Of the Institution
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TReeET TROR BURCT IRSINY QIIMOH, FWELE, Bondeth

RAJIV GANDHI UNIVERSITY OF HEALTH SCIENCES, KARNATAKA, BENGALURU
4% T Block, Jayanagar, Bengaluru - 560 041

RAJIV GANDHI UNIVERSITY OF HEALTH SCIENCES, BANGALORE
UNDER GRADUATE PROJECT APPROVAL ORDER

Sub: Orders for approval of research grants to the UG
students of affiliated institutions of RGUHS to
carryout research projects for the year 2024-
25.reg

Ref: 1. University notification No: RES/UG-
RANTS/212/2024-25 dated 03-01-2024

2. Approval of the 189t Syndicate meeting held
on 18-09-2024

Project Code UG24NURO0598

Subject and NURSING

faculty

Principal ALLENDEENA MARIYA DIMBLE

Investigator

College SRI DEVARA] URS COLLEGE OF NURSING
Name of the Mrs.Ramya.M Assistant Professor
Guide/Designation

and Dept

Research Project A STUDY TO ASSESS SOCIAL SUPPORT QUALITY
Title OF LIFE AND MENTAL HEALTH STATUS AMONG

ORAL CANCER PATIENTS IN A SELECTED
HOSPITAL, KOLAR.

Research Grants 15000

Sanctioned
Duration of the Three months from the date of issue of amount
Project through NEFT/RTGS.

One of the main objectives of the University is to promote research activities in the
University affiliated colleges. In this regard University had invited applications for financial
assistance for conducting the research projects by the UG students of colleges affiliated to
RGUHS for the year 2024-25, wherein university received 915 research proposals. The Subject
Experts as suggested by the concerned BOS UG chairpersons and the Expert Committee have

scrutinized the research proposals and shortlisted them based on the criteria set out by the

163



University. Such of the proposals which have fulfilled the norms, have been recommended by

the Expert Committee for sanction of research grants.

grant-in-aid as per the recommendations of Expert Committee for 594 selected proposals in

Medical, Dental, Pharmacy, AYUSH, Nursing, Physiotherapy, Homoeopathy and Allied Health

The Syndicate in its 189th meeting held on 18-09-2024 has approved to sanction the

Sciences for UG students for the year 2024-25.

As per the decision of the Syndicate the following orders are made.

ORDER NO. RGU/ADV-RES/UG-GRANTS /212/2024-25, DATED:20-09-2024

in-aid amounting to Rs.15000 ( Fifteen Thousand only) towards research proposal entitled " A
STUDY TO ASSESS SOCIAL SUPPORT QUALITY OF LIFE AND MENTAL HEALTH STATUS AMONG

Pursuant to the approval of the Syndicate, sanction is hereby accorded for release of grant-

ORAL CANCER PATIENTS IN A SELECTED HOSPITAL, KOLAR. ", for the year 2024-25.

The Grant-in-aid will be released in the name of Head of the Institution subject to following

terms and conditions mentioned hereunder.

1

The maximum grant for the research projectis 15000/-and duration of
the project is for 3 months from the date of release of the grant.

The UG students studying in first and final year are not eligible to apply
for the research grant.

The UG student shall inform the Dept of Research and development
regarding the receipt of the grant in the prescribed format within one
week after receiving the grant.

A research project has to be submitted under the guidance of a teaching
faculty from the same institute.

Extension Proposal, if any should be submitted on or before one month
from the probable date of completion of the project.

In case the whole or a part of the amount of the grant-in- aid is being
refunded, the accumulated bank interest also shall be refunded .

The institute may refund any unspent amount of the research grant to
RGUHS by means of a Demand Draft favouring REGISTRAR, RGUHS,
Bangalore.

Any expenditure incurred prior to the issue of the financial
sanction/approval order and after the expiry of the sanctioned duration
(ie. 3 months from the date the grant is credited to the research
account) will not be admissible unless & until the extension is sought.
If so, it shall extend till the extension period.

The project and the accounts of project shall be open to inspection by
sanctioning authority/audit whenever the institute is called upon to do
so.
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On completion of the Project one hard copy and soft copy of the final
report along with the utilization certificate, statement of expenditure,
and bills shall be submitted to the Department of Research and
Development. RGUHS

10

Fund allocated for the grant will cover the cost involved in getting the
necessary tests & experiments done for which prior approval is taken
from the Research and Development Department.

11

Honorarium shall not be claimed by Principal investigator or the Guide
from the funds allocated for the research project.

12

Publication of the final paper may be done in RGUHS Journal.

13

Intellectual Property Rights will be governed as per the guidelines
issued by RGUHS.

14

Grants shall NOT be utilised for the purchase /rental/lease of the
equipments (software/hardware) such as laptop, printers, notepads,
mobile, voice recorders, books, furniture, pen drive, printers, internet
charges, cartages, journals etc Equipments/ instruments, however
small or big should not be purchased from the research grant.

15

Refreshments for Patients/ students/data collection persons / drivers
etc. are NOT admissible from the research grant.

16

Project code issued by RGUHS has to be mentioned compulsorily in all
the communications /transactions with the department of Research
and Development.

17

In addition, the investigator/host institute must also acknowledge the
support provided to them in all publications, patents and any other
output emanating out of the project/program funded by RGUHS

18

Charges for travelling to RGUHS for collecting grants, courier charges
for sending to RGUHS, affidavit charges and Seal/stamp charges
cannot be claimed out of RGUHS research grants..

19

The Department of Research and Development RGUHS reserves the
right to terminate the grant at any stage and also initiate to recover the
amounts already dispersed under circumstances where it is convinced
that the grant has not been properly utilized or appropriate progress is
not being made or there is undue delay of the research work which
extends beyond the sanctioned period.

20

Institutions which misuse the funds sanctioned for research shall be
blacklisted & not allowed to participate in research grants program for a
period of 3 years. University reserves the right to initiate legal
proceedings against them if required.

21

The Guidelines regarding submission of bills and vouchers :
e All the bills should be attested by head of the institute and PI
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stating that “the amount claimed in the bill is utilized for research
purposes only”.
e All the bills should be GST bills and bills should have the

company’s /store’s Reg. number, PAN number, and GST
number.

¢ Under circumstances where GST bills are not available,
Producing copy of the GST exemption -certificate is
mandatory..

e The expenditure for Travel , petrol, stationery, and etc.
should not be more than 40% of the research grants.

e Photo Copies of the Bills will not be accepted (even if it is
attested). Original bills have to be submitted.

e The bills for claiming TA/DA for presenting the research paper in
the conference shall be claimed out of the grants. However,
certificate of the Paper/poster presentation in the conference and
abstract of the presentation has to be submitted along with bills.

e Bills of LAB experiments/tests shall be submitted. The company
or lab shall certify the test reports that they have tested so many
samples/Patients. The PI should submit the certified reports
along with bills. Without certification Bills are not acceptable.

Govt Approved/accredited Labs may be preferred for conducting the
tests/ investigations.(Govt Approved List of labs may be obtained

from the website).

Researchers should purchase the items/chemicals/reagents/test kits
etc. as per the Govt. approved Rate contract list or they have to
certify that the items purchased by them is less than the Govt
approved rate contract list.

Prior permission from Research and Development, RGUHS has to be
taken if lab tests are to be done outside Karnataka or India.

If the commodity is ‘single source’ in a particular company , then a
certificate stating that the particular commodity available in that
company only shall be obtained from the company.

e The bills for the goods/samples/consumables/lab tests which the
Principal Investigator purchases/performs from the parent/sister
institutions should have Service Tax accounting code/GST bills.
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The Firm should provide Registration Certificates. Also the PI and
the Head of the Institution shall certify that the charges in the
parent/sister institution for that particular item/test is less than
the charges for the purchases/tests made outside.

e Payment of salaries/Honorarium to JRF /research assistants etc.
should be done through cheque /RTGS only (The details of the
Cheque and RTGS should be mentioned in vouchers) signed by
the receiver, PI and Head of the institute. There shall be no Cash
transactions.

e Statement of Expenditure should be submitted in accordance with
the bills enclosed along with details of payment made to the
vendors. If bills are not according to the statement of expenditure,
then such bills will not be accepted.

e C(College authorities shall maintain a stock register and register of
consumables. On every bill the stock registers details shall be
written along with the bills with the seal of the institution.

Further the Head of the Institution, the Guide and Principal Investigator has to
submit a joint affidavit duly signed the Head of the Institution, Guide and Principal
Investigator which has to be notarized mentioning all the conditions from SI. No. 1 to 21
and stating that they will be abide by the conditions stipulated in this order.

Only after the receipt of Pre-receipt certificate and the affidavit as above, further
process for release of research grant-in-aid will be initiated. These documents have to
be submitted to The Director, Research and Development, RGUHS (super scribing the
documents as "Undergraduate Research, Advanced Research proposal") either in
person or by post without fail.

A r,x'
1/ / i
. ~ DIRECTOR
RESEARCH & DEVELOPMENT
To,

1. Principal Investigator/ Guides of the research project
2. Head Of the Institution
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TReeET TROR BURCT IRSINY QIIMOH, FWELE, Bondeth

RAJIV GANDHI UNIVERSITY OF HEALTH SCIENCES, KARNATAKA, BENGALURU

4% T Block, Jayanagar, Bengaluru - 560 041

RAJIV GANDHI UNIVERSITY OF HEALTH SCIENCES, BANGALORE
UNDER GRADUATE PROJECT APPROVAL ORDER

Sub: Orders for approval of research grants to the UG
students of affiliated institutions of RGUHS to
carryout research projects for the year 2024-
25.reg

Ref: 1. University notification No: RES/UG-

RANTS/212/2024-25 dated 03-01-2024

2. Approval of the 189t Syndicate meeting held
on 18-09-2024

Project Code UG24NURO0599

Subject and NURSING

faculty

Principal MS. JITTY SARA THOMAS

Investigator

College SRI DEVARA] URS COLLEGE OF NURSING
Name of the DR.ZEANATH CARIENA]
Guide/Designation | PROFESSOR & HOD

and Dept

Research Project
Title

Perception and Satisfaction regarding
Competency- Based Nursing Curriculum among
Nurse Educators Working at Selected Institutions,
Kolar ,Karnataka.

Research Grants
Sanctioned

12000

Duration of the
Project

Three months from the date of issue of amount
through NEFT/RTGS.

One of the main objectives of the University is to promote research activities in the
University affiliated colleges. In this regard University had invited applications for financial
assistance for conducting the research projects by the UG students of colleges affiliated to
RGUHS for the year 2024-25, wherein university received 915 research proposals. The Subject
Experts as suggested by the concerned BOS UG chairpersons and the Expert Committee have

scrutinized the research proposals and shortlisted them based on the criteria set out by the
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University. Such of the proposals which have fulfilled the norms, have been recommended by

the Expert Committee for sanction of research grants.

grant-in-aid as per the recommendations of Expert Committee for 594 selected proposals in

Medical, Dental, Pharmacy, AYUSH, Nursing, Physiotherapy, Homoeopathy and Allied Health

The Syndicate in its 189th meeting held on 18-09-2024 has approved to sanction the

Sciences for UG students for the year 2024-25.

As per the decision of the Syndicate the following orders are made.

ORDER NO. RGU/ADV-RES/UG-GRANTS /212/2024-25, DATED:20-09-2024

in-aid amounting to Rs.12000 ( Twelve Thousand only) towards research proposal entitled "

Perception and Satisfaction regarding Competency- Based Nursing Curriculum among Nurse

Pursuant to the approval of the Syndicate, sanction is hereby accorded for release of grant-

Educators Working at Selected Institutions, Kolar ,Karnataka. ", for the year 2024-25.

The Grant-in-aid will be released in the name of Head of the Institution subject to following

terms and conditions mentioned hereunder.

1

The maximum grant for the research projectis 15000/-and duration of
the project is for 3 months from the date of release of the grant.

The UG students studying in first and final year are not eligible to apply
for the research grant.

The UG student shall inform the Dept of Research and development
regarding the receipt of the grant in the prescribed format within one
week after receiving the grant.

A research project has to be submitted under the guidance of a teaching
faculty from the same institute.

Extension Proposal, if any should be submitted on or before one month
from the probable date of completion of the project.

In case the whole or a part of the amount of the grant-in- aid is being
refunded, the accumulated bank interest also shall be refunded .

The institute may refund any unspent amount of the research grant to
RGUHS by means of a Demand Draft favouring REGISTRAR, RGUHS,
Bangalore.

Any expenditure incurred prior to the issue of the financial
sanction/approval order and after the expiry of the sanctioned duration
(ie. 3 months from the date the grant is credited to the research
account) will not be admissible unless & until the extension is sought.
If so, it shall extend till the extension period.

The project and the accounts of project shall be open to inspection by
sanctioning authority/audit whenever the institute is called upon to do
so.
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On completion of the Project one hard copy and soft copy of the final
report along with the utilization certificate, statement of expenditure,
and bills shall be submitted to the Department of Research and
Development. RGUHS

10

Fund allocated for the grant will cover the cost involved in getting the
necessary tests & experiments done for which prior approval is taken
from the Research and Development Department.

11

Honorarium shall not be claimed by Principal investigator or the Guide
from the funds allocated for the research project.

12

Publication of the final paper may be done in RGUHS Journal.

13

Intellectual Property Rights will be governed as per the guidelines
issued by RGUHS.

14

Grants shall NOT be utilised for the purchase /rental/lease of the
equipments (software/hardware) such as laptop, printers, notepads,
mobile, voice recorders, books, furniture, pen drive, printers, internet
charges, cartages, journals etc Equipments/ instruments, however
small or big should not be purchased from the research grant.

15

Refreshments for Patients/ students/data collection persons / drivers
etc. are NOT admissible from the research grant.

16

Project code issued by RGUHS has to be mentioned compulsorily in all
the communications /transactions with the department of Research
and Development.

17

In addition, the investigator/host institute must also acknowledge the
support provided to them in all publications, patents and any other
output emanating out of the project/program funded by RGUHS

18

Charges for travelling to RGUHS for collecting grants, courier charges
for sending to RGUHS, affidavit charges and Seal/stamp charges
cannot be claimed out of RGUHS research grants..

19

The Department of Research and Development RGUHS reserves the
right to terminate the grant at any stage and also initiate to recover the
amounts already dispersed under circumstances where it is convinced
that the grant has not been properly utilized or appropriate progress is
not being made or there is undue delay of the research work which
extends beyond the sanctioned period.

20

Institutions which misuse the funds sanctioned for research shall be
blacklisted & not allowed to participate in research grants program for a
period of 3 years. University reserves the right to initiate legal
proceedings against them if required.

21

The Guidelines regarding submission of bills and vouchers :
e All the bills should be attested by head of the institute and PI

170



stating that “the amount claimed in the bill is utilized for research
purposes only”.
e All the bills should be GST bills and bills should have the

company’s /store’s Reg. number, PAN number, and GST
number.

¢ Under circumstances where GST bills are not available,
Producing copy of the GST exemption -certificate is
mandatory..

e The expenditure for Travel , petrol, stationery, and etc.
should not be more than 40% of the research grants.

e Photo Copies of the Bills will not be accepted (even if it is
attested). Original bills have to be submitted.

e The bills for claiming TA/DA for presenting the research paper in
the conference shall be claimed out of the grants. However,
certificate of the Paper/poster presentation in the conference and
abstract of the presentation has to be submitted along with bills.

e Bills of LAB experiments/tests shall be submitted. The company
or lab shall certify the test reports that they have tested so many
samples/Patients. The PI should submit the certified reports
along with bills. Without certification Bills are not acceptable.

Govt Approved/accredited Labs may be preferred for conducting the
tests/ investigations.(Govt Approved List of labs may be obtained

from the website).

Researchers should purchase the items/chemicals/reagents/test kits
etc. as per the Govt. approved Rate contract list or they have to
certify that the items purchased by them is less than the Govt
approved rate contract list.

Prior permission from Research and Development, RGUHS has to be
taken if lab tests are to be done outside Karnataka or India.

If the commodity is ‘single source’ in a particular company , then a
certificate stating that the particular commodity available in that
company only shall be obtained from the company.

e The bills for the goods/samples/consumables/lab tests which the
Principal Investigator purchases/performs from the parent/sister
institutions should have Service Tax accounting code/GST bills.
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The Firm should provide Registration Certificates. Also the PI and
the Head of the Institution shall certify that the charges in the
parent/sister institution for that particular item/test is less than
the charges for the purchases/tests made outside.

e Payment of salaries/Honorarium to JRF /research assistants etc.
should be done through cheque /RTGS only (The details of the
Cheque and RTGS should be mentioned in vouchers) signed by
the receiver, PI and Head of the institute. There shall be no Cash
transactions.

e Statement of Expenditure should be submitted in accordance with
the bills enclosed along with details of payment made to the
vendors. If bills are not according to the statement of expenditure,
then such bills will not be accepted.

e C(College authorities shall maintain a stock register and register of
consumables. On every bill the stock registers details shall be
written along with the bills with the seal of the institution.

Further the Head of the Institution, the Guide and Principal Investigator has to
submit a joint affidavit duly signed the Head of the Institution, Guide and Principal
Investigator which has to be notarized mentioning all the conditions from SI. No. 1 to 21
and stating that they will be abide by the conditions stipulated in this order.

Only after the receipt of Pre-receipt certificate and the affidavit as above, further
process for release of research grant-in-aid will be initiated. These documents have to
be submitted to The Director, Research and Development, RGUHS (super scribing the
documents as "Undergraduate Research, Advanced Research proposal") either in
person or by post without fail.

\ o
] I
n/ / O Al
N ~ DIRECTOR
RESEARCH & DEVELOPMENT
To,

1. Principal Investigator/ Guides of the research project
2. Head Of the Institution
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Date:20-03-2023
IR'()H( T \l’l’l{()\ AL ORDER

Sub: | Orders fo
’ affiliated lm‘}:‘zm\ al of research grants to the teaching f aculties of'
| € Stitutions of R - e
| the vear 2022.93 e RGUHS to carryout mumh projects for
Ref: 1. Univ e |
Y wn\vn»\ hotification No: RGU/ADY. RES/BR/122/2022-23 dated:
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Pr Q;eu C odc
Name of the
Principal
Investigator

COHCgC Address | Sri De\amj Uts Lollu’u of Nu Sing. f'vmqk'l Kolar

‘~_ “NURJQ

Dr. 1 avanya Subhashini

Faculty : Nursing

T u L o -L‘_‘ e —— S
}i:es;earch Project : Impact of Mobile based Dev elopmental Suppomu Care
ke (DSC) intervention on preterm infants outcome, parentai
, stress and parental infant interaction among parents of

~—_preterm infants at NICU of sclected Hospital Kolar.
Research Grmts © 50000

~Sanctioned R

Duration of the “Two Years from the date of receiving the First
Project Instalment of Rescarch Grants through RTGS. _

Onc of the main objectives of RGUHS is to promote research activities in its
affiliated colleges. In this regard. the University had invited applications from teaching
faculties of RGUHS affiliated institutions to apply for research projects wherein grant-in -
aid will be provided by RGUHS for conducting the research proposals for the vear 2022-
2023. The Subject Experts as suggested by the concerned Dean of faculty and the Resecarch
Advisory Committee have scrutinized the research proposals and shortlisted them based
on the criteria set out by the University. Such of the proposals which have fulfilled the
norms, have been recommended by the Expert Committee for sanction of research grants.

The Syndicate in its178th meeting held on 27-02-2023 has approved to sanction
the grant-in-aid as per the recommendations of Research Advisory Committee for 32

selected proposals from various courses for the vear 2022-23,

As per the decision of the Syndicate following orders are made.

ORDER NO:RGUHS/ADV-RES/FR/122/2022-23 DATED:20-03-2023
% %
o -
%Q QQ:’X/\)\J——»’ qu,q W pl
% AC 4 Prm

. Sri Devaraj Urs Colle .
' ' College of Nursing : j Urs College of Nursing
Sri Devaraj Urs . 563101, Tamaka, Kelar-563103
Tamaka, Kelat-2




Pursuant to the orders ofthe Syndicate. sanction is hereby accorded for release ol\
al-;nu..i11~zli<1 amounting o R S(l()()‘(l(l{up@ l'ifi\ 1 hun:\';md only ) owards above
mentioned rescareh Proposal for the vear 2022223 i gl |

This Grant-in-aid is subject (o {hc e & eonditions laid down in the Afidavit and
jatest audit Guidelines. -

The Grant-in-aid will be released in the name of Head of the Institution. [ollowing

bifurcation of the budget i as follows: I

[ The bifurcation of grant-in-aid as per the above eriteria applicable is s fOlOWS:

‘T' First Instalmente ¢ %000

| _50% of the total research grants
Second Instalment 12500

__ 25% of the total research grants J

—
—— !

Third Instalment

| ‘ 7500
l}* 15% of the total research grants | —
[ Fourth Instalment F)(SOO -

. 10% of the total research grants

. TOTAL

— T e 3af |
* Please note that above bifurcation of grants is provisional. If any change/s 18/

lare required in the bifurcation. of amount under sub-heads. the approval of Research |
Advisory Committee shall be obtained. '

__S%_.Tg(‘)(—)db —_ ] 7 ; /.-j

& 70% of the amount in each instalment shall be for the research proper apd onlé
130% can be utilized towards honorarium, contingency, Publication. registration an
|travel for paper presentation. -

The Principal Investigators should strictly follow the latest audit guidelines issued by the RGUHS.
{ The guidelines will be sent shortly)

Further, the Principal / Head of the Institution and Principal Investigator has to
submit the affidavit in the given format in Rs.+00 stamp paper with notary signaturc, duly
signed by both the Principal / Head of the Institution and Principal Investigator.

RTGS will be sent to the research account on production of Pre-receipt and the
notarised affidavit in person at Advanced Research Wing of RGUHS. Ground floor, before
10-04-2023.

Sanctioned amount shall be sent through RTGS to the Head of the‘ Institutions only.

REGISTRAR
To . ex,

1. Principal Investigators of the above Research project
2. Principal/ Dean/Director of the Institution / College for information

it
N e .
Sogove &

> Principal

Sri Bevaraj Urs College oi (f;ilurs’m') Sei Devaraj Urs Callege of Nursing
Tamaka, Kelar-563 Famaka, Kul.lr<5(;.‘;1(1k




NURSING RESEARCH SOCIETY OF INDIA (NRSI)

\NWWNRSINDIA ORG Reg.. $/1/18421 OF 1987 Email: nrsiindia@gmail.co

RESIDENT SECRETARY
Assuma Beevi T.M. Dr. Blessy Antony

Principal, St. Francis College of Nursing, Indore
Mob: 9893510257

Email: blessyantony2009@gmail.com

.. MIMS Academy, Malappuram (Kerala)
. 0805780859
il asmameeran@gmail.com

VICE PRESIDENT Ref. No. NRSI1/2023/018 Date: 05/10/2023
P Sharma
"\“‘Ccﬂ To

.1ikaka Topawala Institute of
ng- Charusat
3140364743

wlsharma.nur@gmail.com

Dr. G.Vijaylakshmi
Principal and HOD of Nursing Foundation
SriDevraj urs college of Nursing

Kolar
7 SECRETARY
Mandal Dear Pland Co-Pls
. We feel delighted to inform that research proposal titled "Effectiveness of video-based early post-
operative oral exercises to improve the swallowing functions among patients with oral cancer”
5331483508

submitted by PI - Dr. G.Vijaylakshmi (Principal, SDUAHER) and Co-Pls Mrs. Rashmi
(Asst.Prof. SDUAHER) and Dr.Sumana (Speech Therapist, SDUAHER) has been quepud for
financial support by NRSI-NSGR for the second set of seed grants from July to December 2023.

iatakrishnendu@yahoo.com

REASURER
wets Pattnaik We are pleased to grant you financial support in the amount of Rs 15.000 for your project. The
‘==sor. Choithram College of funds will be disbursed upon the successful completion of the project. In return for this support.
r Indore we kindly request the following commitments from your team:

1829190222 @® Provide an interim progress report six months from the date of this letter.
shweta. pattnaik24@gmail.com

® Submit the final report in IMRAD format within 12 months from the date of this letter.
STOR @ Preparc a manuscript in publishable form for consideration in the NRSI journal.
cant ® Acknowledge NRSlin the published manuscript based on the study.
@® Include an audited utilization certificate of the grant with the manuscript submission.
k DlTQR ® Prescnt the results of the study at the NRSI national conference.

’j;fil:e;eﬂof Nursing, @® Ensure 'thaf all submissions to NRSI (report, utilization certificate) are signed by the Head of
vilapuram (Kerala) th.cllrnstltut‘mn. n | | . ' e - o
9497819976 To facilitate the transfer yof the grant, plcasq provide tl:ne bank details of th‘c msnt‘unon where the

il shejilasajeev@gmail.com study will be conducted. The grant money will be transferred through NEF T transter.

We sincerely appreciate the effort and dedication you have put into preparing and submitting vour
proposal.
We look forward to supporting you throughout your research journcy.

With best wishes X
Prof, Shweta Pattnaik Dr. Usha Ukande Dr. Assuma Beevi' TM
Co-ordinator, NSGR Head, NSGR President, NRSI

.54;\\”\) @\M 1QAC

Sri Devare ollage of Nursing Sti Devaraj Urs College of Nursing
Tamaka, Kelar-563103 Tamaka, Kolar-563101.
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Only after the receipt of Pre-receipt certificate and the affidavit as above, further
process for release of research grant-in-aid will be initiated. These documents have to
be submitted to the Director, Advanced Research, RGUHS (super scribing the

LD

documents as "Undergraduate Research ,Advanced Research proposal") either in
person or by post on or before 30t Nov 2022 without fail.

By order
DIRECTOR

ADVANCED RESEARCH
To

1. Principal Investigator of the above research project
2. Head Of the Institution/ College Respective Guides

3

Sri Devaraj Urs College of Nursing " Principay
Tamaka, Kolar-563101. “fl Uevaraj Urs Coljeg
- )

famaka, Koiar-

20l Nursing

= "
S63103



20]Medical 7““/\'(»{‘“&]7‘»«—-‘:' ive study to

| (DSC) intervention on
preterm infants
outcome, parental

| stress and parental
|infant interaction
among parents of
preterm infants at

| NICU of selected

amail.co MV ROBIOLO [Doan and

ICE o'arr]immammm @ s lmg muv Town Branch
[know the prevatonce | m Diractor, OF IN Madivari
|of the leptospirosis in | Kodagu
febrile pationts | Inslitute of
nmnmng tertiary care / Medical
cent Sciences
S - _ihj — o Madikeri, [ —
Molecular 98457 9y [The Director. |STATE &, NP2 Circlo
| charactertsation of m Hassan OF INDIA Hassan
|Extended Spectrum Inslitute of
[Beta Lactamase Medical
/ | Producing sciences ,
| ’ Enterobacteriaceae Hassan
| | isolates from
{ | ]communlry acquired
| | |infections and their
| t—o00_ 1 |
22|Naturopat | 22NYS 198 |Effectof MSRT on | 9.19008E+ 11 harsh mraghavnndra@ Yoga WS SDM Bank of
{ ‘audlwsua( reaction amail.co College of Baroda
Yoga | |time and heart rate Naturopathy
vanabf’ity in senile and Yogic
‘indvvvduak A Scineces
| | randomized contralled
so0ss00reslimmee——t— | |
2 Numng 122NUR228 |Impact of Moble 9008900768 |lavanyarochelle@gmall | Pediatric Sri Devara] Urs|Kotak
| based Developmental com Nursing College of | Mahindra Bank
| | Supportive Care Department Nursing

SDUMC , Kolar (182110005542

[37aT1873871

~|38197483447

71370100002814

KKBK0008269 [ Sri Devaraj Urs

BARBOVJUJIR ’SDM college of

naturpathy and yogic
sciences

College of Nursing
Tamaka. Kolar !

0L 22-0un-23

22-4un-23 ciuzs13i7302

ClUBHZ3173024526

.

| Hosoital Kolar,
24|Pharmacy | 22PHA238 | TRIPLE EFFEGT 9063118100/ [drsowjanyabattu@adity | Pharmacastics [The Principal, [STATE BANK |Yelahanka  |64180294938 ettt of Pramacy |
[ TREATMENT FOR 369 |aph: infdrsow Aditya OF INDIA ¢
} OSTEO & yabattu@gmail.com Bangalore Education & Research |
| RHEUMATOID Institute for
ARTHRITIS USING pharmacy |
| NATURAL AGENTS Education and |
| EMBEDDED WITH Research |
| 1 NOVEL |
| FORMULATION | 30000 22-Jun-23'c
‘ MQ&L\\&_“ VVS Hanagal Shn
| 25|Phamacy|22PHA245 | GYMNACRANTHERA | 810589847 WIS Principal, Ugl&N EAANK gXI\VAiUS 031722010002099 |UBIN0203175 Eummsa"wagr otioe
| | FARQUHARIANA: n College of - |OF INDL of Pharmacy
| BIOGENIC Pharmacy
SYNTHESIS OF Hanagal Shri
SILVER Kumareshwar
| NANOPARTICLES College of N f |
| AND THEIR P:B:"‘“Vv 29 |
| CYTOTOXIC alkot |
| EFFECTS AGAINST | . i
“ VARIOUS CANCER 2,00,000, 100000
CELL LINES i 7679321 SBING040348 | SJM college of i
The Principel , [STATE BANK |Chitradurga (414876
26/ Pharmacy [22PHA334 | Graphene 99646841 RGeUHS b OF INDIA pharmacy |
| nanoribbons loaded l.com Project |
| | Anti-androgen drug for| S |
| treatment of Prostate Pharma _ 275,000
o ivas College of ]
cAncer Vice president |Bank OF 9422 1|Srinivas |
[ 27]Pharmacy| 22Pr4339 | Formulation and 9448428200| o Maharasta Pharmacy
27 cy | {
| | Characterization of -com couaga of | |
| Vismodegib loaded Pharmacy | :
| | Transferosomal gel for 250,000 1250000 22-Jun-23 <
| the treatment of Basal ¥
L cell




