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CLINICAL TRIAL AGREEMENT

PROTOCOL No. KLS-PH-041604

This Clinical Trial Agreement (the "Agreement”) is effective on the date fully executed by the parties (the
“Effective Date”) and entered into by and between

KARMIC LIFESCIENCES LLP, a limited liability parinership. incorporated under the Limited Liability
Partnership Act, 2008 having its registered office at Unit No. G-02. Reliable Piaza. Plot No. K-10, Thane-
Belapur Road, MIDC, Airoli, Navi Mumbai — 400 708 (hereinafter referred fo as “CRO” which expression,
unless repugnant to the context or meaning thereof shall mear and include its Affiliates, partners, employees,
assignees, agents and successors-in-interest) and
|

DR. DEEPAK SADASHIV BHOSLE, presently employed 2t is Department of Pharmacology, Mahatma Gandhi
Mission’s:Medical College, N-5, CIDCO, Aurangabad — 431003, Maharashtra, India (hereinafter referred to as
the "Principal Investigator” which expression, unless repugnant to the subject or context therein, shall mean
and include his legal heirs, administrafors, executors and assigns) and

Mahatm; Gandhi Mission’s MEDICAL COLLEGE & HOSPITAL , situated at N-6, CIDCO, Aurangabad —
431003, Maharashtra, India (hereinafier referred to as the “Institution” which expression, unless repugnant to

the subjéct or context therein, shall mean and include its ayj apresentative(s), adW

executors, assigns & suCCessors-In iR I d
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VWhereas, ITC Limited, having its registered office at Virginia House, 37, J.L. Nehru Road, Kolkaiz — 700 07 the
Sponsor’) through its Agent CRO desires the Institution to conduct study titied as * A Randomized. Double-bling
Parallel Group Study to Evaluate the Effect and Safety of Test Biscuits as Compared to Placebo Biscuits in
Regulating Blood Glucose Level in Subjects With Type 2 Diabetes Mellitus” and the Institution is willing to perform
a clinical study of the test biscuits (study product) and

WHEREAS, the Study (defined below) is of mutual interest and benefit to the Sponsor, CRO, Institution and Principz
Investigator and will further the investigational and research objectives of the Institution and Principal Investigator;

WHEREAS, the Principal Investigator and the Institution have the qualified personnel and the facilities equipped
according to Good Clinical Practices (GCP) to undertake the Study (defined herein below);

For the purpose of this Agreement, “Affiliate” means, when associated with a Party to this Agreement, any entity
which controls, is controlled by, or is under common control with, that Party. In this context, the term “Control” shal
mean any one of the following: (1) Ownership by one entity, directly or indirectly, of at least fifty (50%) of the voting
stock of another entity; or (2) Power of one entity to direct the management or policies of another entity, by contract

or otherwise.

Now, THEREFORE, in consideration of the promises and mutual covenants herein contained, the Parties agree s
follows:

1. THE STUDY AND THE PROTOCOL

The study of evaluating the Effect and Safety of Test Biscuits as Compared to Placebo Biscuits in
Regulating Blood Glucose Level in Subjects With Type 2 Diabetes Mellitus shall be conducted, under ihs
direction of the Principal Investigator, in treatment of patients (“Subjects”) in accordance with this Agreement znz
the protocol identified as Protocol ID No. KLS-PH-041604 and entitled “A Randomized, Double-blind, Paralle
Group Study to Evaluate the Effect and Safety of Test Biscuits as Compared to Placebo Biscuits in
Regulating Blood Glucose Level in Subjects With Type 2 Diabetes Mellitus’, a copy of which is attachsc
hereto as Exhibit A (the “Protocol”), including any subsequent duly authorized amendments, and which is herszy
incorporated by reference (the “Study”). The Study will be monitored on behalf of the Sponsor by the CRO. lis
representatives (alone or together with representatives from Sponsor) will be allowed access o 2!l informatio-
resulting from this Study and Sponsor will have an unrestricted right to use such information

CRO (alone or together with representatives from Sponsor) will perform regular on-site monitoring visits throughout
the Study. The tasks of the monitor include but are not limited to the following: (i) to ensure Profoco! adherencs

to verify the data in the CRFs against source documents (Source Document Verificztion “SDV° to chec
progress of the Study and to motivate, if necessary, (iv) to review the CRFs for complais 2-2 2ccu== capturs ¢
data, including laboratory test reports and other patient records, (v) to check zll gziz “or mosso= SAEs 2--
Adverse Events ("AE"(s)), (vi) to review signed informed consent forms for signatures 22 s2= oF comsant &
ensure accurate record of drug accountability, (viil) to ensure adeguate storzgs of Stusy suooies ¥ 0 colec
completed CRFs, and (x) to discuss and help resolve any oroblems

Institution’s obligation to conduct the Study is expressly condtiones uoon = zoorows oF Se Srotocol by =-
IEC/IRB that complies with the requirements of Drug Confrolier Ganeral of Indiz 22 Scheduls ¥ 2nd applicabie
regulatory requirements. Sponsor, Principal Investigator and instason shall cocoer=i= i preparng and filing the
Protocol, Informed Consent Form and other informatio N e revesng I5C (eiveeal Bies Commitiee) or

=TS S.o=0= 23 22 2 randomization
SrrieTe = oo=E  w=stc=or shzll commence

< - D = nave been met.
"= r=Cure prior written
&+ g ihe 3 z=izly shall cease
enrolling the Subjects upon receipt of notice from the ponsor, or the Sponsor's designee, that, in
the sole determination of the Sponsor:

the Complete Study enrollment has been achieved: or

Y




C. Study Documentation. Case Report Forms (“CRFs”) must be satisfactorily completed within 5
(Five) days of each Subject visit. If any tests are to be performed after the Subject visit, CRF shall
be completed within Five (5) days of receipt of test results for each Subject, provided, however,
that with respect to the last Subject enrolled at the Site, CRF for such Subject must be completed
within three (3) days of such Subject’s last visit to the Site. The Principal Investigator shall ensure
the accuracy, completeness, legibility and timeliness of the data reported to the Sponsor in the
CRFs and in all required reports. Safety data (Serious Adverse Event Report Forms) will be
communicated to the Sponsor and CRO in writing within 24 hours of (i) the Subjects visit and (ii)
receipt of the test results at, or from which, such event was reported, noted or recognized. Data
Clarification Forms Queries (“DCFs”) must be completed and returned to Sponsor and CRO within
three days of its receipt.

D. Subject Samples. All biological samples collected from the Subjects shall be prepared and
shipped in accordance with appropriate reference of the Protocol / Study requirements / Study
manuals.

E. Study Completion. The Institution shall complete the enroliment of all the Subjects within the

specified timeline given or informed by the Sponsor/ CRO. The Institution shall input all final CRF
data and complete the final CRFs not later than three days after the last Subject visit.

3. PAYMENT

A BUDGET AND PAYMENT SCHEDULE: CRO shall on behalf of the Sponsor reimburse the
Institution all direct and indirect costs incurred by the Institution in accordance with the Budget and
Payment Schedule, attached hereto as Exhibit B and incorporated herein by reference (the
“Budget and Payment Schedule”). Payment shall be made by cheque payable to MGM Medical
College. Payment shall be made within thirty (30) days after CRO has received invoice from ths
Principal Investigator. In addition, CRO shall reimburse directly the |IEC / IRB for all cosis
associated with the Study.

B. Payment of Costs Outside Budget and Payment Schedule. Payment for any costs not

specifically described in the Budget and Payment Schedule must be approved in advance in
writing by the CRO's Project Manager.

C. Payment Terms. CRO shall have no obligation to make payments for any Subiect who is no
qualified to participate in the Protocol based on the inclusion and exclusion criterz csscribed in the
Protocol. Queries pertaining to a Subject's eligibility shall be addressed o 22 rzsoivad by the
Sponsor's Clinical and/or Medical Monitor identified in the Protocol prior o =~y of any sucs
Subject into the Study.

The foregoing notwithstanding:
Upon submission of such documentation as may be requesisd %o the exfent not arsady paid b
CRO, CRO will pay the actual cost of completed visits in accordance with $ie Budigst and Payment
Schedule for the Subjec rom + hrow Soem S Shudy; provided
however, such costs od =i pmgment of CRO, none of the
Institution, its employes C=tor kew o coulid have reasonab
determined that such J an Bigbie and Evalimble Subjec
“Eligible and Evaluable Subjects™ ar= d=fin=d == Subects who fawes s=isf=d 21 the Protoco
SquIrements, MCUdINg CompEance Wil dosing regrmen ond WSl schedeie =nf e eligible to be
ncluded in the siEiisiical anaiyss e Shdy. an stuScon and Princpall Investigator agree
=t 2 poyments made unde SECIOR IS Mo SO = p=ormance of activities
== s=all Bbe s=de poyeble o the entity /

shfra, India
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B Branch Code/BSB NA
7 NEFT/ RTGS code NA

E. Reimbursement. Upon completion of the Study or earlier termination of this Agreement as
provided herein, the Institution shall reimburse the CRO for any amounts that were paid by the
CRO to the Institution which exceed the amounts to which the Principal Investigator was entitied
for completed Subject visits under the Budget and Payment Schedule of this Agreement.

F. Payments for Screen Failure: Sponsor will pay only Rs. 1000/- (Rupees One thousand only) per
Subject for screen failure. The maximum ratio for screen failure Subjects shall be 2:1 i.e. maximum
one screen failure per two randomized Subjects.

4, OBLIGATIONS OF THE INSTITUTION AND THE PRINCIPAL INVESTIGATOR

A. IEC / IRB Approval. The Principal Investigator shall be responsible, with the cooperation of the
Institution and Sponsor, for obtaining approval from the IEC / IRB of the Protocol and the Subject’s
Informed Consent Form. The Principal Investigator shall provide the Sponsor or Sponsor's
designee with written confirmation of the IEC / IRB's approval prior to the treatment of Subjects.
the IEC / IRB withdraw approval of the Study, at any time, the Principal Investigator shall be
immediately notified by the Sponsor or CRO, providing a written explanation of the circumstances
leading to such withdrawal of approval, and the Principal Investigator shall cease the treatmen: of
all Subjects under the Study.

B. Performance of the Study. - The Principal Investigator shall conduct the Study solely at o=
Institution. The Principal Investigator shall exercise due care in the conduct of the Study, and
represent and warrant that it will be conducted in accordance with () generally accepted standarcs
of good clinical and research practice (including, without limitation, the guidelines set forth by the
International Conference on Harmonization, if applicable); (i) this Agreement; (i) the Brotoco
written instructions provided by the Sponsor or Sponsor’s designee; and (v) 2l zpolicable locs
state and federal laws, regulations, and policies governing the performance of clinics
investigations, including, but not limited to local regulatory requirements. In the svant of 2 confics
between any requirements in (i) through (v) above, the Principal Investigator shall comoly with e
most stringent requirement. The Principal Investigator shall make no changes & e Profoceo
except as agreed to and approved in writing by the Sponsor and. whers rec_ == == EC / IRB
Neither the Institution nor the Principal Investigator shall subcontract 2ny of *s o= g=ions or an
portion of this Agreement to any other individual or tity without th I wiiteen consent of the
Sponsor. Principal Investigator will also be respon for rect f e S Sccordance
with any applicable Institution polic P t ; 3 siaff 2=
bound by and comply with the terms = -3 g
Y TEEE T Te aasoyTee T — ==Tos =gur= CR0 andfor Sponsor's express

gl e — e oF = oeposey e F oS =i o 2= 2wen 1o CRO and
Siema s g = sien an CRO anfior Sponsor =re wnshie © mutually agree to a
maarrsast, TR0 avdor Soorsy ven =inae B ees e Agreammentt Emimediately.

= o ~oz Investigator is
= g os 2 O Stucy 7 oo oany reason, the
Principal Investigator withdraws from the Study, becomes unavaiadie. or is othanwise unable to
complete his responsibilities under this Agreement, the Principal Investigator shall immediately
notify the Sponsor or Sponsor's designee and the Sponsor or Sponsor's designee shall endeavor
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financial billing and economic outcomes (including expense reports) provided that collection of
such information is clearly described in the Informed Consent Form and appropriately authorized
by the Subject and the IEC / IRB. The Principal Investigator and the Institution shall cooperate
with the Sponsor and use reasonable efforts to promptly provide all of the information requested by
the Sponsor.

The Institution and the Principal Investigator shall also Cooperate with the Sponsor and with any
regulatory agencies in the event of anneunced or unannounced monitoring, audit or inspection by

eight (48) hours of the telephonic notification. If a written response is required or oral inquiries are
requested by the regulatory agency concerning any aspect of the Institution and/or Principa
Investigator's activities pursuant to this Agreement, the Institution and Principal Investigator sha
permit representatives of the Sponsor and/or CRO to review and comment on such response prior
to its being sent to the regulatory agencies. In such event, Institution and/or Principal Investigaior
will permit representatives from CRO and/or Sponsor to be present at any such inspections. w
pravide CRO and/or Sponsor with copies or transcripts of such inquiries as well as copies of
correspondence between Institution and/or Principal Investigator and the applicable regulaton
authority and will notify CRO immediately in writing of any violation or deficiency noted by any sucr
authority.

Supplies. The Sponsor or Sponsor's designee shall supply to the Principal Investigator, at no
charge, sufficient quantity of the nutraceutical product to conduct the Study, as well as the

materials, equipment and information which the Protocol specifies. The Principal Investigator
acknowledges that the nutraceutical product is experimental in nature, and theref shall us=
prudence and reasonable care in the use, handling, storage, transportation, d sition anc
containment of the nutraceutical product and any of its derivatives. Within 30 (++ ry) days following
the completion or termination of the Study, all unused nutraceutical product, devices and othe
materials that were furnished to the Institution by or on behalf of Sp Spons

expense, be returned to Sponsor, or if Sponsor so directs destroyed ce with

instructions provided by the Sponsor. The Sponsor shall solely own a { {im
the nutraceutical product, including any materials derived therafrom and all intelechial propess
rights therein. The transfer of physical possession of the nu t roguct hereunder, andlo
the possession or use of the nutraceutical product by th esagalior, shall negher
constitute nor be construed as a sale, lease or offer to se UTraceuscal product ©
other transfer of title in or to the nutraceutical product. Furi = Evesio=ior shall use
the nutraceutical product solely for th t of the Shud oence Wil e Proioco
unless they obtain the prior written aut he Sponsor
Studv Records. Reports. and Dat=
Study Records The Princioal Socay ond Be bsliaies =il & = =nely manner
SEpST anc manian compiete and acourst S =COFCS Crg = =5er the term of
oIS Agrecenest I cons pi=nce Wit De Probod and == moy cferwiss be required by
It = = FEgE=mcs =nf guod dincsl oacSce FSaady =ecords”). The
s = Pomces ==y =2l m=s 2l Sty Seoess “Zicing, without
TSN, S3U0TE S mESlE Ses —eC Comseets Shorstory dots _rug inventory
SCUTE aSisne = e Pe Soorsor = T Sporsor's reouest Except as
IIEEwWsE Sims DweEs T E PTODco o cisowfers hermin o Siudy Records
Sl o= =mned ow B Comors =z = 2=702 T two (2 vears after the
= o = nIEEsca poous ©F —oae g = Somma oscondinuation of the
—RES Sevsopment of = mtooesScs product or os ST T=Tuctor given by CRO/
SSonsor or Be same.  TherssSe oo B B SSIC52 T e Siioy Records, Institution
W She Sie oponsor of CRO not iess fian Sty (20) czys pror sxpress written notice
thereof, and if the Sponsor requests in Writing, he Institution shall transfer the Study

Records to the Sponsor at Sponsor's expense. Study Records shall in no event be
destroyed without Sponsor's prior written permission.
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ii. Case Report Forms. The Principal Investigator shall complete full clinical evaluations and
original CRFs on each Subject in accordance with the Protocol. The Principal Investigator
shall ensure the accuracy, completeness, legibility and timeliness of the data reported to
the Sponsor in the CRFs and in all required reports. They will then be forwarded to CRO
for data management and to Sponsor as applicable. In addition, the Principal Investigator
shall deliver to the Sponsor or Sponsor's designee each completed CRF from monitoring
visits as provided for in Clause 2(C) of this Agreement. The data in the CRF shall be
recorded, evaluated, and stored in anonymous form in accordance with data protection
regulations. The Principal Investigator shall ensure that patient names are not mentioned
on any document, neither CRFs nor other documents that will be forwarded to CRO and
Sponsor. If CRFs are not complete, the Principal Investigator shall be obliged to complete
them on request of CRO or Sponsor.

Principal Investigator Study File and Archiving

[

The Investigator shall prepare and maintain complete and accurate Study documentation
in compliance with ICH-GCP standards and all Applicable Laws. Therefore, an Investigator
Study file shall be prepared which contains all relevant documents necessary for the
conduct of the Study including but not limited to the following: (i) signed Protocol and
amendments, (i) Investigator's Brochure and updates, (i) EC composition,
approval(s)/opinion correspondence/reporting, , (iv) CVs and signature sheet for key Study
personnel (e.g. investigators, Study nurses), (v) signed Study agreements including
financial agreement, (vi) Trial initiation report, (vii) approved and signed informed consent
forms, (vii) Study subject insurance certificate, (ix) CRFs (investigator's copy), (x) data
correction forms (copies), (xi) SAE documentation and related correspondence/reporting
(xii) shipping/accountability/destruction records for investigational product and material,
(xiii) Certificate of analysis, (xiv) instructions for handling of investigational product and
material, (xv) central laboratory accreditation/certification and up-to-date reference ranges
of normal values, (xvi) screening, enrollment, and monitoring logs and Study subject
identification code list, and (xvii) Study-related correspondence with Sponsor or CRO.

v Annual Reports

The Principal Investigator shall submit written summaries of the status of the Study to the
IEC / IRB annually, or more frequently, if requested by the IEC / IRB.

v Final Reports
Upon completion of the Study, the Principal Investigator will provide a summary of the

Study's outcome (‘Final Report’) to the IEC / IRB. In addition, any Serious Advers
Events will be reported to the IEC / IRB.

Reporting of Serious Adverse Event. The Institution and Principal Investigator shall noi
Sponsor of any Serious Adverse Events (SAEs) encountered in the Study within twenty four (22
hours of any SAEs in accordance with Applicable Laws, Regulations and guidelines and w

cooperate with CRO and/or Sponsor in connection with any reports or filings related to such SAEs
Regulatory Compliance.

i. Institution and Principal Investigator wik comply with all applicable laws and regulations in
its performance of activities under this Agreement. Institution and/or Principal Investigator
will provide reasonable assistance to Sponsor so that Sponsor may comply with any
applicable law or regulation in the performance of the activities under this Agreement.

ii. The Parties agree that Institution and Principal Investigator's use and disclosure of Study
subject health and medical information is subject to compliance with applicable laws and
regulations. The Parties, therefore, agree to take all reasonable steps to protect the
confidentiality of any Study subject health and medical information that it has access to
and comply with applicable laws. The obligations set forth in this Section shall survive the

termination or expiration of this Agreement.

iii. If applicable, Institution and Principal Investigator will obtain a written informed consent
form from each Study subject and will maintain a signed original of the written informed
consent in the Study subject's records. Institution or Principal Investigator will provide

CRO and/or Sponsor an opportunity to review and approve the content of the informea



iv. Institution and Principal Investigator will provide financial disclosures that may be
reasonably requested by Sponsor so that Sponsor may fulfill its financial disclosure
obligations under applicable laws, rules and regulations.

Resignation of Principal Investigator. The Institution shall inform CRO in case the Principal
Investigator ceases to be associated with the Institution for any reason during the course of the
Study. They shall also replace the Principal Investigator in case CRO so desires and render zll

assistance to safeguard patient safety and Study data.

5. CONFIDENTIALITY

A,

Confidential Information: The term “Confidential Information” shall mean any and all information,
data or know-how, trade secrets whether written or oral, technical or non-technical, as well as
tangible materials including without limitation (i) financial, accounting, and business information, (ii)
information relating to samples, compounds, procedures, Protocol, the nutraceutical product and
all reports, documents, data and other information generated in connection with the Study or other
information which the Institution or the Principal Investigator receives, directly or indirectly, from
Sponsor and/or CRO and (iii) any other data or information that is generated by the Institution as
required by the Protocol and/or this Agreement, including Case Report Forms, laboratory data and
Study results, but not including the medical records of the Institution. Subject to the provisions of
Clause 5(A)(/) through 5(A)(iv), the Parties shall not disclose Confidential Information without prior
written authorization from the Disclosing Party for any purpose other than those specified in this
Agreement. The obligations of non-disclosure shall not apply to the following:

i Confidential Information that is already in the public domain at time of disclosure or
becomes publicly available through no fault of the Receiving Party;

i, Confidential Information that is already known to or independently developed by ths
Receiving Party as shown by its prior written records, provided that Receiving Par
informs the Disclosing Party promptly upon the Receiving Party's discovery that the
Confidential Information is already independently known to the Receiving Party;

i, Confidential Information that lawfully and in good faith received from a third party who cic
not derive it, directly or indirectly, from the Disclosing Party; and

iv. Confidential Information required to be disclosed to a governmental or regulatory agency
to the extent necessary for the required disclosure.

Disclosing Party: The term "Disclosing Party” shall mean the Party disclosing Confidentz
Information tc other Party.

Receiving Party: The term "Receiving Party” shall mean the Party receiving Confidentz
Information from the cther Party.

Notwithstanding anything to the contrary in this Agreement, nothing |
Institution from disclosing to the DCGI or any other appropriate re
Information (including Study results) that indicates that the ad
nutraceutical product or device is associated with a serious risk of harm o th

that Institution furnishes at least fourteen (14) days advance written "-.cti-uc to the Sponsor anc
Sponsor fails during such time to either make the disclosure requested by ]r‘stuutlon or to
adequately demonstrate to the Institution that it has complied with all applicable disclosurs
requirements, or (ii) prevent Institution and/or Principal Investigator from informing the Subjects or
potential Subjects of any adverse experiences or risks associated with the study product or
device.

Non-Disclosure and Non-Use. Except as otherwise expressly provided herein, for the term of
this Agreement, and for a period of five (5) years thereafter, the Parties shall not disclose to any
third party Confidential Information and shall not use for any purpose other than as expressly
provided for herein any such Confidential Information, without the express written consent of the
Disclosing Party. Without limiting the foregoing, the Parties shall disclose Confidential Information
only to those employees of the respective Party who require such Confidential Information for the
purposes of this Agreement and who are bound by an obligation of confidentiality and non-use no
less stringent than set forth herein. Upon disclosing Confidential Information to any employee, the
employing Party shall advise them of the confidential nature of the information, and shall require
them to take all necessary and reasonable precautions to prevent the unazuthorized disclosur
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Medical Confidentiality.
confidentiality of all medical recor ) 2
may have access in accordance with all applicable federal stat
regulations and its corresponding regulations issued under DC
Sponsor shall not use, disclose, maintain, store, or transmit
information except as permitted by such laws.

ML L

Protection. Without limiting the foregoing, the Parties shall maintain r
prevent accidental or other loss of any Confidential Information of the Disclo
use at least the same procedures and degree of care which each uses to ct
confidential information, but in no case less than reasonable care. In the event of loss, disclosurs
or use of any Confidential Information in violation of this Agreement, the Receiving

immediately notify the Disclosing Party. The Parties shall prevent the disclosure of
and private or personal information, whether confidential or not to the exient

oy

applicable laws or regulations.

PUBLICATION

Subject to governing law, the Sponsor shall have the sole right to review, use, publish, and disclose any
data, information, or results developed or arising out of the Study as the Sponsor, in its discretion, deems

appropriate, including, without limitation,
Principal Investigator wants to publish his part,
Sponsor reserves the right to delay any publication
draft in order to obtain patent protection.

the prior written approval from
for a period not to exceed sixty

OWNERSHIP OF MATERIALS, DATA, INVENTIONS, AND DISCOVERIES

in submissions to the FDA and other governmental agencies.

Sponsor is required
(60) days of receipt o

A. Materials and Data. The Sponsor shall solely own all right, title and interest in and to =
nutraceutical product and any and all information, data or other materials delivered to th=

Institution or the Principal Investigator by or on behalf of the Sponsor as well as
property

progeny, or improvements developed therefrom, and all intellectual
Further, all data and work product arising out of or relating to the Stu
limitation, the Study Records, CRFs, reports, and specimens, and all intel
therein, shall be the sole property of the Sponsor. Accordingly, the Spons
discretion, the right to publish, disclose, disseminate, and use, in whole or in

and all purposes, including, without limitation, in and for submissions ¢

regulatory agencies.

B. Patents and Inventions.

f. All right, title and interest in
discoveries (collectively
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8.

obtaining an exclumve license \o any 1 sixhy
Sponsor's receipt of notice of Institution Envention, If Sponaor fails to 1
within sixty (60) days or provides notice that it elects not to obtain an
then Sponsor's option shall expire with respect to that particular Instit
Institution shall be free to dispose of its interest in accordance with its i
policies. If Sponsor and Institution fail to reach agreement on the terms for
license of a particular Institution Invention within four (4) months afier Szer‘.SC’ provi
notice that it wishes to exercise its option, then for a period of one (1) year thereafter

better terms than those last offered to the Sponsor without first offering such terms to
Sponsor, in which case Sponsor shall have a period of thirty (30) days to accept the offer.

No Other Rights. Except as expressly set forth herein, none of the Sponsor, the Principal

Investigator, or the Institution transfers to any other Party hereto, by operation of this Agreement or
otherwise, rights to any patent, copyright, trademark or other intellectual property right of any kind.

REPRESENTATIONS, WARRANTIES AND COVENANTS

A

Of the Principal Investigator. The Principal Investigator represents and warrants that (i) he has
the legal authority and right to enter into this Agreement; (ii) he has no obligation to any third party
that is in conflict with, or has the potential to conflict with, its obligations under this Agreement; (i

he has and will maintain throughout the conduct of the Study, all training, information, licenses
approvals and certifications necessary for safely, adequately, and lawfully performing the Study

(iv) he will not enter into any agreement with any third party to directly or indirectly fund or suppon
the Study without the express written consent of the Sponsor (excluding laboratory investigations
radiological investigations or any other requirement to fulfil Protocol criteria), and (v) ihis
Agreement has been duly executed and delivered by it and constitutes a valid, binding obligation

enforceable against it in accordance with its terms.

The Principal Investigator represents and warrants that no clinical study or tri
involved was terminated for any reason prior to completion that was due, in w
Principal Investigator's non-compliance with the applicable protocol and/eor
the study or any applicable local, state or federal law. The Principa! Invesigzat
and warrants that he has not received any wrltten HOIICE from the DCGIF
violation of any applicable federal law relating to
Sponsor and attached to this A“r*z*” as zan
sentence, “written notice” ' tn
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Of the S,ponsor. The Sponsor represents and warranis tnat (1) it has the legal suthority and right
to enter into rhfs Agreement, (i) it has no obligation to any other party that is in conflict with the
Sponsor's obligations under this Agreement, and (iii) this Agreement has been duly executed and
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No Other Representations or Warranties.

o
1

h o L

given in this Clause 8, none of the Sponsor, th estigalor makss ©
receives any represeniaiion otherwise, and s2C°
expressly disclaims any | particular purpose, ©

non-infringement.

(GOVERNING LAaw

This Agreement shall be governed by and construed in accordance to the Laws of India. Disputes, if any
shall be arbitrated upon under the Arbitration and Conciliation Act, 1996 in English language and the venue
shall be Mumbai, India. It is expressly agreed that the arbitral award shall be final and binding upon both
the Parties hereto. However, the final jurisdiction shall lie with the courts of Mumbai, India. Each of the
Parties hereby expressly submits to the jurisdiction of the courts of Mumbai, India.

INDEMNIFICATION

A.

Sponsor Indemnification. The Sponsor shall defend, indemnify, and hold harmless the
Institution and its trustees, officers, the Principal Investigator, employees and agents (the
“Institution Indemnitees”) from and against any amount paid or payable by Institution
Indemnitee for any loss, damage and/or expense which would not have been suffered but
for participation in the Study, but excluding treatment for any pre-existing condition due to
any claim, demand, cost or judgment (“Claims*) which may be made or instituted against
them by a third party by reason of personal injury (including death) to any Study subject
which arises out of or is otherwise sustained as a direct result of (a) administration of
nutraceutical product pursuant to the Protocol designated in the Study, (b) the
performance of Study in accordance with the Protocol, (c) the failure of any covenant or
representation made by the Sponsor in or in connection with the Agreement, the Protocc
or the Study, (d) the negligence, error, omission or malfeasance of the Sponsor, or (e) any
other material breach of this Agreement by the Sponsor; provided however, that Sponsor's
indemnification obligations hereunder shall not apply to the extent that any Claim is
attributable to:

(i) the failure of any Institution Indemnitee to perform the Study in accordance with or
otherwise to adhere to the terms of the Protocol or any writien instructions
(including, without limitation, package inserts, where appropriats) refative o the use

of any drugs or devices used in the performance of the Study: or

(ii) a failure of any Institution Indemnitee to comply with 2l 2ooc20= feceral, state. ©
local laws, rules, regulations, requirements and policies of reguistory authority, ©
any negligence, eiror, OMissicn © malffeasance oF a8 ESIREsos noemnRee, Or
any material breach of this Investigator Agreesnent by any InstitaSion indemnitee,
bt siEaton Indesmiics s o coopesaie wih and give such
p Spomsor 55 oy reesonstly be regaired for e effcient and prompt
oy Chien or =c=iies Zmy adassion or cher B seilie @ relation to any
e T Soorsos ro = TS TEE e =il pof =oply o the exdent that a
TESS T I TEE T W TOES Meesigs =z_r=:2 o mcemnify Sponsor
peStation IdEnmiteation 0= t=nmor st o=f=s ooy, 2nd hold harmless the
ST e = O o Ty Eperee iy RS, SEDyesS, 0SS, SUCCesSsors,
=e ==os Spossor Indemniiees™) Fom and aganst any amount pad or payable by any
Sooees heennies @ =y Uhes which may 0o made of insButed against any Sponsor
ademniice by o thind porty by reason of personal injury (Including deafh) to any Study subject, to
the extent that such Claim is attributanle to:
(i) the failure of any Institution Indemnitee to perform in accordance with or otherwise

to adhere to the terms of the Protocol or any written instructions (including, without
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(i) a failure of any Institution Indemnit
laws, rules, regula tlons requr="re.
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comply _ S
d policies of regulatory authority, o
(iii) any negligence, error, omission or malfeasance of any Institution Indemnitee, or

(iv) the failure of any covenant or representation made by any Institution Indemnitee in or in
connection with the Investigator Agreement, the Protocol or the Study, or

(v) any material breach of this Investigator Agreement by any Institution Indemnitee,

(vi) in the event that Sponsor Indemnitee fails to cooperate with and give such assistance to
Institution as may reasonably be required for the efficient and prompt handling of any
Claim or makes any admission or offer to settle in relation to any Claim;

provided, however, that the Institution’s indemnification obligations hereunder shall not apply to the
extent that a Claim relates to any matter for which Sponsor is required to indemnify an Institution
Indemnitee as provided for in Section 10 A above.

C. Notification. The Parties shall promptly notify each other of any such claims, suits, actions
demands, or judgments and the Parties shall reasonably cooperate with each other in the handling
thereof.

D. Claims. The indemnifying Party, at its own expense, shall have the exclusive right to manags

Claims, control investigation and litigation, and select counsel, including the right to compromise or
settle any claims, actions, suits, demands, or judgments, provided that it shall not compromise or
settle any such action with an admission of liability or wrongdoing by the indemnified Party without
such Party’s written consent.

E. Representation. [n the event a claim or action is or may be asserted, the non-indemnifying Pariy
shall have the right to select and obtain representation by separate legal counsel. If the non-
indemnifying Party exercises such right, all costs and expenses incurred by the non-indemnifying
Party for such separate counsel shall be fully borne by the non-indemnifying Party; provided, that
without the Indemnifying Party's prior written consent, the non-indemnifying D"".-‘ shall make nc
admission to, or any settlement or agreement with, any person or party who is in
related to the liabilities for which indemnification may be sought by an non-indemnifying Par
Indemnitee.
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F. Subject Injury. The Sponsor shall reimburse the Principal Invesiigzior or the In

reasonable and necessary medu,a expenses that are directly and reasonzably incurred
the treatment s t T |
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11. INSURANCE

A.

Sponsor Insurance. Sponsor shall maintain during the term of this Agreement and for a period of
One (1) year thereafter, general liability insurance (with product liability endorsements) and
professional clinical trial liability insurance coverage sufficient to meet its indemnification
obligations. Sponsor will provide evidence of its insurance upon request and will provide to the
Institution, thirty (30) days prior written notice of cancellation of its coverage. Sponsor further
agrees to include Institution and Principal Investigator as additional insured on such policy.

Institution Insurance.

Institution and Principal Investigator shall maintain during the term of this Agreement, general
liability insurance and professional liability insurance coverage sufficient to meet its
indemnification obligations on appropriate conditions. Upan execution of this Agreement and every
anniversary thereafter during the term of this Agreement, Institution shall provide the Sponsor with
a certificate of insurance stating the limits of coverage. Institution shall provide to Sponsor and
CRO thirty (30) days prior written notice of cancellation or material change of any insurance
referred to herein.

This Clause 11 shall survive termination of this Agreement.

12. TERM AND TERMINATION

A.

Term. This Agreement shall begin on the Effective Date and shall remain in full force and effect
until the completion of the Study and the submission of the Final Report pursuant to Clause
4{F){v), above, unless earlier terminated in accordance with this Agreement. This Agreement sha
be deemed terminated when Institution and Principal Investigator have fulfilled their respective
responsibilities as specified in this Agreement.

Termination.

-

Either Party may terminate this Agreement immediately upon written notice to the other if:

a. the authorization and approval to perform the Study in India is withdrawn by ths
applicable regulatory authority in India;

b. the circumstances require termination of Study in order to protect the safey
rights, or welfare of Subjects enrolled in the Study. In the alternative, either Pary
may immediately dis-enroll any Subject to protect that Subject’s safety, rights or
welfare without terminating this Agreement, but shall promptly give the other Pariy
written notice of the dis-enroliment.

fi. This Agreement may be terminated by either party, upon thirty (30) days prior writien
notice, if either of the following conditions occurs:

a. if either Party fails to comply with the terms of this Agreement within thirty (30
days of receipt of written notice, with opportunity to cure, from the other Party,; or

b. if the Principal Investigator is unwilling or unable to continue to serve and a
successor acceptable to both Insjjtution and Sponsor is not available.

fil, This Agreement may be terminated by either Party for any reason other than those listed
in Clause 12(B) upon thirty (30) days prior written notice.

iv. Upon the effective date of termination, there shall be an accounting conducted by
Institution, subject to verification by Sponsor. Within thirty (30) days after receipt of
adequate documentation therefrom, Sponsor will make payment to Institution for:

a. all services properly rendered and monies properly expended by the Institution
until the date of termination not yet paid for; and

b. reasonable non-cancelable obligations properly incurred for the Study by
Institution pricr to the effective date of termination.

V. Immediately upon receipt of a notice of termination, the Principal Investigator shall stop




vi. Immediate Termination by the Sponsor. The Sponsor may terminate this Agreement, in
whole or in part, effective immediately, upon written notice to the Principal Investigator; a)
if the Sponsor, in its sole discretion, deems that the safety of the Subjects will be
compromised by a delay in termination; or b) for any violation of the Study Schedule set
forth in Clause 2) prior to the shipment of the nutraceutical product to the Institution.

vil. Effect of Termination. In the event this Agreement is terminated prior to completion of
the Study, for any reason, the Principal Investigator shall a) notify the IRB that the Study
has been terminated; b) cease enrolling Subjects in the Study; c) cease treating Subjects
under the Protocol as directed by the Sponsor to the extent medically permissible and
appropriate, and d) terminate, as soon as practicable, but in no event more than thirty (30)
days after the effective date of termination, all other Study activities; provided, however,
upon the Sponsor’s request, the Institution and the Principal Investigator shall continue to
collect data and prepare and complete CRFs for Subjects treated in the Study prior to
termination. Within ninety (90) days from the effective date of any such termination, the
Institution and the Principal Investigator shall provide to the Sponsor all data collected in
connection with the Study, including, without limitation, Study reports and the Final Report
described in Clause 4(F), above, and, except as otherwise provided herein, shall return to
the Sponsor any and all Study supplies, materials and Confidential Information provided by
the Sponsor for the conduct of the Study, at the Sponsor's expense, provided, however,
that the Institution may retain one (1) copy of the Confidential Information for record
keeping purposes. The Sponsor shall remain liable for payment for any CRFs submitted
prior to the effective date of termination, or within ninety (90) days thereafter, in
compliance with the terms of this Agreement.

Vil Survival. Termination of this Agreement by either Party shall not affect the rights and
obligations of the Parties accrued prior to termination. All provisions in this Agreement
which, by their nature, extend beyond termination of the Agreement, together with the
provisions of Clauses 4(F), 5, 6, 7, 8, 10, 11,and 12 shall survive any termination of this
Agreement for any reason.

13. MISCELLANEQUS

A.

Use of Names; Publicity. Except as otherwise required by applicable law, regulation or cour:
order, no Party to this Agreement will use the name or other identifying marks of any other Party or
its affiliates or its employees in any advertisement, press release, or other public statement withou:
prior written approval of the other Party; provided however that Sponsor may identify the Institution
as a participating clinical site and the Principal Investigator as an investigator in a Study. The
Institution and the Principal Investigator shall have the right to acknowledge the Sponsor's support
of the research performed under this Agreement in scientific publications and other scientific
communications (any such publications or communications shall be made in accordance wit-
Article 6). Each of the Parties hereto shall not disclose to any third party the terms of this
Agreement without the prior written consent of the other Party, except to advisors, investors, 202
others on a need-to-know basis under circumstances that reasonably ensure the confidentiality
thereof, or to the extent required by law, regulation or court order.

Independent Contractors. The Parties acknowledge that the relationship between the Sponsaor
CRO, Institution and Principal Investigator created by this Agreement is that of independent
contractors and that neither the Principal Investigator nor Institution or CRO may create or assums
any obligation on behalf of the Sponsor.

0
=
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Limitation of Liability. In no event shall the Parties be liable to each other for any special,
incidental, or consequential damages arising out of or relating to this Agreement, or the subject
matter hereof, however caused and whether such claim is based in contract, tort (including
negligence), or otherwise, even if an authorized representative of the Sponsor is advised of the
possibility of such damages.

Notices. Any notices required or permitted to be given hereunder shall be in writing, shall be
addressed to the Party to whom such notice is intended as follows, or such other address and/or
number as such Party may substitute by written notice hereunder, and shall be effective on receipt.

Any notice to the Sponsor shall be addressed as follows:

Address : ITC Life Science and Technology Center, No.3. Phase |, Stage |,Peenya Industrial
Area, Peenya, Bangalore - 560 058,

P I e~ o [y



Address: MGM's Medical College, N-6, CIDCO, Aurangabad — 431003, Maharashtra, India
Attn: Dr. Rajendra Bohra

Ph: +91-0240-6601100

e-mail: mgmmca@themgmgroup.com

Any notice to Principal Investigator shall be addressed as follows:

Address: MGM's Medical College, N-6, CIDCO, Aurangabad — 431003, Maharashtra, India
Attn: Dr. Deepak Bhosle

Ph: +91- 7770087870

e-mail: drdeepakbhosle@gmail.com

Any notice to CRO shall be addressed as follows:

Address: Kamic Lifesciences LLP, Unit No. 02, Ground Floor, Reliable Plaza, Plot No. K-10,
Thane-Belapur Road, MIDC, Airoli, Navi Mumbai- 400 708

Attention: Dr. Prashant Kirkire

Ph: +91-8930886030

E-mail: prashant.kirkire@karmiclifesciences.com

Assignment. This Agreement shall be binding upon and inure to the benefit of the Parties hereto
their respective successors, assigns, legal representatives and heirs. The Sponsor may assign this
Agreement to any successor to all or substantially all of the business of the Sponsor, or in
connection with its merger, consolidation, change in control or similar transaction. Except as
otherwise set forth above, this Agreement may not otherwise be assigned by a Party (whether
voluntarily, by operation of law or otherwise) without the prior written consent of the other Parties
Any purported assignment of this Agreement in violation of this section shall be void.

Modification; Waiver. This Agreement may not be altered, amended or modified in any wa:
except in writing signed by the Sponsor, the Institution and the Principal Investigator. The failure of
a Party to enforce any provision of the Agreement shall not be construed to be a waiver of the righ:
of such Party to thereafter enforce the provision or any other provision or right.

Entire Agreement. This Agreement and its Exhikits constitute the entire agreement between the
Parties with respect to the subject matter hereof and supersede all prior discussions, negotiations
communications, understandings, agreements, representations and writings with respect tc 2
matters covered by the Agreement. In any conflict between the terms of this Agreement and in
documents incorporated herein, the terms of this Agreement shall take precedence excep:
otherwise specifically set forth in this Agreement.

ol
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Severability. In the event that any provision of this Agreement is determined to be illegal, invaiic
or unenforceable by a court of competent jurisdiction, the remainder of this Agreement shz
remain in full force and effect without said provision. The Parties shall negotiate in good faith
substitute clause for any provision declared illegal, invalid or unenforceable, which shall mo
nearly approximate the original intent of the Parties in entering this Agreement.

E"! m

Execution. The Institution’s IRB shall be tha authorized representative of the Institution to
approve the Protocol and any amendments thereto. This Agreement may be executed in one or
more counterparts, all of which together shall constitute one and the same agreement. This
Agreement may be executed by facsimile signature.

Changes to the Protocol. If at a future date changes in the Protocol appear desirable, such
changes may be made through prior written agreement between Sponsor and Institution. If such
changes affect the cost of the Study, Institution will submit o Sponsor a written estimate for
approval. If in the course of performing this Agreement, however, generally accepted standards of
clinical research and medical practice relating to the safety of Subjects require a deviation from the
Protecol, such standards will be followed. In such case, the Party aware of the need for a deviation
will immediately inform the other of the facts causing such deviation as soon as the facts are
known to the Party.

Covenant Not to Hire. Sponsor shall not, and shall not permit any of its Affiliates to, employ or
offer to employ any Key Personnel (as defined in this Section) until one year following termination




L. Drug Safety and Reporting. The recording of adverse events (AEs) is an important aspect of the
Study documentation. It is the Principal Investigator's responsibility to document all AEs accerding
to the detailed guidelines of the Protocol and current applicable local regulatory requirements. The
Principal Investigator agrees to answer any questions of SPONSOR andfor CRO’s Medical
Monitor concerning any AEs. According to the Protocol, the Principal Investigator will assess at
each visit whether any adverse event (AE) including abnormal Iaboratery values has occurred. The
details of all AEs, whether reported by the Subject or observed by the Principal Investigator / Study
personnel during the entire Study, will be recorded onto the appropriate source document. Each
adverse event must be recorded in the AE section of the case report form (CRF), regardless of the
causal relationship.

The Principal Investigator must immediately report all serious adverse events (as defined in
Protocol), which occur during the course of the Study and up to the date of the Subject’s last visit,
to the addressee given below. The SAE Report form will be used for documentation and reporting.

Initial and follow up SAE reports are to be emailed to the Medical Affairs Department of CRO for
onward transmission to SPONSOR:

E-mail: safety@karmiclifesciences.com

If the event is unexpected and fatal or Iif ; ) is consider f the Principal
lnvestigator poss‘.lbly related to the Suwy medication fety Dej nt of CRO shall be

CRO undertakes to notify the Principzal Investigaior and SPONSOR of all serious unexpeciec
adverse events, which occur during { f the Study in any other location and are reported

i it t Th i 2l Investigator will inform the local ethics
committee of SAEs reporiable accor 1ziionzl reguirsments and timelines, and of findings
that could adversely affect the Subject / i the conduct of the Study
or could alter the ECs / IRB’s approval {o continue th

Institution and CRO will be responsible {o notify on time the health authorities in India.
IN WITNESS WHEREOF, the undersigned have entered into this Agreement as of the date first set forth above.

Institute

\'S

\%@:ﬁ/
(Signature)
Dr. Rajendra Bohra
Dean
Mahatma Gandhi Mission's Medical college and Hospital,
N-6 CIDCO, Aurangabad-431003. MH. India

Oiy NOY 2616
(Date)

By:

BY EXECUTING THIS DOCUMENT IN THE SPACE PROVIDED BELOW, THE PRINCIPAL INVESTIGATOR
HEREBY ACKNOWLEDGES AND AGREES TO COMPLY WITH THE TERMS OF THIS AGREEMENT AND
THE APPLICABLE PROTOCOL, AS AMENDED FROM TIME TO TIME

Principal Investigator

. WWM/

(Signature)

Dr. Deepak Bhosle

Principal Investigator

Mahatma Gandhi Mission’s Medical college and Hospital,
N-6 CIDCO, Aurangabad-431003. MH. India




By:

(Si
Name . Prashant Kirkire

Designation : President

|13 Dec 1€

(Date)




EXHIBIT A: PROTOCOL

As annexure 1

Protocol No - Attached herewith



EXHIBIT B: BUDGET AND PAYMENT SCHEDULE

BUDGET:

Principal Investigator

Site Address

PAYMENT SCHEDULE

Dr. Deepak Bhosle

Mahatma Gandhi Mission’s Medical College, N-8, CIDCO, Aurangabad —

431003, Maharashtra, India

Payment Schedule for the total study Grant is as follows:

Overall Per Patient Budget

Amount in Indian rupees per|
patient

Reimbursement

14504

Includes the following

* Pl and site team payment including Co- Investigator (s),
Phlebotomist(s), Nurse(s), Dietician as applicable

e |nstitutional overhead

* Subject Travel Compensation (max to be paid INR 250/Visit/Subject

Total Amount

Budget Bifurcation

[ ing visit) . to be paid per subject @ 2:1 patient (for
—in case of screen failure every 2 enrolled subject 1 screen fail)
*inclusive of study staff fee for screen
| failures
Visit 2 {(enroliment visit) 2540 to be paid per enrolled subject
Investigator fee &
A Staff fees Visit 5 1000 5
Visit 7 3540 to be paid per completed subject
| Study Staff Fee | Visit 2 (enroliment visit) — | 1500 | To be paid for per completing subject
'B (inclusive of | Visit 7 (End of study visit) e
Coordinator & .
Phlebotomist Fee) i
C | Subject travel | Visit 1 (screening visit) — | 1750 max to be paid per subject @ INR 250/visit |
| reimbursement Visit 7 (end of treatment) -
D | ECG fees Screening Visit 300 to be paid per screened subject
D | % Institutional overhead (30 %) 2874 Wil be paid as per the (A+B) per
completed subject
Total 14504 per completing subject

» EC Charges/fees will be paid separately

« Central lab would be utilized for protocol specific blood analysis and payment would be done by
CRO on behalf of sponsor



The Payee designated above will receive all compensation paid to the Institution in connection with the Investigator
Agreement, if applicable. Payee will provide all applicable tax identification numbers and, upon reasonable request,
will provide or assist CRO with forms related to applicable taxes.

Payment Schedule for the advance payment is as follows:

1 Study start up cost (Advance/ pre payment) INR. 10000/-

The advance payment (pre payment) provided to the Pl will be adjusted against first three invoices raised by Pl as
per the Pl grant.

The remaining payments will be provided on monthly basis as per the patients visit charges/ patient study
completion.

Sponsor will pay only INR.1000/- amount for screen failure patients as per Exhibit A of this Agreement with the
maximum ratio of 2:1 i.e. maximum one screen failure per two randomized patients. Any Study subject who has
been enrolled in the Study but does not meet eligibility requirements (as set forth in the Protocol) may be
withdrawn from study without any payments. CRO reserves the right to withhold payment for any Study subject: (i)
for whom a signed informed consent form has not been obtained prior to enrollment, (i) for whom reasonably
complete Case Report Forms have not been obtained, or (iii) for whom the Protocol has not been followed, absent
reasonable explanation from Institution and/or Principal Investigator for the Protoco! deviation(s).

Payment Adjustments

s have been enrolled,
Iministrative costs that

If Institution's/Principal Investigator's participation is terminated because no Study subj
Institution/Principal Investigator will not be entitled to reimbursement or payment for any
were incurred prior to such termination, except to the extent such costs are set
Agreement.

If, upon termination of this Investigator Agreement. CRO, on !
Institution/Principal Investigator has not earned in accordance with
designated payee) will return to CRO all such prepaid funds v
termination. Prepaid funds owed to CRO, if any, will be returned p
accountant assigned to administer payments to the Payee.

effective date of
ded by the CRO

In the event this Exhibit A sets forth a maximum number of subjects that may be enrolled by Institution in the Study
or a maximum payment amount to Payee pursuant to the Study, Sponsor at its discretion may authorize increases
in Study subjects and/or payments.

In the event the Protocol is amended, compensation paid to the Payee may be adjusted to give effect to the

Protocol amendment.

During the course of the Study, Institution will have forty five (45) days after the receipt of final payment to dispuie
any reasonable payment discrepancies,

Invoices

Send invoices to:

Contact Person: Mr. Amit Pawar/Mr.Sagar Dhawale

Address: Karmic lifesciences LLP, Unit No. G-02, Reliabla Plaza, Plot No. K-10, Thane-Belapur Road,
MIDC, Airoli, Navi Mumbai — 400 708

Also send copy of Invoices through mail to contact person at amit.pawar@karmiclifesciences.com &
sagar.dhawale@karmiclifesciences.com

Failure to include Protocol number and Principal Investigator's name on all invoices may result in delayed payment.
Final Payment

The final payment will be made after the close-out visit by the CRO CRA, after all CRFs for all subjects have been
received and accepted by a CRO project leader, and all data queries for Institution have been resolved

satisfactorily.

Budget notes, payment schedule, conditions of payment and payment directions



3 Serious Adverse event related costs: Costs relating to SAE that arise due to study participation would be
borne by the Sponsor on actual.

4. Each randomized subject after completion of the study visit can be given the reimbursements.

5, Please note that the total amount for three randomized patients i.e. INR. 43,512/- (fourty three thousand
five hundred twelve only) will be considered as retention amount and will be paid at the end of study/ study close
out; once all the study related procedure and documentation would be over.

B. All payments are subject to withholding tax under all applicable laws including Income Tax Act, 1962.

0 A tax of 10% will be deducted in case a tax exemption certificate is not provided. This tax amount has been
calculated and added to total grant amount. In case a tax exemption certificate is provided, then the tax amount (@
10%) will not be applicable to be released to the site in the budget.

M In case recruitment is not initiated within a reasonable time period, unutilized amount (In keeping with the
payment head above) would have to be returned to Sponsor.



