MOU Between clinzone Clinical research services , Pvt.Ltd. Pune
AND

Krishna Institute of medical scienges Deemed University, Karad

Clinical trials conducted

1) ODYSSEY OUTCOMES- EFC11570- A randomized, double blind, placebo
controlled, parallel- group study to Evaluate the effect of SAR236553/REGN727
on the occurrence of cardiovascular events in patients who have recently
Experienced an acute coronary Syndrome.

Sponsor: Sanofi

PI: Dr.Aparna patange

2) Evaluation of Efficacy and safety of fixed dose combination of losartan,
Amlodipine and Hydrochlorothizide in the treatment of essential hypertension : An
open label , multicentric trial

Sponsor: Sunpharma

PI: Dr. Aparna Patange



Memorandum of Understanding (MOU)

This Memorandum of Understanding (MOU) signed & executed from Thursday
the 6" November 2014.

BETWEEN

Krishna Institute of Medical Sciences Deemed University, (KIMSDU) located
at Central, Near Dhebewadi Road, Malkapur, Tal. — Karad Pin — 415 539, Dist. —
Satara, (Maharashtra) hereinafter referred to as KIMSDU (which expression shall,
unless repugnant to the context, mean and include his executors, administrators
and assigns) of the FIRST PART

And

Clinzone Clinical Research Services Private Limited, a company incorporated
under The Indian Companies Act, 1956, having its registered office at 106/8A
Parvati Darshan Pune. Maharashtra India. Hereinafter referred to as Clinzone
(which expression shall unless repugnant to the context mean and include its
executors, administrators and assigns) of the SECOND PART

WHEREAS

Clinzone (with its headquarters in Puné, India) is essentially a Consulting &
Knowledge Management Organisation offering a range of Enterprise Intelligence
services especially to the Healthcare and Clinical Research Industry. Clinzone’s
Mission is ‘Serving People through Care’. CARE represents its main areas of
operations viz. (a) Clinical Trial Management Services (CTMS) (b) Consulting &
Content Development (c) Associate Services, (d) Research and (e) Education &
Management Training

Clinzone has since 2014 been actively involved in select Allied Health Initiatives
and has decided to focus on Clinical Trial Management Services (CTMS) as a
strategic area for growth

Clinzone has developed an excellent network of relationships with the Hospitals,
Clinic, Pharmaceutical Industry, Sponsors and Clinical Research Organisations
(CROs) and Research Institutions both in India and abroad.

AND WHEREAS
Clinzone presented a Proposal to KIMSDU for a Clinical Trial & Strategic

Alliance wherein the two Parties would work in concert in the emerging area of
Clinical Trial Management Services.
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This Contrac! (hersinafter “the Contract’) is made as of the 1sl June 2015 (hereinafier “the
Effective Date®), by and among:

DR. (MRS.) APARNA PATANGE having her address at Madicine Dgpaﬂmenf. Krishna
Institute of Medical Sciences Deemed University, Karad Pune-Bangalore Highway, 4 Malkapur,
‘Karad, District- Satara 415110

Hereinafter the “INVESTIGATOR",

AND

KRISHNA INSTITUTE OF MEDICAL SCIENCES DEEMED UNIVERSITY having its address
af Karad Puns-Bangalore Highway, 4 Malkagur, Karad, District - Satara 415110 reprasented for
the purposes hereof by Dr. M. V. Ghaorpade (Registrar)

Hereinafter tha “INSTITUTION’

AND

SANOFI-SYNTHELARO (INDIA) PRIVATE LIMITED, a private limited company having its
registerad office at Sanafi House, CTS No.117-8, L&T Business Park, Saki Vihar Road, Powai,
Mumbai- 400072, represented for the purposes hereof by Dr. Chirag Trivedi, Clinical Study
Unit, Direcior _

Hereinafter the “SPONSOR”

The INVESTIGATOR, the INSTITUTION and the SPONSOR are herginafter individually
referred to as a “Party * or colleclively referred to as the “Parties”.

WITNESSETH:
WHEREAS, the SPONSOR is to perform a clinical trial ODYSSEY OUTCOMES-EFC11570
(hereinafter the « Study ») to evaluate Sanofi drug SAR236553/REGNT27- Alirocumab
{nereafier the « Invesligational Medicinal Product ») in accordance with a protocol entitied
ODYSSEY OUTCOMES, EFC11570 and its amendments (hereinafter coliectively the
«Protocolx), and

WHEREAS, the INSTITUTION and the INVESTIGATOR having each reviewsd the Protocol for
the Siudy, the Clinical Investigator Brochure and sufficient information regarding the
Investigational Medicinal P-oduct to evaluate their interest in participating in the Study, wish to
participate in the Study and assure that they have sufficienl aulhority, compeisnce and
experience in clinical frals, along with the necessery infrastruciure and lechnical means 10
perform the Siudy,

In consideration of the undertakings and commitments sel forth herein, the Partes agree fo
anter intn the Contract, which provisions shall apply in compliance with those of the Protocol.

ARTICLE1. ° PROTOCOL.

The Study shall be performed in sirict compliance with the Protocol a copy of which has been
provided and signed by the INVESTIGATOR and the INSTITUTION, as such Prolocol is
submilted to the relevant Independent Ethic Commitiee (« IEC/RE »WHealth Authority (eHA»Y
Competent Authority (# CA =) for favorable opinion/ approval and as the Protocol may be
amended from time to fime thersaftar.

Any amendment to the Protocol shall be notified to the relevant IEC/IRB/HA/CA according lo
local regulations. All of the terms of the Protocol and any further amendments to the Prolocol
are incorparated hereunder and are par of the Confract.

To the exient that there may be any inconsistency betwesn this Contract and the Protocol, this
Contract shall control, except wilth respect o medical or chinical matters, for which the provisions
of the Prolocol shall take precedence.
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ARTICLE2.  STUDY SITE.

il ba performed at Knshna Institute of Medical Sciences LDaasmed University
:nn:aggd;‘t skhgrad Ppnﬁm-ﬁangalnre Highway, 4 Malkapur, Karad, Disrict- Salara ¢15‘}10
{herainafter the «Study Sitep). The INVESTIGATOR fmd the INSTITUTION shall be responsible
for obtaining any authorization from the representatives of the Study Site where the Study is

ed.
EI;r,:ﬂu::Irf.:'r't;"lna avoidance of doubt, the sums paid under Exhibit 1 of the Contract fo the
INVESTIGATOR andfor the INSTITUTION include global eompsnsation for the performance of
carried out at the Study Site.

?f?eslt;lﬂ%SﬂGE'l%H. hareby m&f ents, warrants and covenants thal heishe has and shall
maintain all necessary authorizations fram the Study Site representalives to perform the Study
and that he/she shall take responsibiiity for the payment of any cost incurred by the Study Site
in connection with the Study, the amount and terms of which shall be direclly and exclusively
handled by the INVESTIGATOR and the Sludy Site. | 1 =
For the purpose of the Contract, the ferm « Coliaboralors » shall mean any person _mvne-.rad in
the Study including but not limited to associates, sub-investigators, biclogists, assistents and
nurses,
The INVESTIGATOR shall bind the Coliabarators with obligations at least as stringent as those
provided for in the Contract. Thersfore, the INVESTIGATCR shall be held liable should any of
the Collaboratars fail to comply with any of the obligations provided for in this Centradt

ARTICLE 3. COMPLIANCE.

3.1 The Study shall be performed in accordance with (i) the Protocol (i} all applicable
Central, State and Local laws, rules and regulations in India including the Ethical Guidelines for
Biomedical Research on Human Subjects issued by the Indian Council of Medical Research
and the Indian GGP Guidslines (iii) the Guideline for Good Clinical Practice of the Intarnationzl
Conference on Harmunization (hereinafier the « ICH — GCP »), (iv) the principles laid down by
the 181h World Medical Assembly (Helsinki, 1564) and all 2pplicable amendments laid down by
the World Medical Assemblies, and [v) the specific procedures provided by the SFONSOR
applicable for conducting the Study

322 The INVESTIGATOR and the INSTITUTION shall ensure that all procedures defined in
the Protocol are complied with, so that all data coming from the Study Site are refiable and have
boen processed comeclly (sspecially the randomization lists, and the blind character of lhe
Siudy as the case may be) and will ensure that the contenl of the cass report form (CRF) /
alectronic casa raport form (e-CRF) will accurately reflect source documeants.

33 The INVESTIGATOR and the INSTITUTION shall suomit CRF/eCRFs to the SPONSOR.
The INVESTIGATOR and any Collaborator (as such term is deflined at ardicle 5.2) will be Irained
by SPONSOR with respect to the use of aCRFs.

The INVESTIGATOR and the INSTITUTION agree that sny ard all squipments if provided to
the INVESTIGATOR's Study Site and or to the INSTITUTION to complete eCRFs shall remain
the sole properiy of the SPONSOR. The INVESTIGATOR and the INSTITUTICN =hall promptly
refurn any such equipment when all eCRFs for the Study have besen compleled by lhe
INVESTIGATOR andfor the INSTITUTION.

ARTICLE 4. TERM.

This Contract is being entered into force from the Effective Date as mentioned above and shall

expire upon receipl by the SPONSOR of all dala generaled by the IMVESTIGATOR: and after
complelion of the cose-oul visit Tor the Sudy Site.

Tha Partias esimate that the whole Study will take approximately {64 Monihs] morths from the
first visit of the first Subject to the last visit of the |ast Subject.

tape Mame: Erahng Insttoie of Mecial S2iences Deamed Uriversity
Suchy Code £ Name: EFCLT570 [ ODYSEEY. OUTLONES Effectve Uater 1 June 2015

e gl
2 o
Insas SPONSOR fritlats | UTION stz INVESTIGAT

Page ko: 3 af 15

Add. Director of Research
KIMSDU, Karag



ARTICLE 5, ITEMS SUPPLIED BY THE SPONSDR.

3.1 The SPONSOR shall provide dirsclly or indirsclly the INVESTIGATOR and/or the
INSTITUTION with ail necessary information, documents and matsrials, including but not limited
lo:

the Investigator Brochure {IB}/ SmPC data

the Protocol,

the Informed Consent Form

he CRF/e-CRF

the Investigational Medicinal Product manufactured in accordance with the applicable
regulations and/or the Goad Manufacturing Practics (GMP), suitably packaged and
labeled and in sufficient quantity to conduct the Sludy.

32 The INVESTIGATOR, the Collaborators and the INSTITUTION shall use tha information,

ope Investigational Medicinal Product will not be mads avaitable 1o the investigator until the
SPONSOR has received a copy of the writen and dated dpprovaliopinion of the

54  Should tha Sludy require the use of = specific materizl, the SPONSOR {or its dasignee)
may provide such material to the INVESTIGATOR andfor ihe INSTITUTION under conditions
(reference of the material, quanities, congitions of reslintion, elc.) detailed in & separale
agreemaeant.

5.5 The INVESTIGATOR / INSTITUTION or its designee shall ensure that an accurate
record of the guantity of Investigations! Medicina Product received and dispensed fo each
Subject is maintained. The iNvESTIGATGRIINSTITUTIDN shall ensure that the Investigational
Medicinal Product is stored and dispensed in accordance with the SPONSOR's speciflications
and applicable laws and requlations.

38 The JNVEETIGATDR!INSTITUT!DM 2gree lo lake responsibility for the safeguarding of
such materials and 1o nolify SPONSOR promplly in case of any loss damage, or failure of thass
matsrials,

5.7 Upen termination or complstion of the Study, ali unused Study Drug, compounds, drugs
devices, casa feport forms, whether or ot completed, and other ralatad matedals that were
furnished to the INVESTIGATOR/ANST ITUTION by or on behalf of lhe SPONSOR shall be
refurned to the SPONSOR,

ARTICLE &. SUBJECTS RECRUITMENT.

6.1  The INVESTIGATOR has eslimated that he/she can recruil a maximum of 25 Subjacts
{the « Subjacts »), within 12 months. This targel of recruitment can be increased anly upon
written agresment of the SPONSOR. In addition, SPONSOR may establish a thrashold number
of Subjecls and rate of accrual of Subjects (2.9, x Subjects par day/weekimonth) to allow for
appropnale monitoring of the Study and  will communicate ‘his information t3 the
INVESTIGATOR. The INVESTIGATOR underizkes {o comply with these limitations ang
conditions for further recruitment at the Study Site as required by lhe SPONSOR.

6.2 A minimum of one {1) Subject must bie enrofled Within two (2) months of initialing the
Study al the Study SITE. Subseguently, if no Subjects are enrolled over 3 period of three (3)

Site-Harme: Krishing insiftute of Medical Stiancos Depmed Urhgrsity
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months, or if tha INVESTIGATOR cannot begin the Study at the STUDY Sile, SPONSOR may
decide at its discretion to discontinue the Study at the Study SITE.

ARTICLE 7, CONSENT OF THE SUBJECTS.

7.1 Belore any Subject's participation in the Study, the INVESTIGATOR shall fully inform
any subject andior, as the casze may be, herhis lagal representative, in language
understandable to them, of all pertinent aspects of the Study in accordance with the
requirements stipulated under Ind lan laws/regulations (Article 31)

7.2  The INVESTIGATOR shall ensure that all Subjects participating in the Siudy and for their
Izgal representative (i} have recelved & copy of the Subject information leaflel, and {il} have
expressed their prior consent by signing the informed consent form, in such format as approved
by DCG! or Other Authority, without the undue influence or coercion of any person directly
inveived in the Study, and only after having been duly informed,

ARTICLE 8. MONITORING OF THE STUDY.

8.1 The SPONSOR shall appoint monitar(s), bound by a professional confidentiality
abligation, whe will work with the INVESTIGATOR and the INSTITUTION to ENSUre proper
conducl of the Study (hersinafter the « Monitor(s) »). The INVESTIGATCR and the
INSTITUTION agrees ta fully cooperate with the SPONSOR's manitoring procedurss and
maintain all necessary patient information.

8.2  The Monitor shall be entitlad 1o visit the Study Sile and be regularly informed about the
parformance of tha Study and shall coliect all the documents and information about the Study in
Jccordance with the Protacol and the ICH-GCP He/she shall have access to all records on the
Sublects and all information pertaining to the Study, as well as. copies thereof, if nesded.

ARTICLE 9, DUTY OF INFORMATION,

The INVESTIGATOR and/or the INSTITUTION shall immediately inform the SPONSOR of any
serious adverse event (v SAE »}or olher events as defined in the Prolocal.

ARTICLE 10.  FINANCIAL TERMS AND CONDITIONS,

101  As consideralin for the proper performance by the INVESTIGATOR and |he
INSTITUTION of thei obligations under the Contract the SPONSOR  shall pay the
INVESTIGATOR andfor ihe INSTITUTION in compliance with the paymenl terms defined in
Exhibit 1. . Payment terms may be modified only upan prior written consent of the Parljes.
Likewise, non-emergency additional tests or serviges (t=sls or services nen-required by the
Protacol or performed in excess of Protocol requirement) shall not be reimbursed nereunder
without the prior written consent of the SPONSOR.

10.2  Out of pocket expenzos authorized in advance by the SPONSOR that have. bean
provided for in Exhibil 1 shall be reimbursed (o the INVESTIGATOR andlor the INSTITUTION
(without any mark-up} within forty-five (43) days of recaipt by the SPONSOR of an llamized
invoice,

Site Hama: Krishna Instinute of Medics Schepoer Deend Universty
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103 The INVESTIGATOR andfor the INSTITUTION will bedr the responsibility. for the
declaration of thess sums and for the payment of all taxes and social contributions on the fees
they will receive hereunder.

ARTICLE 11.  CONFIDENTIALITY AND RESTRICTED USE.

1.1 Al information disclosed or provided by the SPOMSOR or produced during the Stludy,
Including but not imited Io the Pratocol, the Investigator's brochure and CRF/e-CRF, the resulls
obtained during the course of the Study, the financial terms of the Contract {hereafer the «
Confidential Information »), is confidential, The INVESTIGATOR and the INSTITUTION agree to
keep confidential and not to disclose tha Confidential Information to any third party without the
priar writlen approval of the SPONSOR. The INVESTIGATOR and the INSTITUTION shall uze
the Confidential Information solely for the purposes of the Study.

Furthermore, the Parfies agree o adhere 1o the principles of personal data confidentiality In
relation to the Subjects, the INVESTIGATOR, the INSTITUTION and Collaborators invalved in
the Sludy. Each Callaborator shall be subject to these obligations of confidentiality and
restricted use. The INVESTIGATOR shall inform the Callaborators of the confidential nature of
the Study and will only provide them with the information that is strictly necessary for the
accomplishment of their acts.

1.2 Confidentia! Information shall riot include information that: {1} is at the time of disclosure,
or thereaftar becomes, publicly available through na faull of the INVESTIGATOR or the
INSTITUTION; (2) is disclosed to the INVESTIGATOR or 1o the INSTITUTION by a third party
enlitled to disclose such information in & non-confidential manner; (3) = known to the
INVESTIGATOR or to the INSTITUTION prior lo disclosure under this Contract, as shown by
the INVESTIGATOR's or the INSTITUTION'S prior written records; {4} can be documented io

INVESTIGATOR or the INSTITUTION gives the SPONSOR prompl notice of such fact so that it
may oblain a protecive order or othar appropriate remedy conceming any such disclosure,
cooperate fully with the SPONSOR in connection with its efforis to ablain any such order or
other remedy, and disciose, whera disclosure is necessary, anly the information legally required
lo be disclosed.

113  The obligations of confidentiality and restricted uss contained herein are applicable
during the tenm of the Contract and shall survive for 10 (ten) years from its date of lermination,
whelher by expiration or by early tlermination,

ARTICLE 12. RECORD RETEN TION.

The INVESTIGATOR and the INSTITUTION through the Study Site shall refasin and preserve
one (1) copy only-of all data generated in the course of the Study for the longest of those twa
time periods:
= fiflesn (15) years ar,
= such longer period as required by applicable regulalory requirements, {the « Retenlion
Penod »),
-
* The SPONSOR must be informed in writing of any change of address or relocation of
the Study filss and of the INVESTIGATOR fihe INSTITUTION during this period
Foliowing the Retention Period, as instrucled by the SPONSOR, the INVESTIGATOR and/or
e INSTITUTION will either forward such records to the SPONSOR at SPONSOR's Bxpense,
retain such records for a reasonable additional charge o be nagotiated, or destroy tne records,
and send to the SPONSOR proof of such destruction. Subjec: files should be refained as per
GCP requirements as defined in the Protocol and in compliance with local regulations.

ARTICLE 13. PERSONAL DATA PROTECTION.

13.1 . The Subject data and specific dala regarding the INVESTIGATOR, the INSTITUTION
and Coliaborators which may be collscted by the SPONSOR and included in the SPONSOR's
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datsbases, shall be treated by bolh Parties in complince with all applicable laws and
regulations. These datg may be transferred by the SPONSOR or its representative to Health
Authorities or to a SPONSOR's represzntative located ina counlry whera there is no personal
data proteclion law, or whers the level of protection imposed by local law is less stringent than
requirements of the European Union under which Sanofiis governed.

13.2  As data controlier, when processing or archiving data pertaining to the INVESTIGATOR,
the INSTITUTION, the Collaboraters and/or the Subjects, the SPONSOR shall take all
appropriate measures to safeguard and prevent access 1o thiz dala by unauthorized third party.
133 The INVESTIGATOR, the INSTITUTION, the Collaborators sndior the Subjects have the
right lo access and, whare apprapriale, to raquest the rectification and/or deletion of their
personal dala by sending a written notice to the address of the SPONSOR, o the atlention of
the Data Privacy/Compliance officer Dr. Chirag Trivedi (e-mail: chirag.trivedi@sanofi.com)
Deletion of data is possibje only for justifiable reason and i it I not required by law fo keep il

ARTICLE 14.  PUBLICATIONS AND COMMUNICATIONS,

14.1  The INVESTIGATOR and the INSTITUTION undsriakes nol to make any publication or
release paraining to the Study andlor results of the Study without SPONSOR's pricr written
consent, being understood that the SPONSOR will nat unreasonably withhold its approval.
As the Study is being conducted at multiple sites, the SPONSOR agrees that, consistent with
scientific standards, first presentation or publication of the rasulls of the Study shall ba made
only as part of a publication of the results oblsined by all sites performing the Study.

« if no multicenter publication has occurred within twelve {12) monlhs fallowing the

publication derived from the Study for review and comment at |east thirty {30) days in advance
of any prasenlation or submission for publication. In adaition, if requested by the SPONSOR,
any presentalion or submission for publication shall be defayed for a fimited time, not to excead
ninety (90} days, to allow for filing of a paten! application or such other measures sz the
SPOMNSOR deems appropriale lo establish ang praserve ils proprielary rights.

142  The INVESTIGATOR and the INSTITUTION shall not use the name(s) of the SPONSOR
andior of its employess in advertising or promotional material or publication without the prigr
wiillen consent of lhe SPONSOR. The SPONSOR shall not use the name(s} of tha
INVESTIGATOR, the INSTITUTION andfor the Collaborators in advertising or promotional
material or publication without having receivad their prior wrilten consenifs).

143  The SPONSOR has the right at any time to publish the results of the Study.

ARTICLE 15. PROPERTY RIGHTS.

151 Al information, documents, materials {hersinafler collectively « Infarmatian ») and
Investigational Medicinal Product pravided by lhe SPONSOR aré and shall remain the sole and
exclusive property of the SPONSOR or iis designes.

15.2  The INVESTIGATOR and INSTITUTION shall net and shail cause the Collaboraiors nat
to mention any Information or the Investgational Medicinal Product in any application for a
15.3 Al the results, dala. documents, discoverizs and inverdions which arise directly or
indirectly from the Study in any form, shall be the immediate and exclusive praperty of the

{including all patents, copyrights, dalabases and eny application or right to apply for registration
of any of those rights) which may arise directly or indirectly frem the Siudy and all existing or
fulure materials creaated in rafation to the Study

154 Ths SPONSOR may use or exploil all the results at ts own discretion, without any
limitation 10 its property - right (teritory, fisld, copfinuance...); and without any additional
payment. The SPONSOR shall be under ro obligation to patanl, devalop, market or otherwise
use the results of the Study, issued under this Contract

3lte Mare: Krithna Institute of Mediss! Seignces Deomed Unlversily
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155 As the case may bs, the INVESTIGATOR, the INSTITUTION andfor the Collabaralors
shall provide all assistance required by the SPONSOR, at the SPONSOR's expense, for
ebtaining and defending any patent, including signature of all lagal documents.

ARTICLE 16.  LIABILITY - INDEMNIFICATION — IN SURANCE.

16.1(A} In accordance with Rule 122-DAB of the Drugs & Cosmalics Rules, 1945 in the event of
injury to or death of a Subject during the Study, the foliowing shall apply:

(1) In the case of an injury occuring 1o the Subject, during the clinical trial, free medical
management shall be given as long as required or il such tme it is eslablished that the injury is
not related lo the clinical trial, whichever is earijer:

{2) In case the injury occuring lo the Subject is related to the Study, such Subject shall also be
enliled for financial compensation as delermined by the Licensing Authority under the said
Rules over and above the expenses incurred gn the medical management of the Subject;

In case, there is no permanent injury, the quantum of compensalicn shall be commensurate
with the nature of the non-permanent injury and loss of wages of the Subject;

(3] Inthe case of Study related death of the Subject, histher nominee(s) would be entilled for
financial compensation as per the order of the Licensing Authority and the financial
compensation will be.over and above any expsnses fncumed on the medical management of the
Subject;

{4) The expensés on medical management and financial compensation in the case of Study
related injury or death of the Subject shall bs borme by the SPONSOR;

(3) Any injury or death of the Subject aceuring in the Study due fo the following reaseons shall
be considered as Study related injury or death and the Subject or hisiher nomines(s), as the
‘tase may be will be entitled for financial compansation for such injury or death :

{a) adverse effect of the Investigational Medicinal Product:

(b) violation of the Protocol, scientific misconduci or negligence by the SPONSCR or the
INVESTIGATOR, Provided that if such viclation of the Protocol, scientific misconduct or
neglgence is by the INVESTIGATOR, then the INVESTIGATOR will be liable to reimburse o
the SPONSOR the expenses on such medical management and financial compensation that the
SPONSOR shall have paid ta the Subject or his/her nominee(s), as the case may be;

(¢} failure of the Investigational Medicinal Praduct to provide intended therapeutic effecl; where
the standard care, though available, was nat provided 1o the subject a5 per the dinical trial
protocel;

{d) use of placebo in a placebo-controfled lrial; whare the standard care, though available, was
not provided io the subject as per the clinical trial protocel;

(2} adverse effects due to concomitant madication excluding standard care, necessitaled as
part of the Protocol:

{f) Tor injury to-a ¢hild in-uisro becatise of the participation of parent in the Study;

(g} any clinical irial procedures invoived in the Sludy.»

The SPONSOR cedifies it has subscribed & liability Insurance policy to cover its liability as
required by applicable law. The SPONSOR will provide the INVESTIGATOR andior the
INSTITUTION with a certificale of insurance in the counlries where this document is required.
18.2 The insurance subscribed by the SPONSOR doss not release neither the:
INVESTIGATOR nor the INSTITUTION frem their osligation 1o maintain their own lizbility
insurance poticy.

18.3 The SPONSOR agrees to indemnify, hold hanmless and defend the INVESTIGATOR, the
INSTITUTION, and Collaborators (« Indemnities ») from and against any and all claims and
suits, including reasonable atiomeys' fees incurred in Jhe defence thereof, arising out of an
injury to a Subject (including death) caused by the administration of the Invesiigational
Medicinal Product or the performance of any proeedure required under the Protocol, except io
the extent such claim or suit is aliributable 1o-

(1) a failure to adhere Io the terms of this Conlract, the Protoce! or any wrillen insiructions
from the SPONSOR regarding the administration of the Investigational Medicinal Product or the
performance of any reguired procedurs: or

{2} zfalureto comply with any applicable laws, regulalions and government requirements
(including, without limitation, obtaining informed consants): or

{3 the negligence or witful malfeasancs of the Indemnilizs.

The SPONSOR shall have no obligalion under this Section, however. unless: (i) the SPOMSOR
is promplly notifisd of any such claim or suil; (i} the Indeminities cooparate fully in the handling
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thereal; and (iii) the SPONSOR has sole control over the disgosition of such claim or sUit,
including the selaction of counsel and any settlement thereof, provided, however, that no
seitlement shall include an admission of hiability on the part of the Indemnities without their prior
writien consent, which consent shall not be unreasonably withheld.

ARTICLE17.  AUDITS AND INSPECTIONS.

17.1 For the purpose of ensuring compliance with the Frolocel, Good Clinical Practice and
applicable regulatory requirements, the INVESTIGATOR and the INSTITUTION shall permit
audits by or on behalf of the SPONSOR and inspections by applicable regulatory authorities.
The INVESTIGATOR agrees o allow the auditors andfor inspectors to have direct access to
hislher Sludy records and to Subjects files for review, being undarstood that this personnel is
bound by professional secrecy, and as such will nol disclose any personal idantity or personal
medical information.

17.2 The INVESTIGATOR and the INSTITUTION shall devote their bast efforts o facilitate the
performance of any audit and inspection and shall give to the SPONSOR or fo any parson
designated by the SPONSOR access o all necassary facilities, data and d its.

17.3 As soon as sither the INVESTIGATOR or the INSTITUTION is nofilied of a future
inspection by the authorities, they shall inform the SPONSOR and authorize the SPONSOR 1o
participate in this inspection. The information that arises from the inspections by the regulatory
autheriies will be immediately communicated 2y the INVESTIGATOR andfor INSTITUTION to
lhe SPONSOR.

174 The INVESTIGATOR and the INSTITUTION shall take appropriate measures required by
the SPONSOR io take corrective actions without delzy in order to solve all problems found
during the audits or inspections.

17.5 It is expressly agreed batween the Parties that the SPONSOR will not compensate Lhe
INVESTIGATOR andior INSTITUTION far the audits and inspections and that the assistance
and availabiiity of the INVESTIGATOR or the INSTITUTION for the audits and inspactions is
inciuded in the amount mentionad in Exchibit 1.

17.6 The rights and obligations undar this Article shall remain in affect for fifleen (15) years
after the end of the Study.

ARTICLE 18. TERMINATION OF THE CONTRACT.

This Contract may be ferminated: (1) by a joint decision of the INVESTIGATOR and the
INSTITUTION upon thirty (30) days prior written notise if the Study Sile or the INVESTIGATOR
far any reason becomes unabils o parform or complete this Study: or {2) by tha SPONSOR
upon 30 days prior written notice.

In the event this Contract |5 terminated, the SPONSOR will be respensible for compensating the
INVESTIGATOR andior the INSTITUTION for actual activitios performed hereunder in
accordance with the terms of this Contract ang raasonable non-canceilable expenses incurrad
pricr lo notice of lermination i such Expenses were required under the Frolocol and
contemplated within Exhibit 1. Any funds paid in advance will be prorated and any excess funds
will be relurned lo ihe SPONSOR. The INVESTIGATOR =hall provide the SPONSOR with all
documesitation required by the Protocal and applicable laws and regulstions and any sguipment
provided by the SPONSOR in connection with the Study no Iater than ninety (90) days after fhe
compietion or early termination of the Coniract

The terms and conditions of Articles 3; 11; 12; 13: 14: 15, 18; 17, 19; 20 shall survive the
Expiraliup or earlier termination of this Contract

ARTICLE 19. DEBARMENT AND SENTENCING FOR MALPRACTICE.

The INVESTIGATOR and lhe INST ITUTION represent and warrants that neither he/she nor any
Collaborstors institution involved in conducting the Study nor any member of the siaff of the
INSTITUTION, has been debamred, excluded, disqualified or restricted in their ability to practics
madicine, parlicipate in a clinical Irial, or perform services in connection with the evaluation of a
pharmacsutical product under any laws, regulations or profossienal code of conduct including
withoul limitation United States 21 U.S.C. §3353 and 21 CER §312.70.

The INVESTIGATOR shail immediataly nofify the SPONSOR should hefshe or any
Collaborators involved in conducling the Study, be so debarred. excluded, disqualified or

e Hame: ¥rishng Instiote of Madical Seignces Devrmiad Unlversity
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restricled, or should a procedurs or action be iniliated against any of them that could rasull in
their being so debarred, excluded, disqualified or resiricted, al any time during the term of this
Contract and during the twelve {12) months following the expiralion or lermination of the
Caontract,

ARTICLE 20. FINANCIAL DISCLOSURE - TRANSPARENCY -
CONFLICT OF INTEREST.

201 The INVESTIGATOR, the INSTITUTION and the Caollaboraters involved in this Study at
the INVESTIGATOR's Sludy Sile, shall ensurs thal they provide the SPONSOR with the
approprials financial disclosures required for compliance with 21 CFR Parl 54, on such forms as
the SPONSOR may supply or approve,

Curing the term of this Contract and for ong (1) year following termination or completion of the
Study, the INVESTIGATOR and the INSTITUTION shall promptly nolify the SPONSOR of any
malerial change in the information disclosed on a previous form.

202 In the interest of transparency relating to the SPONSOR's financial relationships with
investigators and institutions, the SPONSOR may collecl, sublicly discloss, and communicats to
relevant authoritiesinstitutions, the funding, including payments mada 1o the INSTITUTION and
payments made to individuals. - andior any direcl or indirec! advantages andfor or any refaled
information or document associated with this Contract, if required by appiicable law.

203 The INVESTIGATOR represents and warranils to the SPONSOR that helshe:

{a) is nol bound, at the date of signature of this Contract, by any obligation or
commilment to & third parly, including any legal enlity. of which he/she is an
employee or to which he/she refers, that could confict with the terms of this Contract
and

(b} will nol knowingly enter in's any agreement with a third party that would in any way
prevent him/her from participating as an investigator in the Sludy or could coanflict
with the lerms of this Contract.

ARTICLE21. AN TI-BRIBERY,

211 The INVESTIGATOR and the INSTITUTION represent ana warrant that they nor sny of
their personnel ars officials, agents, represantatives or employess of any government or political
party or any international public organization where lhey may be in a position of official
govemnment sulharity able o use that position lo hslp the SPONSOR obiain of maintain
Bugsiness or obtain a business advantage.

212 The INVESTIGATOR and the INSTITUTION further represent and warrant that they
have nat made and agree [hat they shall not make any payment ar any offer or promise for
payment, either directly or indirectly, of maoney or alhar assels, or transfer anything of value, o
govemment or polilical party officials, officials of infernational organizalions, candidates for
public office, or represantatives of oiher businesses or persons acting on behalfl cf any of the
foregoing for the purpose of influsncing decisions or aclions or where such paymenl or
aavaniage would constilute violation of any applicable ant-bribary legistation, regulaticns andior
codes, both national ang foreign, including but not limited lo, the US Forsign Corrupt Practices
Act and the UK Bribery Act (hereinafter and abave designated by « Anli-Bribery Provisions »).

ARTICLE 22, MISCELLANEQUS
221 The Protocol, the Contract and all others documents exchanged between the Parlies

constitules the whole Undertaking of the Partias. All appendices attached hersfo shall pe
deamed lo be incorparated herein,
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22.6 Should a provision of this Contract in any manner whatsceyer contravens any applicable
laws and regulations, such provision shall be desmed 0 be severable and shall not sffact any
other provision of this Coniract, nor affect the enforceability of those remaining provisions which
are not in contravention of any law and regulation,

227 The Contract, is concluded by the SPONSOR intuity perscnae. Hence, the
INVESTIGATOR and ha INSTITUTION shall not be allowed to transfer tatally or partiaily the
obligations the SPONSOR chargad them with, nor fo subcontract them without the prio: written
censent of the SPONSOR. The INVEST] GATOR and the INSTITUTION shall, where applicable,
fransmil to the Collaboralors the Contract and shall cause them to abide by its terms and
conditions. The SPONSOR may transfer this Contract 1o an afiliate company or to a successor
in interest to its business by reason of any Merger, acquisition, parthership, ficense agreement
or atherwise, provided that the assignes is subject to the ierms and obligations provided in this
Canlract. For use herein, affiliated tompany shall mean Sancfi (B 395 030 844 R.C.S. PARIS,
hereinafter “SANOFI*) and any legal entity which controls SANOF!. is contralled by SANOF| ar
is under common control with SANOFL *Conitrol” means the cwnership direclly or indirectly of at
least fifly percent (50%) of the capital stocks or the voling rights of such enlily.

22.8 This Conlract conslitutes the entir» agreement between the Parties reiative to the subjact
matler hereof and Supsrsedas gl representations, warranties, agrsemants or underfakings
previously made relative (o such subject matter, and no such representations, warranties,
agreements or Undertzkings shall be in any farce and affect unjoss contained herein. No
vaniation of any lerms and congifions of this Contract will be binding upon the Parties unless
commilted in writing and signed by them lespectivaly. '

22.9 This Contract shall b govemned by the law of India. Pricr 1o taking any legal action. {he
Parties shall endeavor in ssitle by amicable arangement any disputes arising between them
regarding this Conlract Should e Parties fail 1o reach an amicable setfiement, the Paries
agdree to submit to the exclusive jurisdiction of the courts of Mumbai and the Parties waive any
other forum to which they may be entitied by reason of their present or future address or for any
olher reason.

e ————
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IN WITNESS WHEREQOF, Ihe Parties hereto have caused this Cantract to be duly executed on
their behalf in three counterparts, each of which shall be desmed to be an ofiginal, as of the
Effective Date,

SANOFI-SYNTHELABO (INDIA) PRIVATE LIMITED THE INVESTIGATOR
A (. S :
[Skinature] [Signature]
[Or. Chirag Trivedi] [Dr.{Mrs.) Aparna Patange]
[Clinical Study Unit- Directar] [Principal Invesligatar]
in the Presance of:

In the Presence of: g; [:f«o-;’ml

(Y. J. Cama)

KRISHNA INSTITUTE OF MEDICAL SCIENCES DEEMED UNIVERSITY
1

[Sigrfaturs]

[Or. M. V. Ghorpada]
[Registrar]

Inthe Presenca of

At.co
_‘/-"’/,4
(M3 Anikel A Jadhav)

o]
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EXHIBIT 1
Study Namoe - Odyssey Qutcomes Study Code : EFC11570

CONDITIONS OF PAYMENT

1. The SPONSOR will Pay Rs2.71,788"- per Subject included in accordance with tha
Prolocol and who has completed the Study,

Such *uch amount is divided as follows ;

Subject Visits E:::hfd: vat mj‘]_“ﬂ'j .'-J(i
| Visit [ - S:muh:gﬁud. run-in period)- Onsite Visit INR 19,522 L
Visit 2 - Sereening(inel, run-in period)- Onsite Visit | INR 11,903
Visit 3- Wk 0- Onsite Visit | INR 19,760 LN
Visit Wk 4- Onsite Visit INR 11,100
Visit S-Wk 8- Onsite Visit INR 12,396
Visit 6 WK 16 Onsite Visit w239 A
Visit 7-Wk 32 = INR 3260
Visit 8- Wk 48- Onsite Visir INR12.396
 Visit 9-Wk 56 INR3260
Visit 10- Wk 64- Onsite Visit INR 14,112 3
Visit 11- Wk 72 | INR 3,260
Visit 12 WK S0 Onsite Vit INR§535 B
| Visit 13- Wk 88 3 INR 3,260 ' —i
| Visit 14-Wk 96 Onsite vieh _ |mReszs
VisHISWk104 B
Visit 16- Wk 112 Onsite Vise T e _
T»%:wm e T — Imwmia ‘—]
Visit 18 WK 136- Ousite Visit INR 835
Visit 19-Wk 14§ R ] N —
th'?n-‘\ﬁ _IEﬂnsm- Visik _‘_f QR-Tlﬁi A _‘
Vishaeweim 7 mﬂ?_.'za]_ '
| Visit 22-WK 134. Onsite asite Vi R | INR 8578 '
Visit 23-Wk 195 =SV IVl 3.260 ' _—__'_
| Visit 24-Wk 208 Onsite visr = INR 14,153 J
T ——— T r———
. Visit 26-Wk 232- Onsire Visit T Ty ,
Visit 27-Wk 244, TNR 3,260 ]
)Tu]t 28-Wk 256- Onsite Visi A5  [INR 13133 3
| Visitzewkoes ___ [Pmaze J
r—\’isii 30 Final visit - Wi 272- Omite Vox| =~ = ——
Or INR 16519
| Visit 70 Early End of Treatment Visit FOT S Sl
\flslt 31 Follgw- n]}—ﬁlﬂ____ _ |WNR3 2131]___ e a
i '_l'rajul masunum per pahmt__ AT INR 2,71, ?S_Ex—___ ___|
Sity Marme: Xrechna st e of Medical Seiancas Decmurd Univiags; Ey
Study Code / Name: EFC11570 / ODVESEY OUTCOMES =Hactive Bate: 1" lune 2015 v
: ""'#' ! 'F\ (7{ j
wisas SPONSOR witsts INSTIPETION e INVESTIGATDR
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10.

The SFONSOR will pay all screan faflure Subjects as per aclyals up lo the maximum
amount of Rs.19,522/- at Visit 1 andfor to the maximum amount of Rs. 11,903/ at Visit 2
and for combined visit V1 Plus V2 ie. 3 sum tatal of V1+V2 equivalent 1o 5 maximum
amount of Rs.31,425/- (Rupees Thirty One Thousand Four Hundred Twenty Five only).

A screen failure is defined as a subject who meels the foliowing three criteria:
Fram whom an informed consent ks oblgined:

That has complsted screening procedures {as defined in the protocol) and

Is not included in the study

Payment for screen failures will be mada by the SPONSOR, after decumentation of per
protocol assessmerits s completed and all CRFs have been compleled, as required.

The SPONSOR shali reimburse additional Rs.2,000/- {Rupees Two Thousand only) par
screened Subject o he INVESTIGATOR/ INSTITUTION towards ihe efforts for
identificalion of Subjects for screening,

Patient trave| reimbursement is included in the per visit costs at INR 1200 per patient,
per onsite visit.

A Close oul fees of Rs.10.000/{Rupees Tan Theusand oniy) will be paid towards close
out efforis onee the site close out visit is conductad,

Ethics Committee fees (Based on actuals)

Ihe duration of Study subject to their participation i the Sludy, as required. Such
reimbursement shall be done by the SPONSOR at zchuials ang againsi the recelpt of
original invoica/bills.

Amount of Rs.5000/- {(Rupees Five Thousand anly) psr year will bs paid for archiving
study documents. The documents will be archived for 8 period of 15 years atter study
cloze-oul.

Any cost of additional fes (Such as ECo eosl, Isboralary fests, subject trasnportation &
meals) reyarding unschedulen visil if any; and repeat logal laboratory tests in emergency
cases will be reimoursed within 30 days upan presentation of the invaice.

For the actual cosie under Clause 6 & 7 the INSTITUTION/INVESTIGATOR shall
provide the neces. ary documentation in support o SPONSCOR.

A Subject is considered as having completed the Study when haishe has completed the
specified Study perod, and is evaluated as per the Protacol.

In case of Subjects recruited but not having complated the Study, the amount (o be paid
will be calculatad according to the fees of the visits aclually performed by lhesa
Subjects. No payment will be mads for an ineligibie Sutject incorrectly randomized into
the Sludy or in cass the Subject did not complste the Swdy dus to negligence,
malpractice, breach of Protocol, willfully wrong act or emission on the part of the
INVESTIGATORANSTITUTION.

o e _— . e
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1. The payment for recruited Subjects will be made to the INM’ESTIGATDR.I‘INSTITUI’ION
an monthly basis upon presentation of the invoices in INR by bankwire transfer within
30 days an the following account

Bank — HDFC Bank

n*-01651000036454

in the name of - Dr.{Mr=.) Aparna Patange

PAN Number — AMCPP6280B

The final payment will occur only aftar

the delivery and review of the final data of the Study, provided that thay shall be ready

for stalistical analysis -

* the completion of all CRF/e-CRF, including resolution of all DRF/2-DRF and afler the
positive opinion on the part of the SPONSOR regarding their fifling;

* receipt of all responises to the DRF from the INVEST!GATBR!INSTIT[H’{GN:

* the INVESTIGATOR has relumed all remaining Invesligational Medicinai Product and

applicable study material, if any, in compliance with Section 5);

Fite Marne: Krishng tnstihite of Medica| Schences Dewnwed Univerrsity

Study Code / Name: FFCIASTD § ODVSSEY DUTCOMES Effectivie Bare: 1% june 3015 .;'.;-ﬁvsa-'
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CLINICAL STUDY AGREEMENT ﬁ ;
This clinical study agreement (“Agreement™) is executed as of this the [01] day of [ Apr ] 2015(“Effective
Date™) by and between:

Sun Pharma Laboratories Limited(“Sponsor™), a company registered under the Companijes Act, 1956
having its registered office at Acme Plaza, Andheri Kurla Road, Andheri (E), Mumbai 400059, India,
through its authorized signatory which expression shall, where the context so permits include his successors
in office and assigns (hereinafter referred to as the "Sponsor"),

AND

Krishna Institute of Medical Sciences Deemed University, Karad, Dist: Satara, Maharashtra. Pin:
415110 (hereinafter referred to as the "Institution™)

AND

Dr. Aparna Patange, Hospital, Krishna Institute of Medical Sciences Deemed University, Karad, | Iiir"
Dist: Satara, Maharashtra. Pin: 415110 (hercinafter referred as the " Investigator") !

(each a “Party” and collectively, the “Parties™)
WHEREAS:

A. The Institution is a healthcare organisation engaged in the diagnosis, treatment and prevention of
disease and clinical research for the improvement of healthcare, and has the facilities and personnel
necessary to conduct the clinical trial;

B. Sponsor is a pharmaceutical company involved in the research, development, manufacture and sale
of medicines for use in humans and has developed a “FDC Losartan, Amlodipine and
Hydrochlorothiazide” which will be used for treatment of “Essential hypertension”. Sponsor
represents that it has applied for the necessary permissions and licenses required under the provisions of
relevant Acts and Rules which are required for use of the same on patients

C. Sponsor desires Institution to study the safety and/or efficacy of “FDC Losartan, Amlodipine nﬁ&{
Hydrochlorothiazide™ and Institution is willing to perform a clinical study of the Study Drug. '

NOW THEREFORE in consideration of the promises and mutual covenants herein contained, Parties
hereby agree as follows: :

1. SCOPE
1.1 The Study is of mutual interest and benefit to Sponsor and Institution, and will further the

[nstitution’s instructional and research objectives in a manner consistent with its status as a not-for-
profit tax-exempt educational institution.

e
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1.2 The Institution shall exercise its best efforts to carry out the research ("Study") set forth in the
Protocol “Evaluation of efficacy and safety of fixed dose combination of Losartan, Amlodipine
and Hydrochlorothiazide in the treatment of essential hypertension: an open label, multi-
centric trial”, which has been provided prior to signing of this Agreement. In the event of any
inconsistency between this Agreement and the Protocol, the terms of this Agreement shall govem.
Changes in the Protocol may be made only through prior written agreement between the Sponsor
and the Institution. The Study shall be conducted under the direction of Investigator in accordance
with this Agreement, subject to review and prior approval by the institution’s ethical committee.

CONDUCT OF THE CLINICAL TRIAL

2.1 The Investigator and the Institution shall perform and conduct the Study in accordance with the
Protocol. The Sponsor is responsible for obtaining and maintaining all applicable government or

regulatory approvals for the Study in India. The Sponsor, Investigator and Institution shall perform |
the Clinical Study in accordance with all applicable laws, government regulations and guidelines |

including but not limited to the Drugs & Cosmetics Act 1940 and Rules 1945 : Schedule-Y (as
amended from time to time), The Indian Council of Medical Research ( ICMR) guidelines, Good
Clinical Practices (GCP) and the standards conforming to the International Conference on
Harmonisation of Technical Requirements for Registration of Pharmaceuticals for Human Use ICH
and GCP.

22 It is explicitly agreed and acknowledged by the Parties that the Protocol for clinical trial/Study
be reviewed and approved by the Institution’s Ethical Committee (“IEC”) before the commencement
of the Study. The Investigator shall obtain and deliver a copy of such approval to the Sponsor. The
approval must indicate the date of issuance and bear the name and signature of the Chairperson or
Secretary of the IEC. If any such committes do not exist in the Institution, then the approval granted
to a protocol by the ethical committee of another institution will be applicable to use of that protocol
in the Institution.

2.3 During the Term of this Agreement, Institution and Investigator shall conduct study in

accordance with the Protocol , as may be modified from time to time in writing, and as set forth in a

Clinical Trial Request Form (“CTRF”). The terms and conditions of this Agreement shall apply to'
any CTRF entered into prior to the end of the Agreement period . The Investigator for each clinical

trial/Study shall indicate assent by signature on the relevant CTRF.

2.4 The Institution and Investigator agree that the Sponsor or its designee as clinical monitor may
conduct routine clinical practice audits at mutually convenient times and upon reasonable advance
notice to the Investigator. The clinical monitor will have free access to all documents pertaining to
the study to ensure that the study is conducted in accordance with the Protocol and in terms of this

Agreement.

2.5 It is explicitly agreed and acknowledged by the Parties that in case Investigator is unable to
perform the study in accordance with this agreement, the Institution shall appoint another
Investigator in consultation with the Sponsor. The Institution shall take written consent from the
Sponsor prior to such appointment. The Sponsor retains the right to suggest Investigator(s) for
appointment to conduct and perform the Study.

2.6 If any clinical Biological Samples required to be tested during the course of the clinical Study ,

these are to be tested in accordance with the Protocol and at a central laboratory approved by

b
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Sponsor and with the Clinical Trial Subject’s informed consent. It is explicitly agreed and
acknowledged by the Parties that Collection, Retention, Use and Destruction of Biological Samples
by Institution or Investigator or Sponsor or either of the parties shall be in accordance with the
applicable Protocol, acceptable clinical trial practices, applicable patient privacy and informed
consent laws and in compliance with ail applicable laws and regulations.

e

3. OBLIGATIONS, REPRESENTATIONS & WARRANTIES OF THE PARTIES

3.1 The Investigator shall be responsible for obtaining and maintaining all approvals from the
appropriate IEC for the conduct of the clinical Study and from time to time the Investigator shall
inform Sponsor about the progress of IEC submissions and directions, and provide Sponsor and the
Institution with all correspondences relating to such submissions. The institutions shall ensure the
proper conduct of trials.

3.2 The Investigator shall be responsible for obtaining a signed informed consent form from each
Clinical Study Subject prior to the Clinical Study Subject’s participation in the Clinical Study .For
clarity “Clinical Trial Subject” means a person recruited to participate in the Clinical Trial. The
investigator shall comply with the applicable regulatory requirement(s), and should adhere to GCP
and to the ethical principles in obtaining and documenting informed consent. Prior to the beginning
of the Study, the Investigator must have the [EC’s written approval/favourable opinion of the
written informed consent form and any other written information to be provided to Clinical Trial
Subject. Neither the investigator, nor the trial staff, should coerce or unduly influence a Cluucal_i
Trial subject to participate or to continue to participate in a trial.

3.3 The Investigator shall use commercially reasonable efforts to recruit the agreed upon number of
Clinical Trial Subjects on a timely basis and the Parties shall use reasonable efforts to conduct the
Clinical Study in accordance with the agreed time period. It is agreed and acknowledged by the
Investigator and the Institution that when a clinical trial (therapeutic or non-therapeutic) includes
Clinical Trial Subjects who can only be enrolled in the trial with the consent of the Clinical Trial
Subject’s legally acceptable representative (e.g., minors, or patients with severe dementia), the
Clinical Trial Subject should be informed about the trial to the extent compatible with the subject’s
understanding and, if capable, the subject should sign and personally date the written informed
consent,

3.4 The Institution and Investigator shall not permit the use of Study drug for any purpose (whether
directly or indirectly) other than the conduct of the clinical Study and upon termination or
expiration of this Agreement, all unused investigational drug shall, at Sponsor’s option, either be
returned to Sponsor or disposed of/ destroyed in accordance with the Protocol or Sponsor’s written
instructions. ‘é

3.5 It is explicitly agreed and acknowledged by the Parties that the Study may involve the
participation of multiple sites and recruitment and in such event, when the enrolment goal for the
clinical Study as a whole is reached, enrolment will be closed at all sites, including the trial Site,
regardless of whether the Institution has reached its individual enrolment goal.

3.6 To the extent permitted by law, the Institution and the Investigator shall immediately inform
Sponsorof :
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3.6.1 any intended or actual inspection, written inquiry or visit to the trial Site by angf’
regulatory authority; or '

3.6.2 any queries by State or Central Information Commission under Right to Information
Act (amended up to date)

in connection with the clinical Study and forward promptly to Sponsor copies of any
correspondence from any such authority.

The Institution or Investigator shall use its best efforts to obtain the consent of the regulatory
authority to have a representative of Sponsor present during any such visit. If a representative of
Sponsor is unable to be present during a visit, the Institution and the Investigator shall provide
Sponsor with a detailed written report of the visit promptly following the visit.

3.7 The Institution and the Principal Investigator shall keep complete and accurate records of the
conduct of the clinical Study and of ali clinical Study data in accordance with generally accepted
industry standards and practices and applicable Law. The Institution and the Investigator agree toj.
retain all such records for a period of not less than three (3) years from the date of termination 68
expiration of this Agreement (the “Retention Period”). The Institution shall use reasonable efforts to
give Sponsor written notice before destroying the Clinical trial documentation and clinical trial
data. Any such destruction is subject to prior written consent of the Sponsor.

3.8 The Investigator undertakes to document all Adverse Events (AE) and Adverse Reactions (AR)
and promptly notify to the Sponsor in writing. Any Serious Adverse Events (SAE) shall be reported
immediately (within 24 hours) to the Sponsor together with the detailed report. For clarity, SAE
means “any untoward medical occurrence” where the result is:
¢ Fatal.
o A threat to life.
= [n inpatient hospitalization.
¢ Extension of an existing hospital stay. 1 <
¢ Persistent or significant disability/incapacity.
= (Congenital anomalies or birth defects.
3.9 The Sponsor shall pay all medical expenses pertaining to Study subject in the event of any SAE,

unless it has arisen due to non-adherence to the terms of the Protocol or Sponsor’s written instructions
relative to use of the Drug as agreed by Investigator and IEC and/or the same has resulted from the

negligence or willful malfeasance or malpractices by Investigator and /or any trial staff or the

3.10 Investigator warrants and represents that:
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3.10.1 She is free to participate in the clinical trial/ Study and there are no rights, which may
be exercised by, or obligations owed to any third party, which might prevent or restrict her
performance of the obligations detailed in this Agreement;
3.10.2 where the Institution is not the Investigator’s principal employer, She has notified
her principal employer of her proposed participation in the clinical trial/Study and, where
relevant, her supervision of trial site team members. She has obtained all necessary
consents from her principal employer relating to this;
3.10.3 She is not involved in any regulatory or misconduct litigation or investigation by the
Food and Drug Administration, the Ministry of Health, the General Medical Council or other
regulatory authorities; ! %
3.104 She is qualified to provide clinical Study services based on the skills and®
experiences and has reviewed information regarding the Sponsor's Study Drug and the
Protocol for the proposed clinical Study and wishes to conduct the trial and to supervise the
team members at the trial site; and
3.10.5 during the Clinical Trial, She will not serve as an investigator or other significant
participant in any clinical trial/study for another sponsor or any CRO companies if such
activity might adversely affect her ability to perform her obligations under this Agreement.

3.11 Institution certifies that neither Institution nor any person (including Investigator) employed or
engaged by Institution in the conduct of the Study has been debarred pursuant to applicable
provisions of law (whether state or federal) and that no debarred person will in the future be
employed or engaged by Institution in connection with conduct of the Study. Institution further
certifies that it will notify Sponsor immediately in the event of any debarment or threat of
debarment of any person employed or engaged by Institution in the conduct of the Study occurring
during the period of this Agreement.

3.12 Sponsor, Institution and the Investigator represent and warrant that it has the right to enter mtm#
and fully perform this Agreement and, by entering into this Agreement it is not in violation of any
law, statute, agreement or any other statue.

4. FINANCIAL ARRANGEMENTS

4.1 SPLL, as Sponsor, has agreed to provide financial support for the project. The Sponsor shall pay
fees for the services of the Investigator in accordance with the budget as per Exhibit-A. For the
purpose of administrative convenience and smooth functioning of the clinical Study, if any reasonable
investigation expenses to be incurred that initially shall be spent by the Institution on behalf of the
Sponsor. However, the Sponsor shall reimburse the same to the Institution upon receipt of the valid
supporting documenits,

4.2 The parties estimate that the payments provided for in the budget will be sufficient to support
the Study, but Institution may submit to Sponsor a revised budget requesting additional funds in the
event that costs may reasonably be projected to exceed the Budget. Except as otherwise provided in this
Agreement, Sponsor will not be required to make any payment in excess of the Budget without |
Sponsor’s prior written approval. ,i

4.3 Sponsor shall make payments to Institution in accordance with the payment schedule set forth in
Exhibit A and incorporated herein. Cheque(s) shall be made payable and sent to the :
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Payee Name - Krishna Institute of Medical Sciences Deemed University, Karad
Address- Karad, Dist: Satara, Maharashtra. Pin: 415110

=
i G

4.4 All Iaboratory investigations will be conducted at a central laboratory identified by sponsor. If any
investigations are required to be conducted at the local laboratory and/ or site, the expenses will be
reimbursed as per actuals, subject to production of the original invoices and corresponding receipts for
the same.

4.5 The Investigator agrees to make every effort to supervise and lead the project to completion as
planned and in time. Should any circumstances beyond her control delay the project or make it
impossible to complete it, the Investigator shall give due notice to the Sponsor so as to minimize the
de[z}rorﬁ;eloss,andremunuﬁ]imdﬁmdsmﬂmspmwur.

4.6 The Institution shall raise invoice on the Sponsor and separately specify Service Tax payable, if
applicable on the services rendered and shall also show other necessary details such as Service Tax
registration no. etc. so as to enable Sponsor to claim credit for the same as per law. The Sponsor shall
verify the invoice and make the payment within 30 days from the receipt of the invoice subsmitted by
Institution. However, if, upon verification by Sponsor, the invoice is found to be incorrect or _
inappropriate, the same shall be returned by Sponsor to the Institution for correction and revision. Nq_ri?_:
other costs, payments and expenses would be borne by Sponsor unless specifically mentioned in this
agreement. or mutually agreed in writing in advance. Notwithstanding the foregoing, any payment
under this Agreement is subject to deduction of applicable Tax-deduction-at-source (T DS). Sponsor
shall deduct the amount and pay balance amount to the Institution.

5. TERM AND TERMINATION

5.1 Unless otherwise terminated earlier, this Agreement shall commence upon Effective date and will
continue for a period of 3 years from the Effective Date or upon completion of the Clinical Study, whichever
is earlier.

3.2 Any Party may terminate this Agreement with immediate effect, at any time, if another Party isin
breach of any of the defaulting Party’s obligations hereunder (including a material failure without just cause
to meet a timeline) and fails to remedy such breach, where it is capable of remedy, within thirty (30) days of
a written notice from the terminating Party specifying the breach and requiring its remedy. Notwithstanding

to the above, the Investigator may terminate the Study, if the Investigator suspects an adverse drug reaction
/ adverse drug event related to the Study related procedure and of serious nature to take ifs cognizance, after
informing Institution, IEC and Sponsor in writing. In case of termination of study, responsibility of
treatment of enrolled patients will be as specified in Protocol. It is explicitly agreed and acknowledged by
the Investigator and Institution that in case of termination of study, no further payment shall be made by
Spensor to Principal Investigator, Institution or any other person under this agreement.

5.3 Sponsor may terminate this Agreement upon thirty (30) days prior written notice to the Institution and
the Principal Investigator, or such shorter notice period as required by a Regulatory Authority (whether State
or Federal), for any reason whatsoever.

5.4 Without limiting the generality of the foregoing, Sponsor may terminate this Agreement :
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5.4.1 if the Investigator is not performing the Study as required in the protocol and/ or is not

meeting the agreed upon enrollment;

542 in case of failure of the Investigator and/ or Institution to provide access by Sponsor
representatives /Clinical monitor all original medical records necessary to verify entries on study
case report forms;

5.4.3 in case of failure of the Investigator associated staff or any other person engaged in the study
(excluding Subjects) to be available, upon reasonable notice and by prior mutually convenient time
appointment by Sponsor, to meet with Sponsor monitors during the course of the study as
necessary to discuss information relevant to the Study;

5.4.4 in case of an unauthorized replacement of Investigator;

54.5 if Sponsor determine that business or scientific considerations require termination of this
Agreement (either full or in part);
5.4.6 if Case report forms provided to Investigator by Sponsor for use in the study are not legibly

and accurately completed and forwarded the same to Sponsor or its designated representative
within two (2) weeks of each Subject’s visit date; or

5.4.7 if any malpractices adopted either by Investigator or Institution or both.

5.5 Within thirty (30) days after the termination of this Agreement, the Investigator shall deliver to Sponsor
in writing a final accounting of:

a) all clinical trial Subjects that participated in the Clinical Study;

b) the clinical trial Subject visits completed in accordance with the Protocol during the term
of this Agreement; and

c) all reasonable direct costs incurred in connection with any transfer of the Clinical Study
to another trial site.

6 . INDEMNIFICATION

6.1 The Sponsor hereby confirms that Sponsor shall pay all medical expense to study subjects in the
event of any serious, immediate or delayed Adverse Drug Reaction or Adverse Drug Event
unless it has arisen due fo non-adherence to the terms of the protocol or sponsor written
instructions relative to use of the study Drug as agreed by investigator and institutional Ethics
Committee and/or the same has resulted from the negligence or willful malfeasance by
investigator and/or its employee/consultants and/or the same has resulted from the negligence or
willful malfeasance by the Study Subject himself/herself.

6.2 The Sponsor to indemnify and hold harmless the investigator, Institution and their trustees ,
officers, agents and employees from any and all liability, loss or damage they may suffer as the
result of claims, demands, costs or judgment against them arising out of the activities to be
carried out pursuant to the protocol designated, except to the comparative extent that Claims
result from

6.2.1 Failure to adhere to the terms of the protocol or sponsor’s written instruction relative ‘lﬂ%
use of the study Drug as agreed by Investigator and institutional Ethics Committee

b))
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6.2.2 Negligence or willful acts of an indemnified party.

6.3 Investigator and institution agrees to notify Sponsor as soon as they become aware of a claim or
action and to co-operate with and to authorize sponsor o carry out the sole management and
defense of such claim or action. Sponsor agrees , at its own expense to provide attorneys to

defend against any actions brought or filed against Investigator or Institution, their trusmfi

officers, agents and employees with respect to the indemnity contained herein, if such ¢laims or '

actions are rightfully brought or filed.

Neither Investigator nor Institution shall compromise or settle any claim or action without the prior written
approval of sponsor.

7. CONFIDENTIALITY.

“Confidential Information™ means all information (including, without limitation, Study Protocol(s), case
report forms, clinical data, other data, reports, specifications, computer programs or models and related
documentation, know-how, trade secrets, or business or research plans) of Sponsor or Sponsor’s Affiliates
that are: (1) provided to Institution or Investigator in connection with this Agreement or a Study; (2)
cumulative Study data, results, and reports from all sites conducting the Study.

7.1 Sponsor Confidential Information and all tangible expressions, in any media, of Sponsor Confidential

Information are the sole property of Sponsor. Each party shall endeavor to identify tangible Confidential |
Information provided to the other party as "Confidential" given the understanding that failure to do so dﬂﬁﬁi”

not constitute a designation of non-confidentiality when the confidential nature is apparent from context and
subject matter. Institution and Investigator agree to treat Sponsor's Confidential Information as it would its
own proprietary and confidential information. Institution and Investigator will only accept information from
Sponsor which is required for conduct of the Study and which must be maintained for Institution's records.

7.2 Investigator agrees for a period of ten (10) years after the expiration or termination of the Study not to
use and disclose Sponsor Confidential Information to any third party. Institution and Investigator agrees not
to disclose Sponsor Confidential Information to third parties or use except as necessary to conduct a Study
and under an agreement by the third party to be bound by the obligations of this Section. Institution and
Investigator shall safeguard Sponsor Confidential Information with the same standard of care that is used
with own Confidential Mmaﬁmhmhmﬂmthssmmmmhm.ﬁemrﬁasmmm
agree that information communicated to IEC is “Confidential and Privileged”

7.3 The Parties agree to abide by applicable Law relating to the protection of Clinical Trial Subject Personal
Information and where Confidential Information is also Personal Information, the obligations in this Section
7 shall remain in force for the period required under such law. The Party that received Personal Information

hereunder shall only use or disclose the Personal Information as set out in the Clinical Trial Suhjacfsi?"#-r"

consent form or as required by applicable Law. Each Party shall give prompt notice to the other Parties of
any privacy or security breach it has experienced that affects Clinical Trial Subject Personal Information.

—— e
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3.1 The Parties acknowledge that inadvertent publication of the results arising under the study/project may; .
jeopardize patent protection. In the event Institution or Investigator wants to publish or present any or all.off’
the technical developments, it shall submit to Sponsor the manuscript, abstract or other proposed publication
at least thirty (30) days prior to submission, and in the case of poster boards or other presentations, at least
forty-five (45) days prior to the presentation itself . Sponsor shall timely review the proposed publication,
and may revise the manuscript or other proposed publication to ensure protection of Sponsor’s Confidential
Information.

8.2 Any publication or disclosure by the Investigator contrary to the provisions of this section or without
prior written consent of Sponsor shall be void-ab -initio. It is agreed and acknowledged by the Parties that in
the event of any breach of this Section, Section (7) & (8), in addition to other legal remedies that may be
available, Sponsor shall have the right to seek specific performance and other injunctive and equitable relief,
in any court having jurisdiction over the Parties and the subject matter hereof.

3, INTELLECTUAL PROPERTY RIGHTS

9.1 All Intellectual Property Rights owned by or licensed to Sponsor prior to and after the date of thig.
Agreement are and shall remain the exclusive property of Sponsor. + g

9.2 All Intellectual Property Rights owned by or licensed to the Institution or the Investigator prior to and
after the date of this Agreement, other than any Intellectual Property Rights arising from the clinical Study,
are and shall remain the exclusive property of the Institution or the Investigator, as applicable.

9.3 All Intellectual Property Rights (including Clinical trial data and clinical trial documentation) arising
from and relating to the Clinical Study/trial, the Investigational drug or the Protocol (the “Clinical Trial
IP™) shall be the exclusive property of Sponsor and for this purpose, the Institution and the Investigator
hereby assign and transfer, and shall cause the trial site team members to assign and transfer, without
additional consideration, to Sponsor (or its nominate designee), all their rights and title in and to the Clinical
Trial IP throughout the world on perpetual basis. The Institution and the Investigator shall execute and
deliver, and shall cause the trial site team members to execule and deliver, all such documents and, at
Sponsor’s expense, do all such other acts as Sponsor may reasonably require in order to vest fully and
effectively all Clinical Trial IP in Sponsor or its nominate designee.

9.4 The Institution and the Investigator shall promptly disclose to Sponsor any Clinical Trial IP gem:rw.
pursuant to this Agreement and shall treat the Clinical Trial IP as Confidential Information. L

10 . MISCELLANEOUS

10.1 Mlnoﬁc&srequimdtabegi.mbymehrtymtheuﬂnﬂshallbedwmad to have been properly served
when sent by a registered post or any other means of communication acceptable in law to the addresses
mentioned in the first page of this Agreement. -

10 2 No forbearance or tolerance on the part of the either Party of any breach of this Agreement by the
other shall constitute waiver of the requirements of this Agreement.

10 3 Each Party acknowledges that it is entering into this Agreement solely on its own behalf, and will
perform any and all of its obligations or work under this Agreement as an independent confractor. Nothing
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under this Agreement shall

“sun Pharma Laboratories Limited
Regd. Office - Sun Housa, Plot Mo. 201 B,

create any other relationship between the Parties including without limitation

one of principal and agent, emplover and employee, or partnership,

10 .4 The Institution and Investigator will be responsible for payment to its employees and/or agents of all
salaries, wages, benefits, workman compensations reimbursable travel, lodging, and other expenses to
which the employees or agents may be entitled to receive for performing services, Investigator will be
solely responsible for withholding and paying all applicable taxes of whatsoever in nature, statutory

contributions ,benefits, dues

etc. that may be payable to its employees and/or agents.

10.5 This

written understandings between the Parties on the subject matter of this Agreement. Any Exhibit, Annexure
or otherwise any documents, including but not limited amendment or modification made in reference with
this Agreement shall be valid if the same is incorporated in writing on the terms that may be mutually
agreed and signed by the authorized signatories of the respective parties.

10.6 The Parties hereby agree that any provision/s of this Agreement which are held to be invalid and
unenforceable in law shall not by itself make this Agreement invalid nor effect the other provisions of this
Agreement and the other terms shall remain fully enforceabie and valid in law.

10.9 This Agreement and the obligations of the Parties shall be governed by and construed in accordance

with the laws of India .The
connection with this Agreem

Parties agree to submit to the exclusive jurisdiction of courts ar Mumbai in
ent.
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MOU Between CROM Clinical research services , Pvt. Ltd. Goa
AND

Krishna Institute of medical sciences Deemed University, Karad

Clinical trials conducted

1) A phase IV , Non- inferiority, observe Blind, Randomized Clinical
study comparing safety and Immunogenicity of measlesMumps-rubella
(MMR) subcutaneous Vaccination by Disposable- syringe Jet Injector.

Sponsor: Serum Institute of India Ltd., Pune

PI: Dr. C.D. Aundhkar
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CROM Clinical Research PVT LTD
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St Ihez. Panaji Goa Pin 403001

AND

Krishna Institute of Medical Sciences Deemed University, Karad.

Neaf Dhebewadi road, Malkapur. Tal- Karad, Pin- 415539, Dist- Satara, Maharashtra
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This AGREEMENT (this “Agreement™) is made on this day the 01/10/2015.

BETWEEN CROM Clinical Research Pvt. Ltd., an SMO set up as a company incorporated
under the Companies Act, 1956 and having its address at UGH-VINTAGE Premises Building no
2, Second Floor St Inez Panaji Goa. Pin - 403001hereinafter referred to as “CROM™ (which
expression shall, unless it be repugnant to the context or meaning thereof be deemed to include
its successors in business and assigns) of the One Part

AND

Krishna Institute of Medical Sciences Deemed University, Karad. havingits address at Near
Dhebewadi Road, Malkapur. Tal- Karad, Pin- 415539, Dist- Satara, Maharashtra (which
expression shall unless repugnant to the context or meaning thereof be deemed to include the
which expression shall, unless the context otherwise requires, and to the extent provided in this
Agreement, be deemed to include the partners’ heirs, successors, administrators and permitted

assigns) of the Other Part:

WHEREAS:

A. Krishna Institute of Medical Sciences Deemed University, Karadisa fully equipped
super-specialty hospital set up as per international standards in the State Maharashtra
with modern infrastructure and facilities to handle all healthcare needs.

B. CROM is a site Management Organization (SMO) set up in Kolhapur, Maharashtra with
Dr. Dhananjay Lad being the Managing Director.

C. CROM having its office in UGH-Vintage Premises ST Inez Panaji Goa. is engaged in the

business of conducting clinical research related services for various Clinical Research
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Organizations (CROs) & conducts clinical trials for testing of new drugs and treatments
in India on behalf of Pharmaceutical companies and Contract Research Organizations.
D. CROM is presently having 10 Research Sites in India and 5 sites in Thailand.

a. CROM has now approached Krishna Institute of Medical Sciences Deemed
University, Karad for the purpose of conducting clinical trials in its premises on
behalf of various Contract Research Organizations (CROs) in India.

E. *Clinical Trial” to be conducted under the direction and supervision of the CROM using
the facilities of the Hospital.

Scope of Krishna Institute of Medical Sciences Deemed University, Karad
1) To provide Separate area/space for the Research department

2) To enter into tripartite agreement between Pharma Sponsor, CROM and Krishna Institute
of Medical Sciences Deemed University, Karad
3) To provide doctors/consultants who will be appointed as the Principal Investigator (PT)

for the respective studies.

Scope of CROM
1) To get clinical trials sanctioned for Krishna Institute of Medical Sciences Deemed
University, Karad (business development).
2) Toprovide sufficient Clinical Research coordinators (CRC). The salaries will be borne
by CROM.
3) To mm-iuct clinical trials according to International Conference of Harmonization for
Good Clinical Practice guidelines and Documentations, as prescribed by USFDA, EMEA

and Japan regulatory authority.
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4) To conduct clinical trials under the guidelines of the Drug Controller General of India

(DCGI). New-Delhi.

5) To negotiate and fix budgets with CRO for clinical trials.

6) To supervise all clinical trials from Pre site selection visit to the close out visit.

7) Krishna Institute of Medical Sciences Deemed University, Karad patients can take part

in research with prior permission of PI and hospital. However, the counseling of patients
to take part in clinical research is responsibility of CROM.

Confidentiality
Confidentiality of the Research Projectand patients will be maintained by both the parties.
Financial terms:

1) CROM will pay 60 % of sanctioned budget from Pharma Sponsors to Krishna Institute
of Medical Sciences Deemed University, Karad for the services used for research
patients. This includes PI (Doctors Fees ) Institutional Overhead Charges, room/ward
charges, Lab and radiological investigations, ICU, pharmacy, etc

2) All office expenses including Staff Salary, stationary, printing, Xerox, scans, Telephone
bills, International Fax and call bills, courier charges etc will be paid by CROM.

CROM required 50 sq meter space to accommodate 10 CRC staff.
This Agreement is valid for a period of 1 year from date of signing of both parties.
IN WITNESS whereof parties have executed this deal on the day and place herein above

mentioned through their authorized representatives.
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-
For and on beh Registrar /.

Krishna Institute of Medical Sci

Deemed University, Karad.

Name: Name: Dr. Dhananjay Lad
Title: Title: Director
WITNESSES:

For & on behalf of For and on behalf of
Krishna Institute of Medical Sciences
Deemed University, Karad. CROM Clinical Research (P) Lid

£l

M. Konadeep Fadf] [cec]

NHI!IE: Nﬂm.ﬁ:
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CLINICAL TRIAL AGREEMENT

This Clinical Trial Agreement (Agreement) is executed on this __day of z
2015

BY and AMONG

Serum Institute of India Limited, a Company incorporated under the Companies
Act, 1956 and having its registered office at 212/2, Off Soli Poonawalla Road,
Hadapsar, Pune 411 028. India (Serum Institute) which expression shall unless
repugnant to the context or meaning thereof be deemed to mean and include its
executors, successors, legal representatives and permitted assigns):

AND
DiagnoSearch Life Sciences Private Limited, with its principal office at 702, Uz:: P
Pinnacle, E-7, Road 22, Wagle Estate, Thane- 400604, Maharashtra, India — i
(DiagnoSearch) the contract research organization to the clinical study sponsored by : : Fﬁ
Serum Institute,

AND
Dr. Chandrashekhar D. Aundhakar, Aduit, in his personal capacity (Principal =

Investigator) and with an office located at Department of Pediatrics, Krishna }
Institute of Medical Sciences Deemed University, Malkapur, Karad-415538,

Maharashtra

AND
Krishna Institute of Medical Sciences Deemed University, Malkapur, Karad-4155%

Maharashtra (Institution)
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for the conduct of a clinical trial titled " A Phase 1V, Non-Inferiority, Observer Blind.
Randomized Clinical Study Comparing Safety and Immunogenicity of Measles-
Mumps-Rubella (MMR) Subeutaneous Vaccination by Disposable-Syringe Jet
Injector to Vaccination by Needle and Syringe for the Administration in Healthy
Children in India aged 15 to 18 months” (the Study).

Rt

Institution, Principal Investigator, Serum Institute and DiagnoSearch, sometimes ma ’—‘- ¥ "
be referred to herein individually as a “Party” or collectively as the “Parties.” i) e o
. i 4 E k . N F g ;; e
1) Study vaccine administration usine Disposable Syringe Jet Injector (DSJI): Serum =l | = 63
B . e L
Institute’s Measles-Mumps-Rubella (MMR) vaccine would be administered by DSl © § =&
to demonstrate its non-inferiority of seropasitivity to thal due to vaccige o &
el i : i = Z
administration by needle and syringe (N-S) for all three components of the vaccine. _, 2 g
The investigational device Stratis® to be used in the study is from Pharmajet® andgs © & = =i
developed, tested and validated in accordance with the FDA regulations. W HO-P@S = 3 =
x O ﬂ‘ |
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specification and globally Harmonized ISO standards All the necessary permissions and
licenses required under the provisions of relevant acts and rules have been obtained by
Serum Institute prior to it’s authorization to Institution for comparing safety and
immunogenicity of MMR subcutancous vaccination by disposable- Svringe Jet
Injector (DSJI) to vaccination by disposable-syringe neadle in healthy children in
India aged 15-18 months in accordance with the protocol as defined in the Study.

2) Institution: Serum Institute and DiagnoSearch have approached the Institution, as
they desire the Institution to perform the Study in regards to the said vaccine
administration using DSJI in accordance with the following standards: (a) the current
World Medical Association Declaration of Helsinki titled, “Ethical Principles for
Medical Research Involving Human Subjects;” (b) the current ICH Harmonised
Tripartite Guideline for Good Clinical Practice (CPMP/ACH/135/95): (¢) the current
Indian Ministry of Health and Family Welfare guideline for good clinical practice
titled, “Good Clinical Practices for Clinical Research in India:” (d) the current Indian
Council of Medical Research ethical guideline for clinical research titled. “Ethical
Guidelines for Biomedical Research on Human Subjects:” (ejthe written
reguirements of all reviewing Institutional Ethics Committees and institutional review
boards (collectively, the Institutional Ethics Committees); (f) the Principal
Investigator Requirements set forth in Appendix A attached hereto: (g) all policies
and procedures of the Institution; (h) all current and applicable permissions, licenses,
approvals. and (i) all current and applicable laws and regulations (such standards set
forth in Sections 3({a) — (i} collectively referred to hereafter as the Standards and in
accordance with the final protocol, subject information sheet, informed consent
document and case report forms for the above-referenced clinical study (collectively.
the Clinical Trial Protocol / Protocol, a current version of which is attached hereto as
Appendix B, which attachment shall be replaced with the final version and all
amended versions, if any). It is understood and agreed that, in the event of a conflict
among any of the Standards, the most stringent Standard shall apply.

3} Performance:
a) Protocol and Standards: Dr. Chandrashekhar D. Aundhakar, who will supervise and

direct the work of the Study at the Institution as Principal Investigator. hereby
confirms that he/she has read and understood the Clinical Trial Protocol for the Study
to be conducted in healthy children aged 15 to 18 months, and further confirms that
the research team is properly trained concerning the Clinical Trial Protocol and
Standards. All amendments and appendices have also been read and understood. The
Principal Investigator and the Institution agree to the final Clinical Trial Protocol and
to perform the Study in strict accordance with this Agreement.

b) Subcontracting: Services of Principal Investigetor: The Institution shall not
subcontract the performance of any or all of its obligations under this Agreement to
any third party (including to any affiliate). The services of the Principal Investigator
are considered essential to the performance of this Agreement. If for any reason the

MME-01112 CTA Final 20150411 Confidential Page 2 of 18
Dr. Chandrashekhar O, Aundhakar, KIMS Karad Finat 02 Jume 2015 {ﬂr‘
Ll

Add. Director of Research
KIMSDU, Karad

e



>

Principal Investigator becomes unavailable or otherwise unable to supérvise and
direct the activities under this Agreement. the Institution shall promptly notify in
writing to DiagnoSearch and Serum Institute. If a mutually acceptable successor ig not
promptly identified, this Agreement may be terminated by DiagnoSearch and Serum
Institute by giving 15 days written notice,

¢) Recruitment: The Principal Investigator understands and agrees that Serum Institute .

requires at least three hundred and ten (310) completed subjects at the congclusion of
the Study from across all the participating sites, and that, based on r::s:umated drop-out
rates and enrollment rates provided by the Investigator/(s) and the number of subjects

already recruited, it is expected from the Investigator to enrell a minimum: of 50 -

human subjects to achieve this number of completed subjects. Recruitment is
competitive across all the participating sites.

d) Confidentiality:

i)  Definition: During the term of this Agreement, the Institution and Principal
Investigator may have access to information, know-how. knowledge and data in oral,
written, electronic, graphic or other tangible form confidential or proprietary to Serum
Institute or to Serum Institute’s other collaborators (other than the Institution) and is.
therefore, of a confidential nature (collectively referred as Confidential Information).
Confidential Information shall include, the Clinical Trial Protocol. Serum Institute's
clinical investigator’s brochure concerning the MMR vaccine. Pharmajet’s Stratis®
device, all Study Data {as such term is defined in Appendix C, attached hereto), all
documents maintained in the Investigator Site File (site documentation), any other
data emerging out of the protocol, any other information supplied by Serum Institute
or Serum Institute’s representatives during the course of the Study and clinical
development plan, all results and reports obtained, collected. conceived, processed,
developed. improved or reduced to practice pursuant to this Agreement except the
information already in the public domain and information requested by government
authorities or as required to be submitted by the law and other statutory requirements.

i) Use: The Institution shall hold all Confidential Information confidential and
shall disclose Confidential Information 1o only its Principal Investigator, hospital staff
and employees who have a need to know such Confidential Information for the
purposes of this Agreement and who agree in writing to keep such Confidential
Information confidential, under terms substantially similar to those set forth herein.
The Institution shall use Confidential Information for the sole purpose of providing
services under this Agreement and shall not use Confidential Information for the
Institution’s own benefit at any time. No right or license under any patent, patent
application, trade secret or other proprietary right now or hereafter owned or
controlled by DiagnoSearch, Serum Institute or Serum Institute’s other collaborators
is granted to the Investigator and the Institution from the provision of Confidential
Information hereunder. The Institution shall comply with the Study Data
Confidentiality Conditions set forth in Appendix C, attached hereto. In the event that

MMR-017112 CTA Final 20150411 ] Confidential Page 3 of 18
Dr. Chandrashekhar 0. Aundhakar, KIMS Karad Firial 02 Juns 2015

Sechemaded

Add. Director of Research ﬂ S L/Vv\z\
KIMSDU, Karad a=t U



the Institution or any of the Institution’s representatives is requested in anv
proceeding to disclose any of the Confidential Information, the Investigator and the
Institution will provide Serum Institute with prompt prior written notice so that Serum
Institute may seek a protective order or other appropriate remedy andior waive
compliance with the provisions of this Agreement. In the event that such protective
order or other appropriate remedy is not obtained, the Institution will (i) furnish only
that portion of the Confidential Information which the Institution is advised by legal
counsel is reguired, (i) will give Serum Institute written notice of the information to
be disclosed as far in advance as practicable,

ili) Provision: The Institution agrees that, at any time upon Serum Institute’s
and/or DiagnoSearch’s written request, it shall promptly provide to the requesting
Party copies of all Confidential Information under this Agreement. The Institution
further agrees that, upon any termination or expiration of this Agreement, it shall, at
Serum Institute’s discretion either return to Serum Institute or destroy all copies of all
Confidential Information; provided, however, that the Institution may retain one (1)
archival copy of Confidential Information for repulatory purposes, subject to the
Institution’s ongoing obligation to maintain the confidentiaiity of such Confidential
Information.

e} Work Product:

i} Definition: The Parties agree that all work performed by the Institution
hereunder including, without limitation, all Study Data, results, reports. inventions,
distoveries, new uses or know-how obtained, collected, conceived, processed,
developed. improved. or reduced to practice by Principal Investigator or the
Institution’s other haspital staff or employees pursuant to this Agreement
(collectively, Work Product) shall be the property of Serum Institute.

ii) Dusclosure, Assignment and Provision to Serum Institute: The Parties agree
that the Institution shall promptly disclose to Serum Institute any and all Work
Product comprising inventions, discoveries, new uses or know-how obtained.
collected. conceived. processed, developed, improved or reduced te practice arising
under or relating to this Agreement. The Institution hereby assigns to Serum Institute
all of the Institution’s rights and interests in all Work Product. At Serum Institute’s
request, the Institution shall execute, and shall require the Principal Investigator and
uther hospital staff and employees of the Institution to execute those documents as
Serum Institute may reasonably require in order to fully and effectively vest all Work
Product in Serum Institute. Serum Institute shall have the right, at any time, including
upon any termination or expiration of this Agreement. to review and obtain copies of all
Work Product (including without limitation all Study Data, in an agreed-upon format
and with a complete glossary of terms used for such Data).

blood samples from human subjects under the Study and all other tangible materials
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provided to or obtained by the Institution under this Agreement (collectively, the
Materials) shall be the property of Serum Institute and/or Serum lInstitute’s other
collaborators (other than the Institution), including but not limited to Serum Instituie.
the manufacturer of the Tresivac® and the manufacturer of the study device. The
Institution shall use the Materials for the sole purpose of providing services under this
Agreement and shall not use the Materials for its own benefit at any time. No right or
license under any patent. patent application, trade secret or other proprietary right now
or hereafter owned or controlled by Serum Institute or Serum Institute’s other
collaborators is granted to the Institution or Principal Investigator from the provision
of Materials hereunder. Upon any termination or expiration of this Agreement, the
Institution shall rewrn / ship and/or dispose of all remaining Tresivac® (MMR
vaccine), Stratis® (DSJI device) and other Materials received or obtained hereunder.
in accordance with the Protocol. Standards and the directions of Serum Institute.

g) Human Subjects: The Institution shall be responsible for safeguarding the rights

and welfare of human subjects in the Study. The Institution shall follow the study
procedures as mentioned in the latest approved study protocol attached as Annexure
B: The Institution shall ensure

(1) the rights and welfare of each such human subject are protected:

(ii) informed consent of each such human subject is freely and knowledgeably given:
(A) to participate in the Study; and (B) for the collection of data by, processing by and
disclosure to and between the DiagnoSearch, representatives of Serum Institute.
Principal Investigators and researchers at the Study site, Study monitors, Study
laboratory personnel, Study data analysts, members of Institutional Ethics Committees
and representatives of governmental agencies in India:

(ii1) the balance between risk and potential benefit rom participating in the Study has
been assessed and deemed acceptable: and

(iv) the Institution has made appropriate arrangements to provide adequate support
and medical care to such human subjects in case of any, injury, or illness or their
families in the case of any death for which the Institution has agreed 1o assume

liability, in accordance with Sections 6(b) and 6ie) herein.

h) Ethical Approval: The Institution shall petition for written certification of ethical
approval of the Study from its Institutional Ethics Committee [hereinafier also
referred as IEC). The Institution shall keep DiagnoSearch fully advised of the
progress of such submission and shall, upon request, provide DiagnoSearch with all
correspondence relating to such submission. The Institution shall not consent to any
change in the Clinical Trial Protocol requested by its Institutional Ethics Committee
without the express, prior writien consent of Serum Institute. The Institution shall
obtain such certification of IEC prior 1o screening anv human subjects for the Study
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and prior to implementing any changes to the Clinical Trial Protocol. Upon receipt of
such certification, the Institution shall promptly provide a copy to DiagnoSearch and
Serum Institute.

1) Adverse Event Reporting: The Institution shall comply with the adverse event
evaluation, investigation, treatment, reporting and follow-up obligations set forth in
the Clinical Trial Protocol, Standards and the serious adverse event management
standard operating procedures of Serum Instituie. All Adverse Evenis shall be treated
as per the current Good Medical Practices and applicable laws & regulatory
requirements.

4) Amendments: The Principal Investigator, the Institutional Ethics Committees and
Serum Institute must approve any alteration in or amendment to the Final Clinical
Trial Protocel prior to such alteration or amendment becoming effective.

3) Inspections:

a) By Representatives of Serum Institute or Monitors of DiagnoSearch The Institution
agrees that Serum Institute’s representatives and DiagnoSearch’s clinical monitors
and third party auditors appointed by Serum Institute, if any, for the Study will have
free access to the Institution’s facilities and all documents pertaining to the Study
during normal business hours, after provision of prior written notice, as is necessary to
ensure that the Study is conducted in accordance with this Agreement. In the event
any such representative or monitor observes non-comphiance with this Agreement,
incomplete, illegible or inaccurate recording of Study Data, or other matters of
concern relating to the Study, the Institution shall, in cooperation with such
representative or monitor, promptly remedy such non-compliance, Study Data
recording problems or matters of concern and shall promptly notify such
representative or monitor of such remedial actions taken.

b) By Governmental Representatives: The Institution agrees that representatives of the
government will have access to its facilities and such documents pertaining to the
Study as may be requested by such representatives. The Institution shall not disclose
individually-identifiable personal information. individually-identifiable health care
information or other Confidential Information to such governmental representatives
except as required by law, and if the Institution discloses such individually-
identifiable information or other Confidential Information to such governmental
representatives, the Institution shall seek an appropriate, written agreementi of
confidentiality from such governmental representatives prior to making such
disclosure. The Institution shall promptly provide copies to DiagnoSearch and Serum
Institute of any notices, corréspondence and other documentation received or prepared
by or on behalf of the Institution in connection with any governmental inspection,
action, inquiry or correspondence relating to or that may affect the Institution’s
activities under the Study. The Institution shall take all actions necessary to remedy
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any non-compliance cited by governmental authorities and shall promptly notify
DiagnoSearch and Serum Institute of such remedial actiors taken.

6) Indemnification:
a) Serum [nstitute agrees to pay:

(1) all the medical management expenses to the clinical trial subject in case of
an injury occurring to him /her irrespective of it is arising out of or related
to clinical trial or not;

(ii) for the financial compensation over and above the expenses referred in
above clause 6 (a)(i) granted by the competent authorities, in the event of
any claim arising out of any adverse reaction which is a trial related injury
(defined as any adverse reaction causally related to the study procedures
and/ or study drug) in a human subject in the Study in accordance with the
Clinical Trial Protocol, (except to the extent the Institution or
DiagnoSearch are liable for such expenses under this Agreement or anv
other agreement.)

b) Notwithstanding clause 6 (a) above. Serum Institute shall not stand to pay any
medical expenses of any human subject in the Study in the event of any adverse
reaction arising out of or resulting from:

i} A failure to adhere to the terms of this Agreement, Serum Institute’s writien

instructions relating to the Study (including the Clinical Trial Protocol) and/or 1CH-
GCP guidelines and / or all applicable Standards. All the deviation from the Protocol
need to be notified to Serum Institute and DiagnoSearch.
Megligent acts or omissions or intentional. reckless or willful malfeasance by
Pringipal Investigator, the Institution, or the Institution’s trustees, officers. agents.
hospital staff and employees, and the Institution hereby agrees to stand to pay all
directly related medical expenses for such adverse reactions and adverse events.

¢) Consistent with the information set forth in the subject information sheét. Serum
Institute shall not stand to pay any medical expenses in the event of any pre-existing
chronic illness or condition (including without limitation HIV status or AIDS) of anv
human subject in the Study. The Institution and the Principal Investigator will ensure
during the informed consent process positive confirmation from the subject, that he/
she is required to disclose all pre-existing medical illness that hefshe is aware ol
Failure by the subject to do so would mean that the Serum Institute / Institution would
not be liable for any resulting medical expenses.

d) DiagnoSearch hereby indemnifies and holds harmless the Serum Institute; Principal
Investigator, the Institution and the Institution’s trustees, officers, agents, hospital
staff and employees from any and all third party liability, loss or damages they may
suffer as the result of claims, demands, actions, costs or judgments including claims
under the Indian Consumer Protection Act against them arising out of DiagnoSearch’s
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failure to comply with the Clinical Trial Protocol, applicable Standards or this
Agreement; or DiagnoSearch’s negligent acts or omissions or intentional. reckless or
wilful misconduct; provided. however, that DiagnoSearch shall not be liable for any
such liability. loss or damage arising out of or resulting from:
i) A failure by Principal Investigator or Institution to adhere to the terms of this
Agreement or Serum Institute’s written instructions relating to the Study
including the Clinical Trial Pratocol; or

ii) Negligent acts or omissions or intentional, reckless or willful malfeasance by
Principal Investigator, the Institution, or the Instituticn’s trustees, officers, agents,
hospital staff and employees who are excluded from this indemnification and the
Institution hereby agrees to be liable for any such liability, loss or damages
excluded from indemnification by DiagnoSearch.

¢) Institution hereby indemnifies and holds harmiess Serum Institute and
DiagnoSearch, its officers, affiliates, agents, and employees from any and all third
party liabilitv, loss or damages they may suffer as the result of third party claims,
demands. actions, costs or judgments including claims under the Indian Consumer
Protection Act against them arising oot of Institution’s failure to comply with the
Clinical Trial Protocol, applicable Standards or this Agreement: or Institution’s
negligent acts or omissions or intentional, reckless or willful misconduct: provided.
however, that the Institution shall not be liable for any such liability, loss or damage
arising out of or resulting from Serum Institute and DiagnoSearch’s failure to adhere
to the terms of this Agreemeént or Serum Institute’s written instructions relating to the
Study including the Clinical Trial Protocol.

f) In the event a human subject in the Study suffers from physical injury or illness
related to the Study or from any long term irreversible adverse effects caused by the
study vaccine or study device, the Institution shall take all reasonable measures to
ensure that such subject contacts Serum Institute as soon as possible in order
initiate the process of evaluating such subject’s rights and to make a liability claim for
compensation.

¢) The Institution agrees to notify Serum Institute and DiagnoSearch as soon as it
becomes aware of a claim, demand, action, liability or loss hereunder and to co-
operate with and to authorize Serum Institute &/or DiagnoScarch to carry out the sole
management and defense of such claim, demand, action, liability or loss. Serum
Institute/DiagnoSearch agrees, at its own ¢éxpense, to provide attorneys to defend
against any claims or actions brought or filed against Principal Investigator, the
Institution, andfor the Institution’s trustees, officers, agents. hospital staff and
employees with respeet to the subject of Serum Institute’s / DiagnoSearch’s indemnity
contained herein, whether such claims or actions are rightfully brought or filed.
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h) Neither the Institution, nor its trustees, nor the officers. agents. hospital staff or
emplovees of the Institution. shall compromise or settle any claim or action subject io
indemnification hereunder without the prior written approval of Serum Institute and
DiagnoSearch.

7) Insurance:

a) At all times during the Study, Serum Institute shall maintain clinical trials liability
insurance for the Study and shall have its insurance company provide to
DiagnoSearch or the Institution a certificate of such insurance upon the request of
DiagnoSearch or the Institution.

b} At all times during the term of this Agreement, Serum Institute shall provide
professional liability insurance adequate for the activities under this Agreement to
Principal Investigator.

¢) The Institution shall also maintain sufficient levels of all legally mandated

insurance. if any including professional liability insurance for itself. DiagnoSearch
shall be given notice prior to any material changes to ¢r lapse in coverage.

&) Warranties and Disclaimer of Warranties:

Institution warrants that all services provided under this Agreement will be provided
in a professional and workmanlike manner, in compliance with the Standards and the
terms of this Agresment.

9) Agreement Term and Termination:

a) This Agreement is effective for 2 (two) years from the date of signing of this
Agreement, by the last party unless terminated sooner in accordance with this Article
9 or unless extended for a defined period by a signed writing in accordance with
Article 20.

b} The Study and this Agreement may be terminated by written notice from
DiagnoSearch and / or Serum Institute to the Institution for any of following reasons:

i)  Intimating that Serum Institute has received a notice / intimation from
applicable regulatory authorities to terminate said Study.

it)  Determination by DiagnoSearch and Serum Institute that the Institution 1s not
performing the Study as required in the Agreement and/ or Protocol and/or is not
meeting the agreed upon human subject enrollment requirements set forth in Section
3(c) herein.
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ili) Failure of the Principal Investigator and/or the Institution to provide access
to DiagnoSearch monitors or Serum Institute representatives or third party aoditors. if
any, to the Institution’s facilities and all original medical records and Study-related
documents necessary to verify entries on Study case report forms and the Institution’s
compliance with this Agreement.

iv) Failure of the Principal Investigator or associated staff or any other person
engaged in the Study {excluding subjects) to be available, upon reasonable notice and
by
prior mutually convenient time appointment by DiagnoSearch or Serum Institute, 1o
meet with DiagnoSearch monitors or Serum [nstitute representatives during the course
of the Study as necessary to discuss information relevant to the Study.

v) Unauthorized replacement of Principal Investigator, other than in accordance
with Section 3(h) herein.

vi) Determination by Serum Institute that business or scientific considerations
require termination.

vii) Case report forms provided to Principal Investigator by DiagnoSearch for
use In the Study are not completely, accurately and/or legibly completed and/or
forwarded to DiagnoSearch or Serum Institute’s designated representative, as
appropriate, within a reasonable time of each subject's visit date.

¢) The Institution may terminate this Agreement by written notice from the Institution
to DiagnoSearch for any of following reasons:

i) Serum Institute does not comply with the Clinical Trial Protocol provisions
related to supply of study vaceine or study device for the Study, or DiagnoSearch does
not supply other agreed-upon study related material.

ii) Principal Investigator reasonably suspects an adverse reaction related to the
Study procedure and of serious nature, after informing the Institutional Ethics
Committees and DiagnoSearch.

d) In case of any termination or expiration of this Agreement:
i) Responsibility for treatment of enrolled human subjects will be as specified in
the Standards;

ii) The Institution shall cooperate with DiagnoSearch for an orderly wind-down of
activities. with due regard for human subject safety and welfare;

ii1) The Institution shall destroy or return all Confidential Information to Serum
Institute, at Serum Institute’s election, in accordance with Section 3(d) (iii) herein:
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ivl The Institution shall promptly provide all Agreement deliverables due to
DiagnoSearch and, if requested by Serum Institute, provide copies of all Work Product
(including without limitation all Trial Data) t¢ Serum Institute, in sccordance with
Section 3(e) (ii);

v) The Institution shall return/ ship and/or dispose of all remaining Tresivac®
(MMR vaccine), Stratis® (DSJI device), and other Materials received or obtained
hereunder, in accordance with the Protocol, Standards and the directions of Serum
Institute, in accordance with Section 3{f) herein;

vi) The Institution shall, within sixty (60) davs after such termination or
expiration, provide a final invoice to DiagnoSearch. The total sums payable w0 the
Institution pursuant to this agreement shall be equitably prorated for actual work
performed to the date of termination, with any advance funds previously paid to the
institution being refunded to DiagnoSearch.

vii) The Institution shall, notwithstanding such termination or expiration, remain
responsible for compliance with all Standards.

e) The provisions of Articles 5, 6, 7, 8, 9, 10, 12 and 13 and Sections 3(d), 3(e) 3(H
and 3(g) herein shall survive any termination or expiration of this Agreement, as shall
such other provisions as, by their context, are intended to survive such termination or
expiration.

10) Records: The Institution shall maintain in the English language (a) all Work
Product; and (b) complete, accurate and legible scientific and clinical documents,
books and records pertaining to all activities performed and all Materials provided or
obtained under this Agreement. The filled out case record forms {CRF) and all ather
Study materials will be archived by the Principal Investigator at the Institution for a
period of at least five years set forth in the Clinical Trial Protocol. The CRF will be in
NCR format. The original white copy will be retrieved during monitoring visit by the
monitor and submitted to data management for data analysis. The yellow copies will
remain at site as stated above and will be archived by site for a period of at least 5
yers.

11) Publication of Results:

a) Both the Institution and Serum Institute shall treat matters of authorship in a proper,
collaborative spirit, giving credit where it is due and proceeding in a manner that
fosters cooperation and communication.

b) Serum Institute intends to publish and/or present the results of the Study with its
collaborators and the Institution performing the Study and/or other authors, subject to
the provisions contained in this Agreement.
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¢) Institution shall not make any publication, press release, presentation without
obtaining prior written approval of Serum Institute.

12) Finance:

a) The expenses of the Study, as set forth in the total prajected budgel, attached
hereto as Appendix D. shall be paid by DiagnoSearch and arz estimated not to exceed
the amount mentioned in Appendix D. In case it exceeds, it will be mutually agreed
upon on reasonable grounds and documented appropriately. Funds shall be paid by
DiagnoSearch to the Institution for the satisfactory and timely performance under this
Agreement, as follows:

i) Upon signature of all the Parties to this Agreement and the Institution’s
provision of the written certification of approval of the Study from the Institution’s
Institutional Ethics Committee, in accordance with Section 3(h) herein, DiagnoSearch
will make payment on a monthly basis as per the attached site budger herewith as
Appendix D for per completed subjects once their data is source verified and CRF
pages are retrieved.

it} The cost for treatment for adverse events will be paid on actuals in the month the
cost is incurred provided all documentation related to the adverse event is completed
by the site and reviewed by the Diagnosearch.

iii) All the payments will be released after deducting TDS at the source as per Income
Tax regulations.

iv) The site budget is based on the completed subjects. Therefore, the investigators
will be paid for the completed subjects only except the patients withdrawn because of
safety reason. Such withdrawn subjects will be considered as completed subject and
the investigator will be paid for such subjects.

b) DiagnoSearch shall forward to Serum Institute all invoices submitted by
Institution. DiagnoSearch shall remit payment to Institution within forty-five (43)
days of DiagnoSearch’s receipt of payment from Serum Institute. DiagnoSearch will
be solely responsible if the payments remain outstanding for a period exceeding forty
five (45) days.

13) Publicitv, Product Promoting Activity and Communication Guidelines:

a) DiagnoSearch and Serum Institute shall not identify or use the names, trademarks,
trade names or symbols of the Institution, Principal Investigator or his/her research
team under the Study without the prior written permission of the Principal
Investigator and Head of the Institution for publicity or product promoting activity.
Serum Institute may disclose the identity of the Institution, publicly available
information about the Institution and the broad purpose of the collaboration under this
Agreement to third parties such as regulatory agencies, governmental legal agencies,
other collaborators, and media.
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b) The Institution shall not identify or use the names. trademarks. trade names or
symbols of DiagnoSearch, DiagnoSearch’s employees or affiliates. Serum Institute,
Serum Institute’s employees or affiliates, Serum Institute’s collaborators or any other
author of the primary collaborative publication deseribed in Section 10(b) herein for
publicity or product promoting activity.

¢) The Institution shall not issue any press release concerning the Study or this
Agreement without the prior, express written approval of Serum Institute.

14)  Limitation of Liability IN NO EVENT SHALL ANY PARTY BE LIABLE
HEREUNDER FOR ANY INDIRECT. INCIDENTAL. CONSEQUENTIAL.
PUNITIVE OR SPECIAL DAMAGES (INCLUDING BUT NOT LIMITED TO
LOST PROFITS AND LOSS OF USE OF FACILITIES) SUSTAINED BY
ANOTHER PARTY OR ANY OTHER INDIVIDUAL. THIRD PARTY OR OTHER
ENTITY FOR ANY MATTER ARISING OUT OF OR PERTAINING TQ THE
SUBJECT MATTER OF THIS AGREEMENT.

15) Dispute: Any dispute that arises during the Study among the Parties to the
Agreement will be subject to the jurisdiction of Mumbai courts. Any dispute will be
attempied to be settled amicably.

16) Stamp Duty: All cost, expenses and other charges for preparation of this
Agreement including stamp duty shall be borne and paid by Serum Institute.

17) Force Majeure
Each Party shall not be responsible for losses or damages to other Parties occasioned

by delays in the performance or nonperformance of any of its obligations when caused
directly or indirectly by acts of God, acts of gévernment, casualty, riots, acts of other
Parties, strikes or other labor difficulties, shortages of labor. supplies and
transportation, or any other cause beyond its control. In such event Serum Institute
may discontinue this Agreement or alfow Institution and DiagnoSearch to adjust the
schedule in accordance with the impact of any such delay or postponement and the
revision in the compensation shall be decided mutually by the Parties.

18} Waiver
Failure by any Party/ies to enforce any provision of this Agreement shall not be
deemed a waiver or future enforcement of that or any other provision.

19) Independent Contractors:
Institution, Serum Institute and DiagnoSearch shall perform this Agreement in the

capacity of, independent contractors.
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20) Entire Agreement: This Agreement, including the Appendices attached hereto,
contains the entire understanding of the Parties with respect to the subject matter
hereof and except as expressly set forth herein, all express or implied agreements,
representations and understandings, either oral or written, made prior 1o this
Agreement are hereby expressly superseded by this Agreement. In the event there is a
conflict between the Clinical Trial Protocol and the terms in the body of this
Agreement, the terms in the body of this Agreement will govern with respect 1o
commercial and contract terms, but such Protocol will govern with respect lo the
conduct of the Study and with respect to serving the welfare of human subjects of the
Study. This Agreement may only be amended by a writlen instrument executed by the
Parties hereto.

21) Headings:-
Headings used in this Agreement are provided for convenience only and shall not be

used to construe meaning or intent.

22) Motices:-

Any notice or report required or permitted to be given or made under this Agreement
shall be in writing, delivered personally or by facsimile (and properly confirmed by
personal delivery or courier) or courier, postage prepaid, addressed 1o the other Parties
at their addresses indicated below, or to such other addresses as the addressee shall
have last furnished to the addresser and shall be effective upon receipt by addresses.

If to Institution Krishna Institute of Medical Sciences
Deemed University. Malkapur. Karad-
415539, Maharashtra

and Principal Investigator: Kind Attn: Dr. Chandrashekhar D. Aundhakar
' Department of Pediatrics; Krishna Institute
of Medical Sciences Deemed University.

Malkapur, Karad-415539, Maharashtra

If to DiagnoSearch: Kind Attn: Mr. Mandar Vaidya
702, Dosti Pinnacle,
E-7, Road 22, Wagle Estate,
Thane (W) — 400 604, India

If to Serum Institute: Serum Instifute of India Ltd.
Kind Attn: - Dr Prasad Kulkarni
21212, Off Soli Poonawzlla Road,;
Hadapsar, Pune — 411028, India
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With a copy to: Dr Rajeev Dhere
Any Party listed above may change its mailing address for purposes of notices under

this Agreement by giving the other Parties notice of such change in accordance with
this section.

23) Counterparts:

This Agreement is executed in 4 counterparts, each of which shall be deemed an
original. Each Party and Principal Investigator, retain cne copy.

This Agreement includes the following Appendices:-

Appendix A: - Principal Investigator Requirements

Appendix B: - Clinical Trial Protocol

Appendix C: - Study Data Confidentiality Conditions

Appendix D: - Total Projected Budget

DiagnoSearch Life Sciences Private Ltd Krishna Institute of Medical

Sciences Deemed  University,

Malkapur, Karad-415539,
e Maharashtra
W
Signa Fauthorized signatory

Signature of authorized signatory

Name: Mr, Mandar Vaidya

Name: Dr. M. V. Ghorpade

s YA s
i stitute of Medical Scien
B E'Elh‘tﬁd Univarsity, Karad

Place: k—ﬂ'ﬁﬁﬁ .

Designation: Director, Operations
Place: THANE

Date: ,-JCLJ,]'LW{I?":‘” - Date: {jﬁ'iﬂ@'lﬂi&——

-
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Serum Institute of India Limited

Signature of authorized
Mame: Dr, Rajeev Dhere

Designation: Executive Director

Place: pqr-:'a e

Date: _(-.fl'é-l 25|18

Department stamp:

Department of Pediatrics, Krishna
Institute of Medical Sciences Deemed
University, Malkapur, Karad-415539,

Maharashtra

Signature of authorized signatory

Name: Dr. Chandrashekhar D. Aundhakar
Designation: Principal Investigator

Place: LA 04

Date: G/c <577

Department samppR, ¢. D. AUNDHAKAR
MO ONB (Paad)

PECSES3OR & HEAD
DEPARTMENT OF PEDIATRICS

KiMSU, RARAD
Add. Director of R
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AFPENDIX D

Amount in Indian Rupees (INR)
Visit break up | Institute
investigator [P1} Overhead {(OH)
@ 25%
Visit 1/Day D 1700 . 425
Visit 2/ Day 14 1000 250
Visit 3/Day 35 1700 . 425
Query Resolution & DB Lock (10%) 550 137.5 |
Close Out Visit {10%) 550 137.5
Total grant/completed subject 5.500 1375
A. Total Grant for 50 completed Subjects* 275000 | 68,750
Pass-through
Subject Compensation for Travel Allowance per
completed subject (@ Rs. 300/ visit® 3 visits) 300
Subject Compensation for Travel Allowance 50
completed subjects 45000
Ethics Committee Fees®™™ 25,000 [
B. Total Pass Through 70000 |
Total Site Budget ( A + B 413,750 | =5
PAYMENT SCHEDULE

In connection with the Study, DiagnoSearch will pay Department of Pediatrics, Krishna
Institute of Medical Sciences Deemed University, Malkapur, Karad-415539, Maharashira
in accordance with the terms set forth in the Budget (schedule D).

2

fad

e

The payments to the site will be made on a monthly basis for completed subject
visits in that month once their data is source verified and CRF pages are retrieved.
Payment of Institutional Charges at the rate of 25% on total investigator gram may
vary depending on number of subjects recruited.

*Recruitment is competitive. Any additional recruitment would be paid pro rata as
per the executed site budget.

**Additional payment may be applicable in case of any amendment submission o
gthics committee as per the EC SOPs.

An amount of 10% of PI grant per subject will be kept on held for query resolution
and database lock and will be released after database lock is confirmed by the data
management.

An amount of 10% of PI grant per subject will be released post close out visit.
Reimbursement for any investigation performed for safety evaluation, outside the
scope of protocol and deemed necessary for subject safety will be on actuals on
submission of bills,

All payments shall be subject to tax Deduction at Source regulations of the Income
Tax Act
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Payments are expected to be made by, DiagnoSearch Life Sciences Pvt Lid, by
cheque payable as follows:

Payee name for cheque preparation: KRISHNA INSTITUTE OF MEDICAL
SCIENCES UNIVERSITY

PAN details: AAATK1235H

Thadepte

Add. Director of Research
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MOU Between Unique Clinical research services , Pvt. Ltd.
Pune

AND

Krishna Institute of medical sciences Deemed To Be
University, Karad

Clinical trials conducted as follows
1) Metastatic breast Cancer: 0927-17
PI: Dr.Anand Gudur
2)Triple negative breast cancer: 0063-17
PI: Dr.Anand Gudur
3) Onco tissue collection study: MBT —~TB-70
PI: Dr.Anand Gudur
4) Hepatic Encephalopathy: EPDI067
PI : Dr.Sandeep Patil
5) Age related Macular degeneration: LRP/RBZ/2015/002

PI : Dr.Gaurav Paranjpe
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MEMORANDOM OF UNDERSTANDING BETWEEN UNIQUE CLINICAL RESERCH
SERVICES, PUNE AND KRISHNA INSTITUTE OF MEDICAL SCIENCES, “DEEMED TOBE
UNIVERSITY”, KARAD

Objective: Setting up an Clinical Research Unit (CRU) at KRISHNA INSTITUTE OF MEDICAL
SCIENCES, "DEEMED TO BE UNIVERSITY”, KARAD

Version Number: 01
Version Date: June 20, 2018

This agreement made at Pune on 20" day of June of 2018 between, UCRS and KRISHNA
INSTITUTE OF MEDICAL SCIENCES, “DEEMED TO BE UNIVERSITY" having its registered office
at Malkapur, Tal. Karad Dist. Satara 415 539 and represented by Dr. M. V. Ghorpade,
Registrar (herein after referred to as the management for the sake of brevity) of the FIRST
PARTY and Unigue Clinical Research Services. Shriprasad Block Number D/2, Prakash
Housing Society, Kalewadi Phata, Thergaon, Pune 411033, represented by Dr. Suni|
Chaudhary / Deepak Bagde, to start Clinical Research Unit at KRISHNA INSTITUTE OF
MEDICAL SCIENCES, “DEEMED _TD BE UNIVERSITY”, Karad on the fullnwfng terms and
conditions.

g ou
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1.0 BackGrouno

UCRS is an initiative by experts and professicnals inspired by the idea of providing guality
services in the clinical research and allied areas. Unique Clinical Research Services Is an
SMO & Spin off of cur ONgoing unit - Pentagon Research & Life point Research and is also
equipped to provide various vocational training options to Life Science, Pharmacy and
Medical graduates,

UCRS also provides consulting services in setting up research departments in hospitals, data
management services, Statistical analysis services, Medical and regulatory writing etc. We
are clinical research professionals with total domain experience of nine years with
headquarters based in Pune, Maharashtra,

Body of work of Unique Clinical Research Services -

We have successfully completed close to 300 plus trials at different sites with variety of
indications. We have closely warked with all the domestic & Global players like Novartis,
Sanofi aventis among others. We have also successfully completed site audit by eminent
regulators like USFDA, not to mention DCGI.

In the hospitals that we have agreements with to conduct clinical trials, we have
experienced oncologists, cardiologists, physicians, Oncosurgeons, Dermatologists,
psychologists, endocrinologists, Nephrologists, among others to conduct trials in all
indications possible.

It is our vision to streamline and smoothen the “last mile connectivity” in clinical research in
Iindia. We are currently a proven and credible research outfit in Western India, with
capability to conduct studies in all indications. It is gur mission to provide professional,
timely, effective and above all authentic clinical research services to our clients, across the
country.

A brief about our directors —

Dr Sachin Mane is healthcare professional with 22 Years' experience in various operational
areas of hospitals including clinical research. He has worked in Senior Lerdership Roles for
India’s leading healthcare providers like Wockhardt Hospitals and Sahyadri Hospitals.

Dr Sunil Chaudhary is a Medical professional with a decade’s experience in Clinical research
and trials management, He has handled Phase Il, Ill and 1v studies, investigator initiated
studies and bicequivalence studies in patients. Having worked in research cept with Sanofi
India, he has deep understanding of regulatory and statutery requirements by regulatory
authorities.

Add. Director of Research
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Mr. Deepak Bagde has 11 years’ experience in healthcare and hospital administration. He
has executed development of Regenerative Therapy Module and established stem cell
banking business. Mr. Bagde has established a CRO for product development of generic
molecules and he has established a Bioavailability and Bioequivalence Study Center in Pune.
He has worked extensively in the development of new molecules for Phase | and Phase ||
studies.

Dr. Sunil Chaudhary is a healthcare professional with 10 years’ experience in clinical trials
management.

2.0 BusinEss Proposal

UCRS is pleased to extend collaboration MOU to KRISHNA INSTITUTE OF MEDICAL
SCIENCES, “DEEMED TO BE UNIVERSITY®, KARAD. As per the terms of the MOU,
UCRS will offer services to KRISHNA INSTITUTE OF MEDICAL SCIENCES, “DEEMED TO
BE UNIVERSITY”, KARAD.

A Memorandum of Understanding is being signed herewith by both parties as per
the mutually acceptable terms and conditions.

3.0 RESPONSIBILITIES OF PARTIES

3.1 UCRS ResPoONSIBILITIES

UCRS (Activities) UCRS (Financial liabilities)

Setting up an EC Faying EC members meeting fees

Training EC members Accreditation fees to be paid to the EOVT.
agency

NABH accreditation process facilitation for EC Payingfees to the lizison in Delhi

EC registration Paying salary to CRC and QA executive {all
staff members on the payroll of UCRS

Hiring and training coordinators required for

site operations.

Marketing and bringing feasibilities to the site
Overseeing and maintaining quality at the site
Patient recruitment policies and

implementation
| Ensuring all regulatory requirements

Add. Director of Research
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1. All the payment made by the sponsor will be in the rname of UCRS & UCRS in turn will
disburse the Payment to KRISHNA INSTITUTE OF MEDICAL SCIENCES, "DEEMED TO BE
UNIVERSITY”, KARAD as per mutual agreement.

2. UCRS will be responsible for legal & financial aspects of all MLC (medico legal cases)
Pertaining to the clinical trial related drugs and procedures/ investigational drugs.

3. Clinical trial insurance policy will be provided by Sponsor Company and individual
indemnity of medical professionals comes under the scope of hospital/ Pl

4. Institutional Ethics Committee will be approached by UCRS for review of study protocol.

3. Securing & Initiating of projects in compliance with International Conference on
Harmonization, Good ¢linical practices, Schedule Y and study protocol.

6. UCRS will put maximum efforts to get more number of projects at KRISHNA INSTITUTE OF
MEDICAL SCIENCES, “DEEMED TO BE UNIVERSITY", KARAD.

7. Designee from UCRS will responsible for maintaining regulatory & financial
documentation and will take decision related to that. UCRS will be one of the signatory on
clinical trial related documents.

8. All record of study will be kept confidential & will have limited access over it, only for the
purposes of Monitoring, Audits, and Inspection.

3. Appointment of onsite qualified well experienced and dedicated staff for research
projects (Coordinator, Project managers, Quality Assurance managers, etc)

3.2 HosriTAL's RESPONSIBILITIES

Provide for an infrastructure and space requirec for carrying out studies.

Making nursing staff or lab technician available for sample ccllection

Making special storage conditions available as per the trial requirement (e.g. refrigerator,
deep freezer, AC etc)

Making training room available for trainings/monitoring visits/inspections and audits as and

when required.

Storage facility for archiving clinical trial documents

2
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1. KRISHNA INSTITUTE OF MEDICAL SCIENCES, “DEEMED TO BE UNIVERSITY”, KARAD
management will provide 3 dedicated space and storage facility with access control
for Clinical Research Unit {CRU) operations.

2. Both UCRS and KRISHNA INSTITUTE OF MEDICAL SCIENCES, "DEEMED TO BE
UNIVERSITY", KARAD will appoint one person as.a single point of contact from each
side. These individuals wil communicate with each other on a regular basis to sort
out administrative issues and review progress.

3. KRISHNA INSTITUTE OF MEDICAL SCIENCES, “DEEMED TO BE UNIVERSITY”, KARAD
management will cooperate during site qualification visit, audits and monitoring visit
of a site,

4. Both UCRS and KRISHNA INSTITUTE OF MEDICAL SCIENCES, “DEEMED TO BE
UNIVERSITY”, KARAD will abide by mutually agreed payment terms/ profit sharing
terms.

5. Access to required departments of the hospital for Clinical research staff,
sponsors/CRO representatives, Auditors, Monitors, and Inspectors pertaining to
clinical research activities only.

4.0 FINANCIAL ARRANGEMENT

UCRS will invest for all required items listed in Toble in Article 3.1above,
Whereas KRISHNA INSTITUTE OF MEDICAL SCIENCES, “DEEMED TO BE UNIVERSITY", KARAD
will facilitate the operations by making the required space available.

UCRS will share 50% of Pl Grant (quantum of the Pl grant is generally well defined in Quadra
party clinical trial agreement) with KRISHNA INSTITUTE OF MEDICAL SCIENCES, “DEEMED TD
BE UNIVERSITY”, KARAD. It will be responsibility of KRISHNA INSTITUTE OF MEDICAL
SCIENCES, "DEEMED TO BE UNIVERSITY”, KARAD to disburse p| grant as and when
applicable. This amount shall be disbursed by UCRS to KRISHNA INSTITUTE OF MEDICAL
SCIENCES, "DEEMED TO BE UNIVERSITY”, KARAD on the settlement of payment with
Sponsor Company.

All the investigations charges like radio and pathology will paid by UCRS to KRISHNA
INSTITUTE OF MEDICAL SCIENCES, “DEEMED TO BE UNIVERSITY”, KARAD on a periodic basis
as per rate contract.

Hospital may avail other benefits |ike admission of clinical trial participants / patients and
charges of the same shall be paid by UCRS as per predefined rate contract.

SEPARATE RATE CONTRACT WILL BE FRAMED BY BOTH PARTIES TO AVAIL HOSPITAL SERVICES FORTHE

RESEAR O SAME WILL BE CONSIDERED AS ANNEXUJRE TO THIS MOU

Add. DireMor of Research
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5.0 BENEFITS OF CoLLAR DRATION

From this arrangement, KRISHNA INSTITUTE OF MEDICAL SCIENCES, "DEEMED TO BE
UNIVERSITY”, KARAD will get the following benefits:

* KRISHNA INSTITUTE OF MEDICAL SCIENCES, "DEEMED TO BE UNIVERSITY",
KARAD will not only emerge to be a prominent clinical research site, and it
will attract new patient poaol.

* In addition to above KRISHNA INSTITUTE OF MEDICAL SCIENCES, “DEEMED
TO BE UNIVERSITY”, KARAD will gain prominence In the hospital industry due
to NABH accredited EC

6.0 This agreement will remain effective till one of the parties decides to withdraw from
agreement. In that case, the existing studies will be completed in their assigned period
and only then the agreement will become null and void, In the meantime after
termination, KRISHNA INSTITUTE OF MEDICAL SCIENCES, “DEEMED TO BE UNIVERSITY",
KARAD will be at liberty to sign up with new Clinical Research Unit (CRU).

7.0 Arbitration

Any dispute arising in violation to or in connection with this MOU between the parties
shall be resolved by mutual niegotiations, In case of any unresolved dispute, the parties
shall refer the said dispute for arbitration to the sole arbitrator appointed by the Hon.
Vice-Chancellor of the University and the Director UCRS, and the decision of the
arbitrator shall be final and binding on both the parties. The provision of Arbitration and

Conciliation Act 1996 shall apply to such arbitration. Such arbitration proceeding shall be
held at Karad.

" e
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Dr. M. V. Ghorpade| Registrar
For

KRISHNA INSTITUTE OF MEDICAL
SCIENCES, "DEEMED TO BE UNIVERSITY,

KARAD
REGISTRARI -
Krishna Institute of Medical Sclences
*‘Deemed To Be University*, Karad

WITNESSES:

For & on behalf of

KRISHNA INSTITUTE OF MEDICAL
SCIENCES, “DEEMED TO BE UNIVERSITY,
KARAD

LLA_;L_L/

Signature =

D Arom RIsguD

Mame

Add. Director of
KIMSDU, K

Dr Sunil C%Diredcr

Far
Unigque Clinical Research Services,
Pune

For & on behalf of
Unigue Clinical Research Services,
Pune

Signature \M

Name+®€.€7?add Mﬁt%

Research

arad
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E Clinical Trial Asreement
§ Lambda Therapeutic Research Ltd.

Plot Mo. 38, Survey no 388, Near Silver Oak Club,

S G Highway, Gota,

Ahmedabad 382481,

Gujarat, India.
* (Hereinafter referred toas "LAMBDA" or “CRO™)

Engaged by: ’
E Celerity Pharmaceuticals, LLC

2450 Bryn Mawr, Avenue, Suite 6310,

Rosemont, 1L 60018
§ (Hereinafter refered Lo as the ~Sponsor”) ’VO\%

O
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AN D

Dy Anand K. Gueur,

Krishng Institate of Medical Sciences Deemed University - Karad,
Pune - Bangulore Highway-4, Malkapur Road, Karad- 415110
Tubuka — Karad, Dist — Satars, Mabarastea, India

{Hereinafier sefermed ooas the “Investaator ™)

AN

Krishng Institute of Medieal Seienced Deemed University - Karsd,
Pune - Bangalore Highway-4, Molkapur Road, Karad- 415110
Taluka— Karad, [Hsf = Satacn, Mabarasira, Indin

{Hereinnfier peferred 1o a5 the “Thisinide )

AN

Umigue Clindcal Besearch Services

Block No D-2, Sai Prakash, Profes Houstig Society . Kalewadi Phata, Thergaon, Pune 411033,
Muoharastrn, India

{Heremnalter referred 1o as the “SMI7)

THIS AGREEMENT shall come inti effect om fhe date of shgnature of all the parties,
BETWEEN

Lumbala Theropeotic Research Lid.

Mot Mo, 38, Survey oo 388, Mear Silver Osk Chab,
5 O Higlyway, Cota,

Alimedabad 352481,

Gujarat, India.

(Hereinafer referred tooas “LANMBDA" or “"CRO™)

AND:

Dr, Anand K. Gudur,

Krishng Institute of Medical Sciences Deemed University - Baraid,
Pune = Bangalore Highway-4, Malkapor Road, Karad- 415110
Taluks ~ Worpd, Dist - Sotara, Mabarastra, India

{Hereinafter referred 1o s the “Investipsior")

ANTH
Kristina Institule of Medical Sciences Deemed University - Karad,

PMune - Bangalore Highway-4, Malkopur Road, Karad- 415110
Taluka — Karad, Dist - Satorn, Mahorasiva, Indiz (@1}]\5

- iz
a'bp\f;ﬂ‘w“{’ o
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 Prongol 0927-17 . [uyestigaior CTA {Quadripartite) - 21-Sep20I8
{ Heretnatier refenred Looas the “Instiiote™)
AN

Unigue Clinical Hesearch Services
Block Mo D-2, Sai Praknsh, Prakash Housing Socicty . Kalewadi Phata, Thergaon, Punc 411033,
Maharastra, Indi

{Hereimafter referred to as the “SMO7)

WHEREAS:

LAMBDA was engaged by Sponsor to serve ns 2 Contract Clinical Research Organization (TR
engaged i the design, implementation, and management of clinical trials of pharmaceutical products
e 4 Servide Aprreement on behallof Sponsor.

Sponsor hivs engrged LAMBDA 9 negoninte and exceute site Agrecrments on ats belalf;

Pl has engaged SMO o oversee the clinical tnnl sctivities. PLi responsible 1o oversee the SMO achivities
nz per the study protocol and applicable Inw

Institution has appointed D Anond K Godue £ SMOL dn emplayee of InsBitution, 16 serve as principal
investigator (“lovestgator”™), and a5 an employee the Institution hes the suthosity to énsure the
lnvestigator complies withe the werms and conditions of s Agrecment,

LAMBDA on behall of Sponsor wishes the Investigator and [nstiuie 1o participale in @ clinical tral
involving the investigational diug Poserabicin Hydrochloride (Pegsated Liposomal) Injection 20
mg i mb (2 mg/mL}, according 1o the protecal entitled *A Multicentre, Open Label, Randomized,
Two-Treatment, Two-Period, Two-Sequence, Single Dose, Cross-Over, Study to Test for
Bioequivalence between Celerity’s Doxorabicin Hydrochloride (Pegvlated Lipesomaly Injection 20
mg/l0 mlL (2 mg/ml) and Reference product, Caclvs” [Dosorubicin Hydrochlordde (Pegviated
Liposomaly Injection 20 mg/10 mL (2 mp/mL)| in Patients with Metastatic Breast Cancer®
(“Clinteal Tral"} 10 be conducted under the direction and supervision of the Investigator using the
fuerlities of the Instatution; and,

The Investugator and Instietion, boving reviewed sofficient imformation regarding 1the Compound(s) and
Protocal, agree 1o conduct the Clinical Trial to evaluate the Compound{s) uader the terms and conditions

set forth heretna fier and,

The Investigntor 5 authonzed to conduct the Clinieal Trial o1 the Tnstinition. The lvestigntor will review
the Chnical Trial for patient safety, sclentific validity, aml utihzation of hospital resources.

IN CONSIDERATION of the mutus promises aid covenants horean, the parties ogree as follows:

1 " Definitions
I.1 [t this Agreement, the [llowing ferms shall have the following meanings:
Lir. Anjp i, Foarad R -i Fa.!:: ol 2
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Lerm
Applicable Low

“Compound™

“CRF”
“Dreclnranon of Helsmk™

R E
“Ethics Committee™ ar (“EC™})

“ICEFT o “Informed  Comsend
Form”™

“ICT GO

“Bite Investigator File”

“Payment Agreement”
“mrmill

"Regulatory Authoriies]”

h%Eﬂ

“Sie"

Dir, hun'x‘ﬁﬁ;.:l;;

lvestigator CTA {Quadripartite) 21-Sep-2018

Melgpining

all applicable national, federal, state and local law, rules, regulations and
guidelines governing the conduct of the Clinical Tral, including bat not
[ermited 1o the DCCH repulations, the LS, Food and Drug Administration
(“FDA™) eegulatons, the Declarminom of Helsmbka o and 1 GCP
(colleztively, “Apphicable Law™)

Celerity  Pharmaceutical s Doxorubecin hydrochlonde  (pegyiated
liposomal), 20 mg/10 mL (2 mg/mL}, Celenty Pharmnceuticals, LLC,
Rosemont, [Hinoms, USATesth ; or

CAELY X [Doxorubicin hydrochlonde (peevied Hposomaly), 200 m/
|3 mL (2 mig'mL)
Cnse Report Forin

Thee 19960 version of the Helsinki Declorstion of (he Waord Medical
Aszooiandn nnd amendimeins

g Controller General of liwdia,

The relevant propedy constituted ethics commitiee as orginzed by the
Hospital Authority or indepenclent, which his ieviewsd of will peview the
appication for conducting the Clineal Tral

Farm of informed comsent approved by the Ethics Cominittes and signed
by the Climical Trial Sobect andfor hisfer legal  muardian,  where
npphicable, providing consent For Subgect’s perficipaibon ne the Climcal
Trial and for s collection, use, stomge and progessing of information
and duta collected in the Clinical Trial.

ICH Hormomizsed Toperisie Guidelne for Good  Climeal Prachice
LCPEMPTCH! | 2595 as may be amended oo e 1o e,

The file mamntained by the Investigator contmoing the documentation
specified in section B of [CH GCP,

The pavment agreemenst =20 out i Schedule “B.

The protocol topether with its amendments as agreed between the partics
Froam time 16 tome {Schedule A7)

Any regulatory or heabth awtbority in the United States, Indis or other
countries hoving qunisdiction over the conduct of chinical research studies
and'or the oversight or approval of phormaceutcal products, ncluding
withoul limiktation, the FDA and DRG] and any sucosssor entities thereto

Sertous Adverse Event oz delfmed by ICH GCT.
The sie at which the Clinzenl Toal = conducted

b Sopphi s e 4 of 20
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“Luhjecis” Al mdividuals enrolled in the Clinical Trial

F=d
—

o
e

=
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]
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Investigntor/Tnstitution responsibilities

Institution agrees that i is responsible for complianee with the terms and conditions of this
Agreement by any mdividual who performs services on behalf of Institution in connection with
the Chinical Trnl, mcludimg bul nof fimuled o [nvestigator,  Institetion wall cause Investgnlor 1o
cotnply witli all relevant portions of this Agreement.  Further, Institution acknow ledeces and
agrecs that any breach by Investigator of lis obligations under this Agreement (regardless of
whether such obliganons are express oblgatons of Investigator or are obligalions to ac m a
mamner comsistent with the obligntions of Institution) will be deemed & breach by Instauton.

The Investipator shall be responsible for direct supervizion of the Clinical Trinl Subjects, The
[nstitntion ackuowledges (Tt the Investigator’s work 15 essentind to the Trnl w be eomtucmed
under thus Agrecmen

The Investigntor n his personal cipacily and g8 nn authorized representative of the Instiation
and the Institution undertakes o adliere 1o the Prowesl, this Adeement, and generl occeplable
clintcal practices for the conduct of the Chmeal Toel,

The Prstoen] 16 considered Ganl after i s sianed by Sponsor and the Investimator o apgrived
by the Ethics Comminee, Thereafter, the Protocol mny he amended omly by swrinen sureement
between Institution and Sponsor, and, any such amendments must be approved by the Ethics
Committes. Institution shall nol enroll any Subjects in the Chinical Trial until siech e as the
Ethice Commitiee approves the Clinical Trial,

The Investigator and Institution shall fully cooperate with Sponsor and Limbda th eesolving nny
technical wsues encountersd during the performance of the Climical Trinl and querses from
national / intemational authorities in close coordmation with Lambda in s imely manner. The
provisions of this article shall remain in force for & period af 10 years even after expiry or
rermination of this agreement.

The Investigator is responsible for submitting the Protocel, the 1CF and any Subject recruitment
materials to the Ethics Commires and for obtaining written appeoval from the Ethics
Commitice prior to the commencement of the Clinical Trial The Investimitor will deliver 4
copy of such approval 1o LAMBDA. Clinical Tral supplies may nol be delivered wnhl
LAMBDA has received a copy of such Ethics Comnitiee approval. The Ethics Commiltee
approval must indicate the dale of approval and contain the name and sigmature of the
Chairperson/member secretary of the Ethics Commattee.

Institetion shall ensure that all Clinical Trnl Subjects sodior their legal acceptable
representotive, a5 applicable, sign an LICF peior to sereening for partizipition in the Trinl, Unless
waived by the Ethics Commitiee in complinnce with local'regional confideninlity laws, the IC]

LA BTLER I: g
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[ 5]

mast anelude 8 wvalid subenzauon for bsuoion o disclose protecied personsl and benlth
tnformation created of fecedved by lastitution o Lambda or Sponsor, and a valid authorization
ar waiver for Lambda ond Sponsor to use. progess, store and disclose the protected personal and
lealth mfonmation for purposes of the Chinieal Trial.

IT requested by LAMBDA or Sponsor, Investigator sholl attend and participate i an
investigator’s meeting o other Clinical Trial initaton meeting. The Investigator is responsible
for trnining and supervision of sub-imvestigators and other site Clinical Trial personnels on the
procedures specilied in the Protocol 1o cosure aceurabe scicatific, eelnical amd ethica] conduect
of the Clinical Trial, In case of poy personnel chonges, the Investigator i responsible fior
noifyivg LAMBDA of such change in 8 imely manmner,

Ivestgator ond nstiution shall conduct the Clinical Trial in accondante with the Protocol,
Ethics Commuttee approval. all Apphicable Law and w aceordance with generally accepted
standards of medical care. I in the cowrse of performing the Trial, generally accepted standards
of clinical research and medical practice relating 10 the benefi, well-being and safety of the
subyjects require o deviation from the Protocol, such standards will be followed. I such case.
the Institwtion or lovestigator shall pumedintely notify Sponsor and Lambda of the facs
supporting such devintion by elephone, followed by writlen confirmation within twenty-tour
(24) hours and full documentation in such Chindeal Traal Subject’s CRE. For the avordinee of
doubt, such n Protocol devintion shzll sol be deetned o per 3¢ breach of this Agreement, but only
o the extent that such deviaton is not performed oo manoer tat s neglpent and does nol
result from intentisnn | mesceiduct,

Investigator ugrees that befshe hns mead and understands all mformation i the investigator™s
brochure provided w Investgmor by LAMDBA or Sponsor, including the potential rasks
2iile :ﬁ'l:l:ts of the Compounds which gre subject of the Chnics Traal and Investisaior hecehy
consents to the disclosure by LAMBDA andior Sponsor of certnin personal and fimmneial
information concerming Investigation anvd/or any sub-[nvest gagor.

Cruring the term of this Agreement, Institution represents that it will net paricipate 1 any other
study which, by s nature or its terms, could prevent Institution from fulfilling its obligations
undber this Agreement, mcluding affecting enroliment of Clinical Trial Subjects,

Institution shall ensure that all datm and other information related o the Chinical Trial s
submiried 1 Lombds in a tmely manner,

Institution and Investigator shall conduet the Clinical Trial in accordance with the Protocol and
shall not make any changes thereto, nor deviate therefrom, without the prior written consent of
Sponsor, except ny permitted to deviate for the healith and satety of the Clinjcal Trial Subject in
Section 3.0

Inatitution shall ensure that all potential Chimeal Trial subjects are screened in aceordance with
the inclusion/exclusion criterin, a5 owtlined in the Protocol. IF Investigator Mils 10 screen
potential Clinical Trial Subjecis in accondanes with the inelusionfexelusion criteria within

Miv. Anaydd-Gridur, Rarad u-..:."‘ﬂ'_n-:-..l Page 6 of 26
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‘sereening peried. as specified in (e Protocol. then Sponsor through CRO has the right, at it

sole dascretion, 10 suspiemd or temminate this Agzreoment smmedmiely by peoveding wrilten notce
tor Institution and Investigntor

The Investigaior shall communcaie sl relevant aspecs of the Clinical Tl (o the potential
Chinical Toal Subjects and their legally sccepiable representanives and shall obtain voluniary
stgmed written informed consent from all prospective patients and their legally acceptable
represeniatives prior (o stan of any sudy related procedures,

Duicing the performbnce of the Climeal Toal ond for o period of 15 vears afier
exparyitermmation of tus Apreement the Investgeter and or [ustiute s responscbie for, bul are
not limited to, the following aspects:

ad  provision of requited shady documents (e currieulum vitheds), medical registration
certificates andfor other relevant docyments evidensing qualifications of investigaton(s),
subrinvestiatoni b and other Chmesl Tool personnel, confinmobion of adequate site
lctlities, e, 1,

] progress: reporting on all sspects of the Clinical Trial {incloding recruitment figures) to
Ethics Comminee and LAMBDA on & regular hasis or as otherwise requested by
LAMBEA or Sponsar,

o ensurin g direcl acesss in & timely manner By Lambdin omionitors, Lombda  auditors,
Spongor representatives and regulmory nethonities 10 Clinical Trial  documentation
mcluding, wathoul limatiation, sogmal study documents, medical reconds, study imaterials,
ele and providing appropriate working conditions for manitors, puditors and regulatory
puthority fo perform studyv-reloted monitocing. gudit and inspection respeciively;

df b oallow any rezalitory audit by any Besalatory Avtherily and ensure compliance of any
regulatory deficiency mised by such authortics in reasonable pened of time; If
Investigator is to submit any information to such regulntory nuthorities agencies, such
submissions shall not be made without Lambda®s prior review and written approval, and
arty changes {other then entry of required information) also shall be subject to such prior
written approval. Institution shall, and shall ensure that Investipator, provides LAMDA
and Sponsor copies of any and all information and documentation provided to or received
from any Regulatory Authority related to the Clinical Trinl

] Sadle hondling, stomge, transporiation and cdisposal of nfectious miterals and wastes
trvwalved mthie Chmedl Tral!

] Inform the Ethics Commitee of Clinical Trial closure.

gl Maintenonce of accurate drug accountabality records, study documents  including
Compound scknowledgement receipts, Clinical Trial supply receipts, payment receipts,

serclur, Karad PO oo Py ; ol 26
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EC approvals etc. c.g., Institution’s and Investigator’s recordkeeping obligations shall
nclude, as applicable, withowt limitation, the following:

{i) muintaining wriiten records, scoounts, nolss, reports ond dote reloting 1o the Tral,
including full case hstones;

(1) complenng original, authorzed informed consem forms and cose repont forms for
each Tl Subject ona per visit basis;

{21} maintnining adequnte documeniation of ICF of each Trial Subject;

(iv] prepacing and submitting all safety, progréss, inlenm, and final reports, a3 well as
linangial disclosure reports/forms (including such reports and forms reqguired by or with
respect 1o any sub-intvestigutor);

{v) mainiaining records of the receipt, use, and disposition of the Investigational Produo
and other chinical supplies;

{vi) muimtaining copies of all correspondence with Sponsor, Lambda, the EC, and any
regulntory ruthority: and

{vii) mamtzning all other records indicated by the Protocol, or required by Applicable

Loy
I Hanadhing and storage: of compound accordig 1o pretocal

iy Archrval of study documends including souece datn/patient imedical records, whethes i
puper of electronic forma: by accordmsee with TCH-GCP Toe al kst 15 wars aller
completion of sdy as per the sie archival fecs which will be paid by sponser on actual,
Institution shall contact Sponsor ol least thirey (30} days before the planned destruction of
any T'rial records, at which time the Sponsor may require that the Institution defiver such
records (o Sposar, o Sponsors expense lustitution shall nosly Sponser and Lambda of
oy necsdencal loss or destruction of Tral records

217 All BAES must be promptly reported by the Investigator to LAMBDA andfor Sponsor, Ethics
Commmines, Head of mstinglion, DOGI and Expent Commitiee (In case of Deaih) or olher
Begulojory Authonities, if applicable. The Investigator 15 responsible for reporting, and shall
report, @ll such findings wn the manner and within the gme hmits. a5 set out in the applicable
provisions of Applicable Law. LAMBDA confinms an effective system {or centralized tracking
and notification o investigators and to applicable Regulstory Authorities of all findings that
could adversely affect the safety of Clinical Trinl Subject(s), incloding, without limitation, all
unexpected serious adverse drug reactions experienced by any subject taking part in the Clinical
Trial at ooy site has been estoblished. Wedwithstonding anvthing in this Apreemend to the
vontrary, the Investigntor and the Institution shall have the right to disclose findings that could
adversely aflect the safety of Clinical Trial Subjects (o the Ethics Commitess of participating
sites, and npproprinste Regulatory Authorities if they deemed necessary to protect the health of
Clinical Trial Subjects, provided that Sponsor is copied on such reports.

The Investipator i85 responsible for fully cooperating with any LAMBDA  requests in
development of the Clinical Trinl Repon

2R All the biologieal samples i the study will handled as per instruction provide by the
LAMBDASponsor, Mo deviation s allowed until the confirmation from LAMBDASponaor.

Lie. ."'.|£ % Gudur, Karad i Paps 8 ol 26
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CRO responsibilities

LAMBDA will pdhere 1o and confirms the Sponsor will sthere 10 Applicable Lawin the conduct
of the Clineal Toal

LAMBDA confirms that the Sponsor has comminted 1o provide Limbda with the Compound and
witl guidelines and descriptions for the safe and proper handling regarding the use, storage and
disposal of the Compound. Lambda will be regponsible for shipment of drug supplies and
inwisstigmional prodisers o the P1or Sie Tl Compound 15 the propernty of Sponsor and 15 bemng
prowided emly for the purposes of the performance of the Chimcal Tral by the PL ar by
ivihviduals working under his direct supervizion at the Institution. The Compound shall nor be
used for any other research or study achivities other than outlined w this Agreement and - shall
il be tranaferred any third parties without Spossor’s prior written consent.

LAMBDOA and or Spossor is responsible Tor obdaining and mwsintaning Regabitory Authirity
appprovenls For e Cligical Troel i locBin prooe o insation of the Chmeal Toel o the s,
Bresehopamsenl and improveient of the Protocasl is the responsibility of LAMBIA and Sponsor

LANMBOA on behall of the Sponsor will provide the Climienl Trinl-specific documents, e.o
[mvestigntor - Site File, Electromic Caze Report Form, etc. 1o the Investipale  before
commenceinent of the Climcal Trinl.

L AMBEA on behalf of the Sponsor will provide the lovestigator with docementation, mcluding
the investigator's brochune or its equivalent, which describes the Compound being tested in the
Chuneal Tral and vs Known effects amd safety miorivntion {e.g. presenibimg infonmation
sumimary of prosduct charsciensncs. ), LAMBDA on bebalf of Sponsor will, to the best of its
knovwledpe; onswer ooy questions the Investigator or the Institution may have regarding the
Protocol or the Compound being tested, whether such questions are asked before the
commencement of the Clinicsl Tral orduring its conduct. Spongor i3 respongible for reporing
of relevant new information regarding the mvestigational Compound,

LAMBDA will transter on bebalf of Sponsor the financinl support to the Institution or
Investigator according 1o the bodger agreed by Sponsor, Investigator and the Institution a8 set
pat-in Schedule B subject 1o the termsof this Agrecment

Performance standards of the work fo be conducted by the Investigator

The Investigator andlor (he Institufion shall vse all reasonable sndeavors w enroll of least D5
patients within 6 months; mimmuem expecied recraitment rate from the site is 1-2 patients per
il on an averaeze, The parties may agree in witing o extend the ime for recruntmend of
eligihle pitients if so desired. Recnditment period @5 expected 1o be 06 months; however
recruitment will be competitive among participating sites hence the site moy have recruitment
penod even dess o moce than specilicd.

Pt Samata i Pi 20
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“Eligible Pullents” s defined ns those who fulfill jsclusion and exclusion criteria specified
the Protocol which is verifinhle from source documents,

42 Iy the event that the Clinical Tral is pant of & multi-center wial, Sponsor may amead the number
of Eligihle Putients to be recraited as follows:

&) b m the reasonable opinion of LAMBDA or Sponsor recruitment of Eligible Patients is
proceeding at o rate befow that required for the relevant timelings 1o be mer, LAMBDA
may by notice 1o e Investigator or the Instiution resuire recrultment ab the Sile (o cénse
and the terms of this Agreement shall relate to the number of paticnts that hove been
neceptiod for entry into te Study o the dote of sueh notice, or

B) U recritment of Eligible Patients is procecding at a rate above thal required meeting e
refevant timelines, LAMBDA i consultation with the Sponzsor may, with the agrecmen
of the [nvestigator or the Instriution increise the number of cises 1o be recruited,

4.3 Fhe livvestigator or the lnititunon shall use all best endeavors 1o comply with the time frames as
agreed with LAMBIIA

L4 The [nvestigator shall enter the dnta fto the eCRF within 3 working devs after completion of
cach visiL

4.3 The lavestignior shall participaie i teleconlerences and meelings os requested and réquired by
LAMBUDA or Sponser to update the Compound mformation nnd 1o resolve jssues, il iy,

4.4 he Investigator shall stncdy adhere 1o the SAE reporting timelines i accordance with
requircment of ICH GCP, curemt Schedule ¥ and 1|.-|ndan:| aperating procedure (SOP7) of
LAMBDA, whichever is the most stringent.

un

Pavment terms

31 LAMBDA confirms the Sponsor agrees to support the Clinical Trisl as outlined in the Protocol
and a3 described 1 and in sccordance with the provisions of this Agresment and the Payment
Agreement as set out jn Schedule B. LAMBDA will have oversight on patient reimbursement
records miintain et the site. Payment of all wxes shall be the sole respansibility of the payes
hereunder,

5id All payiments made are subject 10 lovestigator's ultunate Submission of completed case report
forms for each Subpest enrolled in the Chimical Trial, whether for an evalushie case or an
incemplete or non-evaluable case ay specified in the Protocol.

i Perind of validity of the Agreement

. This Agreenent sholl be effective us of the dale execused by all the parties and shall continue in
full force and effect until the Site is closed, Clinieal Trinl and Clinical Trial Report e

o
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completed unless otherwise extended, renewed, or amended by ot writlen consent of unless
terminafed earlier in sccordunce with Section |4 of thiz Agreement,

Data ownership / Intellectunl property rights

LAMBDA, the Institution snd the mvestigator underiake to be bound by Applicable Laws
poverning the protection of persoont and health information and related data,
It iz expressly sgreed that no Party transters by operntion of this Agreement 1o any of the other

Parties any nght in or license o any paients. coparglns, o orther proprietary right owned as of

the commencement date of (he Asreemen) or arising cutside of the Sty conducted under this
Sypreement,

[nstitution and Investigator acknowledye and oeree that the idea for (he Clincial Triol wos
conceived ind developed by Sponsoe ond thal LAMBODA and Sporsor approached Institution
and Investigitor to perform the Clinical Tral. The Institution and [nvestigator shall promptly
disclose o Sponsor and LAMBDA any discoverv. modification, or invention, whether
patentable or mot, which are (i) conceived ondor conceived aind reduced o practice during and
in e course of performince of e Clineal Toal by Tossienon, Tnvestiznor, or Clinenl Tl
personnel, or (i) which 15 based vpos or wses Sponser Conlidential Information (collectivel v
“lnvention™), Institution and Investpgaror further acksowledee and ogree that Sponsor or its
designee shall owm the exclusive nghts 1w poy and all such Inventons. Instutstion and
Investgaror do hereby ossim anid sholl pssion (and ke all necessary nctions to ensure Lhat all
sutbepmvesingntors snd other Climeal Trinl pessoneel are reguired 1o assign) o Sponsor all rahs,
facke pod fnderests each wiay bive bnoony such Invention.  The Institution and lovestigntor agree
that Sponsor and LAMBDA moy use the resulis of the Chimesl Trialy performed by (the
Instutution and Invesigator under this Aureement for any purpose it sees it I Sponsor, or
LAMBIIA on Sponsor’s behald, desices 1w file parent ppplications of such discovery or
Inventims, it will di 5o Spongsr s own expense, amddastiution gl bavestggiior shisll cause
those persons participating 1 the discovery of the Tnvention, iF requested by Sponsor or
LAMBDA on behall of Sponsor, o aszist in the preparation ol such pateal spplications of
Sponsor's reascnable expense,

Publication

Chrieal Toal data and results are Spossor’s propeny and as o-cesult of this, no peblcation can be
perfarmed without the wntten approval by the Sponsor.

Indemnity / Liability

Except for a breach of confidentiality and privacy obligitions, a pady's indemnification
obliganons hereunder or & parly's gross negligence or willful misconduct, w wo gvent, shall
LAMBDNA, Spoasor, Investymstor o lastifaiicoe'Sie be lable for ooy sdirect,  incidendal,
special, or consequential damages or Jost profis aasimg under or as o cesolt of his agreemend
{or the termination hereaf),

[n the event of & moterial error by Tvestigaton! lngtitute in the performanee of the Services, which
renders the Services invalid, Investipator/Insttate, o LAMBDA andfor Sponzor's sole

T, %md L =iy Page 1T of 26
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10,1

1n.2

discretion, shall repeal the Services st no additional expense to LAMBEOA, or reimburse the
ammount piid or payable for such non-complisnt work. LAMBDA hus the right 1o tenminate the
services of Institution and Investigator due to any bresch of this 2ereement.

Any (1) mésimnfication of Insfilulion or [vestigator by Sponsor, nnd (0] compensation for

Subject inmjury, will be set forth i x separate leiter of indemnification (LOT) between nstittion,
Investigator and Sponsaor,

The Investigator and the Tnatitution sholl mndemnidy, delimd and bold lumiless Lamboa s the
Sponsor from and agninst any and all claims arising out of or i codnection with e
performance of this Agreement, allegedly arising from: (i) Instition s, [nvestizator's and | or
any Clinical Tral personnel’s negligence or reckless or imentional  miscond wet, [n)
misrepresentation, breach or fmlure to perform its ohligations and responsibilities under this
Agreement including without hmitation the Protocol, LAMBDA or Sponser’s written
instructions relating 1o the use of the Compound or other materals used i the Clinieal Trial.
(i) Institution's, Investisator's or Clinsen] Trol personmnel s failure 1o comply wil Applicable
Law. Lambds undersakes to provide timely written notice after such ¢laim is served upon
Lambda / Spunsor. The Investigator shall have the right 1 defend the sume ot his own expenses
including selection of counsel, control of the procesdings mnd setlement of e elain. Lumbeda
shall fully cooperate and aid in such deferse. In the event that a claim or suil is or mpy e
asserted, Lambda shall have the right w select and 1o ohtwin representition by separate counsel,
A ils own expense. hnvestigntor may nod setile or compromise poclaim or sull without the
express prior written appreval of Lambda.

The Investipalor andier the Institation are responsible and linhle for conduct of the Clinical Trial
ot the Institution aceonding (o the Protocel and the Agreement.

Each party will notify other parties of any claim related to the Clinieal Trial

Compensation / Insurance

LAMBDA shall muaintam, and shall ensure that Spansor maintains, oppropriate insurance
coverage for the Clinical Trinl Subjects apainst financial losses caused by personal injury, which
are Clinical Trial and/or Compound related.

Institution and Investigator shall obtwin and maintain general commercial linbility insurance,
professional liability insurance and workers compensalion msurance {or thewr equivalents) in
amounts  sulficient to cover their obligations under this Agreement.  [nstitution’s and
Investigator's provision of insurance 15 0ot intended 1o be a limitation of their hakality under this
Agreement or any specific provision within the agreement of indeinnity 16 LAMBDA and
Sponsor,  Upon requess, Institution and |nvestigntor will provide weilten evidence of such
insurance to LABMDA andlor Sponsor in the form of & certificate of insurance, and will
provide LAMBDA and Sponsor with thirty {300 days prrion witten notice of any cancellation in
any of the shove covernges

Dr. A TGudur, Karad Ly Page 126l 26
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11 Confidentiality

11,1 Confidentis] Information. Llnless otherwise agreed or required by Applicable Law, the Institution
nnd Investigator shall trest all information provided by Sponsor of LAMBDA, eegordless ol

format, relatng to this Agreewment, the Compounds and the Clinieal Trial 25 conlidential
(mcluding without Timitation, the terms ol this Agreement, the Protocol, vestigators brochure,
Compounids, any trade secret, proprictary data or technical information, procedure. method,
compeund or fonmulation) of generated n the course of the Clinical Tral (excluding patient
miedicil records) (ndividually and collectively, *Confideniial Informiation™] &8 confidenial and
shall not disclose such Confidential Information to any third party or use such Conlidential
Informntion for noy purpase other that the performance of the Clinical Trpl withow the prios
express woren consent of Sponsor and LAMBDA.  For purposes of keeping infoemanion
confidential, the Institution shail use efforts ul beast commensurate with those emploved by the
Institution and hivestigator for (e protection of its ewn confidential infermation, but in no case
less than a reasonable degree of care.  Institution and Investigator shall limit disclosiare on o
necd-lo-know basis for purposes of conducting the Clinical Tral and sh:ll inform recipients of
such Confidential Information of these obligations concerning use and disclosee and shall
ensure ench such recipient 15 bound to terms of confidentinlity no Jess restrictive thin the e
herem,  The confidentiality obligations of this Agreement shall also apply o any proprictary,
trade secret or other confidential information which may have been disciosed 10 the Institution
by Sponsor or LAMBDA pricr or subsequent 10 the execution of this A preement

112 Esceptiops, MNotwithstanding the obligations of confidentiality neoted in Section 121 above. these
oblijgutions shall not apply to any mformation which the Institution and lTavestignior can prove
i

P Dainfosmation that o the pubbe domaim ot the time of disclesure by Sponsor or
LAMBDA, or that which subsequently enters the public domain throush oo breacli of

this Agreement;

| 1 2.2 information which, by clear and eonvincing records, can be proven to have boen m the
pessession of the Instinution or luvestgator prior 1o disclosure hereunder,

[ 1.2.3 information obtained by the Institution or Investigator in good faith fromm o third pary
whe bs not under o confidential obligaton 1o disclose such mlormation; or

| 1.2.4 information that, by clear and convincmg writlen records, can be proven o have been
independently developed by the Institubion or Investigator after disclosue hereunder,
without the aid, sccess, application or wse in any way of Confidential Infoemation
received under this Agreement,

1.3 Permitled Disclosure  Notwathstanding the foregoing restrictions on disclosure of Conlidential
Intormation, Insomution and Investigator may disclose Confidental Information, without violating
the obligations of this Agreement, 1o the exlent the disclosure s required by a vahid ceder of a
court of ather gevernmental body having competent jurisdiction; provided, that, Testiution and
Invesbgator pives reasonable prior writien notice 1o LAMBDA or Sponsor of such reguired
disclosure and mokes a reasonable effort to obiain, or to assist LAMBDA or Sponsor in oMaining,
A prodective order preventing or limiting the disclosure; nnd prandeled. frorther. that 1Ca disclosure
order is not quashed or o protective order s nod oblned, such Confidential Informanion diselosed
in response to such count or governmental order will be hmited to infoo motion that s legally
requited (o be disclosed o résponse o such cowrt o povernmental wider.  Tnsuiution’s wad
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13.1

Investigator's obligabions of conlidentinlity and non-use shall continoe o apply such Confidental
Information for all other purposes.

The terms ol conlidennality and non-use sel forth berein shall supersede any proor terms of
confidentiality mnd nen-wse egreed 1o by the Parnes in conpection with the Stady.

Any previous Confidentiabity Agreement between Sponsor andfor LAMBDA and the Investigator
or the Institution shall be superseded by the confidentinlity obligations i this Agreement

Privacy

Sponsor, LAMBDA, the Investigator and the Institution will adhere to Applicable Law governing
provacy and secunty of protected persomal and health mformanon

[nstitution and Investigator shall comply, and shall reguine Clinical Trial persoonel to comply,
with nll Applicable Law, governing Subject privacy and confidentiality of health fnformation,
Institugion ond Investgator ehnll dake all aetions necessary o eomply with such Applicable Law,
imcluding agreeing (0 amend this Agreement a6 necessary for complionee.  Investigaior alie
shall obtain informed consent Trom Subjects a5 necessary (00 permit repolntory . peencics
(including  Regulaiery Auibodities), Eibics Commitiges and  prvacy  boards, Spomsor,
LAMBDA, ther respective alTihates; ngents, ood employees, other research sties that may be
involved m the Clinsca] Tral, health core providess who mav provide services 1o Subseas, and
laboratiries and other individunls and organizatons that may analyze Subjects” medical
eformaton in eonmection with the Chmical Trial o have full aceess o and wse of Subjects’
peersomnl and health mformation.

The lnvestigator and [nstitute/Institution consents to LAMBDA and Sponsor and its affihates
collectmg and/or ethorwise processing personal duota provided by or relating to the Investigstor
for purposes of any necessary sharing with Regulatory Authonties-and for nny use by Sponsor
and its affiliates and ther sgents.

The Investigntor ond Institute consents o Sponsor or LAMBDA tronsferring such personal data
to Sponsor’s facilities, Sponsor's affilisted companies, Regulotory Authorities, and third pariy
vendors that may be wtilized in other countries. For such purposes, the Investigator and [nstise
acknowledge that such other couiiries may ool provide the same level of data pratection as the
laws i Iewdin.

The Tovestgator and Instinaion wall inform each Clhimcal Tral Subesy of the potentml for
disclosure of ther personal or health mformation to Sponsor, Sponsoc’s affiliated companies,
LAMBDA, the Ethies Committee, and the Berulaiory Authorities and the nreasures being taken

to ensure their privaocy:
Independent Contracior
Investigator and Institution are independent contractors engnped by LAMBDA to perform tie

Services i nocordance with the provisions of this Agreement, ond the relationship herchy
created 15 speciheally governed by, himited o, and subject o all of the tenms and condipss

(¥ — V=3 4
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4.1

contamned in thiz Agreement. The porties further agree that LAMBDA doss not have the
authority to hire or fire emplovecs of the Investigaior | Institution, nor does LAMBDA
derermine the rate or method of pay of such emplosvees. Addwionally, nothing contained i this
Aureement shall entitle Investigntor/Institute to the nght or authority to make any representation
an biehalf of LAMBDA orthe Sponsor, bind LAMBDA or Sponsor (0 others in any mannes, or
nge LAMBDA's ! Sponsor’s nome or trademarks in any public disclosvre, without LAMBDAs
/ Sponsor’s prior WIitten permission.

Termination

Termination by LAMBDNA. LAMEBIDNA on betinll of Sponsor revains the right 1o lerminate this
Agreement upon thirty (30) doys prior written nonce 1o [nstitunon or Inveshgntor for sny reason,

Termipation Institydion nvestientor, Investisator and Institution may terminate this Apreement
gpon - thirty (307 days prios written notice a3 follows: '

14.2.1 IFthe Investgator s unable to continue the Clinncel Toal and o replacement seceptable (o
Spansor ond LAMBDA 5 not ideniified, o

1422 Institution and Investigmor determine that continuation of the Clhimeal Trial will
comproniese e safery o wellare of the Subjects; or

14.2.3 LAMBDA materally breaches the termsof (s Agreement and sach breech remams
uncuregd within thirty (30) davs after receipt of notice theneol

I case of fermmnabion of e Agrecment withowt any default on the pirt of Investigitor o
Instisution, except in the evenl of non-recniiment of patients by the Instintion of Principal
lovestigater, LAMBDA shall ull undisputed, wopmid omounts due for services properly
completed prior 1o the date of notice of weomooton.  1Fthe payments exceed ihe amount owed
for services properly performed under the Agreement, including the Protocol, Institiution and
Investignter shall prompily retumn the excess balonce to LAMBDA.

el refeathon

The lnvestigator ondfor the Institution shall peovide Sponsor through LAMBDA any and afl
records and data in relation do the Clinical Trial uposn request and in full accordance with
Applicable Law.

The lnvestignior andfor the Insttetion, LAMBDACRO and Sponzor shall comply watly all
Applicable Law relating (o the retention of written records, documents, accounts; noles, repons,
and datn of all work performed for the Clinical Toal ("Record=") and sholl mamtam all such
Records, and make them avatlable for inspection, and shall allow prompt sceess by Sponsor and
all apphicable Regulatory Authontics for purpeses of inspecting such records. The Investigator
and for the Institwetion sholl mform Sponsor in the event of relocation of Records or transfer of
pichiving responsiblities

e S Investigator File contammag  Becords, including the essential documents, cose oeport
forms, informed consent forms and any other source data’document (like patient medical records)

=
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N

muaat be arcluved for af fesst 15 (Fifteen) years or as otherwase required by Applicable Law
following completion of the Chnical Tralat the Site or such other Meilities as agreed between
EAponsor and the Investipgator,

In the event that the Institution amsl/or the lnvestignior is or are unable 1o maimain the Clinieal
Trial Records due to any unforeseen evenl’s during the Chinical Trial or retention pericd, the
Instiruson and/or the Investigator shall, no later than 30 days prios 1o the doy when the Clinical
Trial records are planned o be removed, nolify Sponsor in writing of such occurrence 1o permit
Spensor o fulfill its recosd retention obligation in connection with the Clinesl Trfal,

in the event that Sponser removes the Clincal Trial Records, Instituion and or lnvestigator mby
nevertheless retain o copy of Clinreal Trnl Records (1] as required by Applicable Law and {2) in
order o ascertam and fulfill their obligations of confidentiality wnder this Asreement,

I the event thit the Investigator/Insticnte intends 10 destrov the Site Investigator File or source
data, or other Records, the Investigator/Tnstiute should mbarm LAMBDA at-least thiery (207 days
prior te destruction to confinm f s acceptable for them to be destroved. o no event shall
Institution ar fnvestigator deday any Records witheal the prine writien consent ol Spongor

Representation and Warranty

The [nvestigator and Institution ropresent and warrant hat (i) they have and will keep throughouw
the Clinscal Trigl study all such guohifications, apgrovals, permmis, lcenses and eonditions as
neeessary for performance of the Clinical Trial hereonder os requiced by Applicable Lawaid (i)
Meither the |nititutson nor Investigator are sanctioned, barmed or otherwise prolubited from
practicing medicine andior entering into, and performiog the services required under, this
Agmisciment,

Laws and Jurisdiction

This Agreement shall be governed by and interpreted in sccordance with the lows of India in
Ahmedabad.
Natice

All notices shall be delivered 1o the following oddresses:

CRO i Lambda Therapeutic Besearch Lid

Adddress © Plot Moo 38, Survey no 388, Near Silver Oak Club,
5.0 Highway, Gota,
Ahmedobad 382481, Guijarat, India

Telephomne s AR LT 4020 2020
Fax poH-TA020 202 |
Comtieet Person o Dby, Kiran Marthak

[, A u@ Gudur, Karad b Lo L 1 Page 16 af 26
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SPONSOR Celenty Fharmaceutcals, LLC
Addilres BES W, Brvn Mawr Avenie
Bl el
Rosemont, [Himos G001E TUSA
Telephiie = 1-312 a0 1) 30
Fax A1-31295 0130

Comtnel Person

Ihan Hohins, Phi

Investipator Tor. Aol K Gudur
w Teleplae FE DRI D

Fax PO =2 1642410770

Institation Knshoa Institute of Medical Sciences Deemed Umiversity
- Koarad ;

Actifress Pune - Hangalore Higlweay-4, Matkopur Rosd, Karad.
A5 1 Talukn -~ Korad, Dist —Sotorm, Mabarasio, Indm

Telephone U216 24 5355

Fax HI- 2 hd-24 10T

Contset Person Die &L Y Ghorpmle

SMO Numie Unigoe Clinicsl Research Services

Mhdress Blsek Mo D-2, Sai Prakash, Prakash Houslng Society |
Kalewadi  Phata, Thergnon, Pune 411033,
Mhaharastra, India

Tebeplong (12032 X 2284

Fax U20-65222284

Contact Person Ch. Sl Chaudlery

182 Either party should inform the ofher party of any change of the said addresses in writing within
forty-cight (48} hours of the change.

183 Anynotice shall be decived 16 be given: a) I sent by courier - on the day when the recipient signs
for the notice of receipl, b) IFsent by registered leteer with notification of delivery as of date it is
recesved by the receiving party; or <) If sent by telefacsimile with ransmission confirmed, on
the date of receipt by the receiving party

1% Miscellaneous

190 No party shall assign to any third party its rights and obligations herevnder without the peior

writien consent of the other parties. The lnvestignior and the Institwtion scknowledge tha
Lamhda 15 ncting o the agent of the Spoansor ond bence in such case Sporsor will get mio the
shoes of Lambda for all nghts and obligations contemplaed under this agreement as between
Lambcla oir cme side and Investgator and e Tnstituiios on e other side.

. G
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L]
192 This Agreement shall constitute e entire agreement nipong the perties and shall supersede all
previows negotinbions, discussions, updersiandings or apreements among the parties,

173 Mo gmendment o modifieation 1w tas Agreement shall be effective unless made m wrinpg and
siged by all the parties or thess duly outhorized representatives.

194 All mirastructures provided by LAMBDA on behalf of sponsor for the conduct of this Climcal
Trial 10 the InstitotionInvestigator will be retneved from the  Institution/Tnvestipator wpon
completion of the Clinjcal Toal

19,5 All the Tnvoices rassed 1o LAMBDA should be GST compliant, according to the GST Invoice
rules. Absence of necessary deenil will resuli i delay ‘non-paviment of Invoices:till the tine of
rectification mide

1.8 Iivalidity. Except os otherwise contemplpied hergm, m the event that ooy provision of thiz
Agreement s doemed by o coan of comperent juiisdiction 1o be i vielation of any Applicahle
Law, or Is gtherwise deglored wvahid or snenfocesble by suel court, the parties agree thol such
prrovasion shall be of so G or elleet and the rempning provisions shall remam salid aed i
Fuell Torce and elfect ns thowgh such superseded provision was nol contained i this Agreement.

197 Suraval. The parties agree that the obligatone conmined m- Sections 2.0 and all definitions
necessnry i interpret the foregoing shall surave the termination of this A gresment,

(9K Waiver. The waiver by eiler party of any bresch, term, provision or condition of thie Agreement
shall net be deemed or constrsed as o further or contmuing warver of any such breach, term,
provisson o condition or o owarver of any other or subsequemt breach, term, provision or
codidition contained 1id thig Agreenicnt

199 Use of Name. This Agresiment does not entitle any party 1o the use of the nune, rademarks or
logos of the other Pamy. While Sponsor and LAMBDA ure expressiy permitied 1o quote from
and'or reference ony publications resulting from the Chinical Tral, the Institwion and
Investigator shall not use the naume of Sponsor, LAMBDA o any of their respective employees
or agenis in ooy publications, public presentations, adveriising promotions or mher commer cinl
matertals without Sponsor's and LAMBDA'S prior express written permission. However, in
order for Instituton and Invesngoror to sansfy thew reporting obligations, they may identify
Sponsor as the Clinical Trial Spousor and the amiount of funding received, LAMBDA and/or
Sponsor may use Lhe pame of Lsviiutos and Investigsion, without their congent, in clinool irml
regisines and websites, regulafory submissions and commuanications, ond i scientific papers
and presentations where the numes of all paricipaiing sies and‘or investigators are mentioned
in accordance with the relevan oumal, seeiey or other applicable publication poelicies o

conditions
(Y— PY o
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[900 Counterpacts. Thes Aoreemeén! may be exccuted inoa number of identical counterparts, each of
whitch shall be devmed an original for all purposes and all of which constitute, collectively, one
ggreement; bul, 0 making proof of tis Agreemend, it shall nod be necessory fo prosduce or
accoun! lor imore thon cne such counderpart. In the event thar any signature 15 delivered by
facsimile wransmission or by e-mail delivery of o *.pd™ format data Gle; such stenature shall
crepte o walud aod bisding obligation of the pony execuning {or on whose behnll such signare
18 executed) with the same force and effect as iF such facsimile or " pd™ signature page were an
artgingl thereod

IN WITNESS herent. the parties hereto have coosed this Agreement o be executed by ther respeenive
duly nuthortzed represcnmives and the Agreement shall come into effect on the date ol signature of all
the parties.

LAMBDA:

Slum: K e il

ke al El, E'E-{_ ! -LEIE

MName ¢ DO Bakesh Patel © 3 Horshyv3sdhao Shrivastiva

Aililress ¢ Lambda Thempeune Risearch Lid |
[l Mo 38, Meor Silver Ok l',"|||l;,5|I
00 ] |F|'..l_1F|w:|:. Lachli
Mhmekatancd SMOUS | Cougnrak

o Wi 51| 0B 1E

Mo Maresh Khemumi I
AN, Finanet,
Lambsdn Therapentie Ressarch Lid

Institute:
V&
=ign: Dt 84 \\Elﬂ

Witness: “_'t'h“ Institute of Medical Sclences

Deemed To Be Univarsity”, Karad
H'ﬂ“:__wm__i Date:  d4lect 118
Witness Mome: fﬂ.ﬁjl&ﬂ” h'a..rzlld-l"
[reseomation: M,ﬂl:l FE=

Departmient Work L=nill:lrl;ﬂ!ﬂi|'@_} 5‘35;1!! m.p-r’k {'.'JLFJ *
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leistiteete Nine:

Investizaior:

ACKNOWLEDGMENT: In signing below, I, the Investigator, acknowledee that there 5 no real or
perceived conflict-of-interest in the execution of this clinical izl projecr {ea sock or equity in
componies which manufacture products being tested in the clinical tnnl, or obligations or restrictions
which will condlct with the performance of this Agreement). | heceby aoree t g0t in accordance wike nll
the terms nod conditions of this Agresment and further agres to ensure that all panicipants in the clinical
wrial are informed of thewr obligations under sach terma ond condstions.

Principal Investigator;

Slgn: (y = bate: _84loct] 19

Dr, Anand K G
Frishni lnstiouie of Medical Sciences Decimed University = Karad

Shilh:

Sign: ol e Dae: 4 (pelly
Dre Sunil Chandhary

Unigue Clinieal Hesearch Services
Block Mo D=2, Sal Prakush, i'rakash Housing Socieiy ,
Kalewud] Phaty, Thergaon, Fune 411033, Mahsrastes, [ndis

YWitness:

Sign: Wp.dgl_. Date: ﬁ‘"i&i}h'-w—
Wilness Hame : Mhﬂfﬁ' FG—HI
Witness Address - KImsnl, kmcl

br. ﬂmm P b Page 20 of 26
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Schedule 4

Study Protocol

Protocel No: 0927-17

*A Muliicentre, Open Label, Randomized, Two-Treatment, Two-Period. Two-Sequénce, Single
Dose, Cross-Over, Study th Test for Bioequivalence between Celerity’s Doxorubicin Hydvochloride
(Fegylated Liposomal) Injection 20 mg/il mL {2 mg/ml} anidl Reference product, Caelyx®

| Bpxgrubicin Hydrochlovide [Pegylated Liposomaly Injection 20 mig 10 mL (2 mgimL}| in Paticats
with Metastubic Breast Cancer”

[ar, Mw-m:l‘d F'-I!-L:“Jﬂ:._lla F.j_gt‘ _i i af 28
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The above budgei alzo includes the
hwestugator (s}, other tenm members fees

B, The cost which would be iocurred for stdionary, cupboard, courer, telephone, @y,
imrermeed and electicity bills ee,

¢.  Patient recruitment

i, e-Case Repon Form completion

e Do Clarification Form Resolution

[, Consultption charges

(1 Pavment Sehedule

Thie parties bereto agree as follow on the basis of the Clinical Trinl Agrecment:

b}

2k

o]

el

I}

LAMBEA wall pay n som for every complete and evaluable patient as defined in the payimen
=i hedule

A complete and evalunble panent s defmed as Followes:;

o | procedures must be performed nccording o the protocol

# o panient will only be indluded secording ko the inglusion/exclusion critenn
® all dams dre decumeginted completely and avcuarately

All payanents will be on g pro rofd basis ds mentioned in budget above.  For patients who do il
complete {(early termination, drop-out, elg), the budget will bo evalualed according to the number of
davs compleied a5 per proiocel. 1T any mvestigation 15 nol perfommed dunng o sisi1 en an egquivislent
mmcaral mentioned i the save budget wall be deducted,

Invence: wall b pemerabed'requested for payvinent on monthly bosis sccordiog o the wctual waork
performed (after source data verification and e-CRF review for completed visits).  fmvoice will be
penernied £ requested scconhing to days completed by patient as specified above.

Cendral Laboraiory costs will be paid by Lambdu on behall of Spomsor,

If potiend was mandeinized o the study deviating from protocol inclosion and exclusion crteria
(withowl waiver, if applicable) then payment will oot be made for such wrong randomeeation and
suhsecquent visils, however screening wisit con be pad, 1f performed according to protocol.

Patien! convevance'compensation will be poid by LAMBDA on behall of the Sponsor, and s
inchided in budger s meotioned. “TDS would mot be deducted on Remmbursement only & origmal
supporting are providéd for full amount.” GST applicable as per union budget rules.

The invesugator grant includes payment of meals provided 1o patent wnd patient’s relative (il
applicable) during the-smudy.

An% U o e O \ Page 23 of 2
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i) Payisenst mentioned wnder “Final Pavment™ wall be rebeased a the time of site close oot, LAMBDA
will relenee pavment within 30 days from ihe réceipt ol invoice

Shaold the el wemynae premature] v, any poymenis made by LAMBDA exceedmg the smouant actually
enmed will be promply refunded 0 LAMBDA (minus Ethics Committee fees, and  pofieni
conveyrnee/compensalion ),

Aletbeod of paynici

LAMBDA, on belwll® of the Sponsor, shall pay the relevan cost amnd fee as set oul m thes Pavioeni
Agreement 1o following payee through Afe Pavee Cheque ns agreed by the [nstitution & PL Details of

Payee-arc: )
Favee Name t Uniepue Clinical Research Services
Pavee Address S BMlock Mo -2, Sal Prakash, Prakash Housing
Society . Kalewadi Phata, Thergaon, Pane
41 33, Maharastra, India
PAN Mumber AAFFUSHTRR
GST Number TOMA

Maobes All ihe payments mode to e poyvee ace subject to Tax Dédscted o1 Source (TS a5 per the
applicable existing tax laws m the country. LAMBDA wall deduet the 1ax at the e of making
payments unless a valid Certificate from tax authority is made available,

(IIT)  Per Patient Fee, Fayment Schedule and Terms

1 As considerntion for performance under the terms of this Agreement, the Sponsor will provide
financial support for the Trial that will be transferred by the LAMBDA on behalf of the Sponsor to
the lovestignior ¢ Inseitate at the rate specified above per patient grant, for each Subject completing
ull Protocol specified treatments.

The “Per patien grant™ is a (ixed fee per patient which includes all costs and honoraris, includmg, but
ol lamied too
all study related activities such as conduct of visits and &-CRF completion
- timee gnd effort of invest gators and other sile stall
study coordinator saliary
eleciricily expenses for wse of equipment for study conduct
« procurement of any gludy relaied matenal
ull dimgmeostee tests and other mvestigations {like Hb level messurement eic,)
housing'hospital stay (1f applicahle) and meals during kousing for putient and patient’s relative

. A Trudur, Karad -...t“..!;::..... Page 24 uf 21
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I

Phiebotomy expenses for salely samples

usage of intermet while filling of e-CRF

Patlent convevance/compensation which wall be on a pro rata basis
immcellnneous {lelephone, fax, couner, oic.)

All everhead cosiz,

Mot incloded are (which are separaie and in addition to per patient payment):

An

FC submissing Tee

I hie event that the LAMBDA requests thas addimonal Subpects be enrolled it Trial, the Tral
Cost will be equal 1o the Per pohent grani multiplied by the number of complete and evaluable
Subyjects.

Al pnymients 1o be msde by the LAMBDA under ihis Agresment will be done within 30 days
follewing receipt of the coresponding inveice from the nveshgator o LAMBDA, 1 being
winderstimsd that such payinent will only lake place alter the CRO {LAMBDA) has receved the
ibegessary funds for i parpose from the Sponzor. All such posmients will be made by A/C Payes
Chegue o the Tostitetion/Invesogator.

Paymenl mentioned under “safiety follow up™ will be released of the fime of ate élogse out The
Final Payment will be made by LAMBDA in accordanee with the following pamgraphs,

As repards tashs that are oot specifically itemized in this Agreement, payiments will not be mode
without proor written approval of the LAMBDA, These addinomal tasks will be submined 1o
LAMBDA i widting, with estimated complenon dates and cosis, 1 any. Any expenses nol
specificd in this Apreement of any changes 10 the amouns mentioned 1o this agregiment, will be
commuticated to LAMBDA and are subject 1o prioe written approval by LAMBDA, which, s
turn, must obtan pros wollen approval from Sponsor.

in the event that o rendomized Subject i determined to be ineligible for the Tnol, LAMBDA will
decide, together with the Sponsor, if reguired, whether or not o pay to the Instintion/Investigasor
the Per Subject Fee for such Trinl Subjecis. In the event that n Trial Subject withdraws voluntarily
or 15 withdrawn from the Trial () by LAMBDA, or (b) by the Investigator for any reason other than
the Trial Subgect failing to meet eligibility requiremems for the Trial, then LAMBDA will pay the
Institution’Investigator o prorated amount of the per patient grant through the date of such
withdrmwal.  Funher, if, i the completion of the Tral, LAMBDA has advonced sums under the
ierims of this Agreemient bt exceed the adjusted Trinl Cosl, ithe Investigatorfnstituie wall
retinburse o LAMBIA any amount by which amounts advanced by the CRO exceed the adjusted
Traal Cost

Thie RO ey withhold all or port of soy smounts o e event of;

(1) failuree of the Investigntor/Institine to complete the services according to the Protoeol;
(2} fatlure 1o provide LAMBDA with requested documentation:

(3 Failure of tee TnvestigaronTistitore (o comply with the terms of this Agreement.

Crimhir, Karpel ERL ol Y F'ag: 35 of 26
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5. Sponsor reserve right to verify study related payment records ( e invoices . patient
reimbursement receipts) at SITE or at LAMBDA as applicable ; as a compliance measure .

9. All screen failure patients payments will be made post LPLV.

10.  For any disputed payments from the invoices, site will communicate through proper channel of
LAMBDA.

e T L i

Add. Director of Research
KIMSDU, Karad
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E Amendment — | to the Clinical Trial A me

This lxmendment Agreement (“Amendment — I”) is made as of 14" February 2020 by and between:

Lupih Limited, a company incorporated as under the Companies Act, 1956 and having its registered office
at Kalpataru Inspire 3™ Floor, Off Western Express Highway, Santacruz (East), Mumbai 400055

{hereinaﬂf:r “Lupin™); and @

:

Agreement Code; TOD06375 0/} %{ Page | of 4 f
/) ' V.4

Confidential




Gaurav Paranjpe, an Indian citizen/resident, with his address at Krishna Institute of Medical Sciences
“Deemed to be University”, Pune- Bangalore highway NH-4, Malkapur road, Karad-4151 10, Maharashi
India (hereinafter “Principal Investigator”); and

Krishna Institute of Medical Sciences “Deemed to be University”, with its address at Pune- Bangalore
highway NH-4, Malkapur road, Karad-415110, Maharashtra, India (hereinafter “Institution™), and

Unique Clinical Research Services, with its address at Shree Prasad, Block No-2, Prakash Housing
Society, Kalewadi Phata, Thergaon, Pune 411033, Maharashtra, India (hereinafier “SMO™).

Lupin, Principal Investigator, Institution, and SMO may hereinafter collectively be referréd to as the
“Parties” and individually as “Party”.

WHEREAS

A Lupin and the Principal Investigator and the Institution entered into a Clinical Trial Agreement
dated 11™ July 2019 (hereinafter “Agreement”) whereby the Principal Investigator agreed to
conduct the Study under the Protocol at the Institution subject to terms and conditions contained in

the Agreement.

B. The Parties are desirous of amending certain provisions of the Agreement and hence have agreed
to enter into this Amendment — [.

NOW THEREFORE, THIS AMENDMENT WITNESSETH AND THE PARTIES HERETO
AGREE AS FOLLOWS:

1. This Amendment — I shall be effective from 18" January 2020 (“Effective Date™).

2. The Parties hereby agree that with effect from the Effective Date, Clause B-2 of Attachment - B
of the Agreement shall stand deleted in its entirety and shall be replaced by the following:

“B-2 Payment Terms. Research grant payments for each Trial Subject will be made in Indian
Rupees quarterly and based on approval of invoices submitted. Invoices will be issued by
Payee upon notice delivered by Lupin. Payments will be made in accordance with eCRFs
submitted and monitored, and in accordance with Attachment D “Research Grant
Waorksheet”. Monitoring will occur based on-site enrollment and completion of data entry.
Payments will be made in quarterly installments on a pro-rata basis. Undisputed invoices
will be paid by Lupin within 30 (thirty) days of such invoice issue date.”

3, The Parties hereby agree that with effect from the Effective Date, Attachment - D of the Agreement
shall stand deleted in its entirety and shall be replaced by Attachment — D of this Amendment - L.

4, All other provisions of the Agreement shall remain binding on the Parties with full force and effect.

3 Terms used that are not specifically defined herein shall have the same meaning ascribed to it in

the Agreement. The Parties expressly agree and acknowledge that the Agreement shall stand
amended to the extent specifically set out in this Amendment — |, and this Amendment — I shall
form an intrinsic part of the Agreement and all the other terms and conditions of the Agreement
shall continue to be valid and unchanged and binding on the Parties.
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IN WITNESS WHEREOF, the Parties have executed this Amendment as of the day, month and year
first hereinabove written.

Accepted and Agreed Accepted and Agreed
For Lupin Litd, by the Principal Investigator
7 Jie=—
By: Dr. Dhananjay Bakhle Name: Dr. Gaurav Paranjpe
Its: EVP & Head — Medical Research Assistant Professor and Principal Investigator
Date: _|4 | Feh ’ 2020 Date;
Accepted and Agreed Accepted and Agreed
For Institution For SMO

£

By: Dr. Sunil Chaudhary
Its: Director

By: Dr. M.V. Ghorpade
Its: Head of the Institute

Date: Date: Oy ! 5'5,! 1L00 o

-

e o T
2 MUMBAl o
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Attachment — D

RESEARCH GRANT WORKSHEET

Principal Investigator
LRP"RBZ.I’IDIS!I]‘I]Z
o] e L A e L iy I ey
Event ﬁm Cai'r in IF\-R

Screening 18000

Day | (Drug administration) 20000

Day 31 (Drug administration) 20000

Day 61 (Drug administration) 20000

Day 90 (End of Study) 18000

Institutional Administrative Charges (25%) 24000

Part A Total 1,20,000
Additional Study Related Costs (Part B)

Patient travel reimbursement per visit (Rs.500 per visit) 4500
{Screening to End of study visit)
12 Lead ECG (Only at Protocol Scheduled Time 1400
Points) (Screening, V4, V6, V8= 350%4
Hospital/ Bed Charges (Day Care) (V1, V3, V5)= 2000*3 6000
Fluorescein angiography (FA) (At screening visit) 5800
Optical coherence tomography (OCT) Rs.2500 per 12500
protocol specified visit (Screening, V4,V6,V8)= 2500%5
Local Laboratory Charges ( If used during the study) On actuals
Total Additional Pass through cost (B) 30200
Total per patient grant (Part A + Part B) = Part C 120,000+ 30200
Total Part C 1,50,200
Archival charges for 15 years from the date of site close 60,000
ouf visit

Notes:

* Screen failure charges Rs.10000/-will be paid in the ratio of 1:1 (i.. one screen failure will be paid
for one randomized patient)
Invoiced Charges to be paid upon receipt of invoice from Principal Investigator
Institutional Overheads would be calculated per total investigator grant payment and would be paid
as a part of each quarterly payment.

* Local laboratory charges would be paid on actuals on pmwdmg supporting bills.

=  Archival charges is one-time payment and will be paid post site close aut visit.

* Any unscheduled visit if it happens during the study period the assessment charges and travel
reimbursement will be paid on case to case basis upon receipt of supporting bills from site.

Add. Dlrector of Research
KIMSDU, Karad
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Protocol: 0063-17 Investigator CTA (Tetra-Partite) 18-Jan-2019

Clinical Trial Asreement

Lambda Therapeutic Research Ltd.

Plot No. 38, Survey No 388, Near Silver Oak Club.
S G Highway, Gota,Ahmedabad 382481,

Gujarat, India.

(Hereinafter referred to as “LAMBDA” or “CRO™)

Acting as agent for

Intas Pharmaceuticals Limited
Corporate Office Building, Near Sola Bridge,

5.G. Highway, Thaltej, Ahmedabad -380054
Gujarat, India.
(Hereinafter referred to as the “Sponsor™)

AND:

Dr. Ananad K. Gudur

Krishna Institute of Medical Sciences

Deemed To Be University?

Pune-Bangalore Highway 4 Malkapur, Near Dhebewadi Phata Malkapur,
Karad, Dist. Satara-415539, Maharashtra

(Hereinafter referred to as the “Investigator™)

1

AND:

Krishna Institute of Medical Sciences

“Deemed To Be University”
Pune-Bangalore Highway 4 Malkapur, Near Dhebewadi Phata Malkapur,
Karad, Dist. Satara-415539, Maharashtra

(Hereinafter referred to as the “Institute™)

AND:

Unigue Clinical Research Services

Shree Prasad, Block No D-2,Prakash Housing Society,
Kalewadi Phata, Thergaon,

Pune 411033, Maharashtra,India.

(Hereinafter referred to as the “SMO™)

THIS AGREEMENTshall come into effect on the date of signature of all the parties.

Dr. m (@ Page 1 0f27
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Protocol: 0063-17 Investigator CTA (Tetra-Partite)

BETWEEN

Lambda Therapeutic Research Ltd.

Plot No. 38, Survey No 388, Near Silver Oak Club,
S G Highway, Gota,Ahmedabad 382481,

Gujarat, India.

(Hereinafier referred to as “LAMBDA” or “CRQ™)

Acting as agent for

Intas Pharmaceutieals Limited
Corporate Office Building, Near Sola Bridge,

5.G. Highway, Thaltej, Ahmedabad -380054
Gujarat, India.
(Hereinafter referred to as the “Sponsor™)

AND:

Dr. Ananad K. Gudur

Krishna Institute of Medical Sciences

Deemed To Be University

Pune-Bangalore Highway 4 Malkapur,Near Dhebewadi Phata Malkapur,
Karad, Dist. Satara-415539, Maharashtra

(Hereinafter referred to as the “Investigator™)

AND:
Krishna Institute of Medical Sciences

“Deemed To Be University?

Pune-Bangalore Highway 4 Malkapur, Near Dhebewadi Phata Malkapur,
Karad, Dist. Satara-415539, Maharashtra

(Hereinafter referred to as the “Institute”)

AND:

Unique Clinical Research Services

Shree Prasad, Block No D-2,Prakash Housing Society,
Kalewadi Phata, Thergaon,

Pune 411033, Maharashtra,India.

(Hereinafier referred to as the “SMQ”)

Dr. A= Gudur, Karad
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Protocol: 0063-17 Investigator CTA (Tetra-Partite) 18-Jan-2010

WHEREAS:

LAMBDA is acting as a Contract/Clinical Research Organization (CRO) under a Service
Agreement on behalf of Intas Pharmaceuticals Limited.

Intas Pharmaceuticals Limited has asked LAMBDA to handle and negotiate site Agreements on
its behalf;

LAMBDA on behalf of Sponsor wishes the Investigator and Institute to participate in a clinical
trial entitled “A global, multicenter, three arms, open-label randomized study to evaluate
the efficacy and safety of Nanosomal Docetaxel Lipid Suspension compared to Taxotere®
(Docetaxel Injection Concentrate) in triple-negative breast cancer patients with locally
advanced or metastatic breast cancer after failure to prior chemotherapy.”(“Clinical Trial”)
to be conducted under the direction and supervision of the Investigator using the facilities of the
Institution; and,

The Investigator and Institute is willing to participate in the Clinical Trial: and,

The Investigator is authorized to conduct the clinical trial at the Institution. The Investigator will
review the Clinical Trial for patient safety, scientific validity, and utilization of hospital
resources.

IN CONSIDERATION of the mutual promises and covenants herein, the parties agree as
follows:

1 Definitions

1.1 In this Agreement, the following terms shall have the following meanings:

Term Meaning

“Compound™ Docetaxel Lipid Suspension for Injection 20/80 mg(Test Product)

“CRF” Case Report Form

“CRO™ Contract/Clinical Research Organization

“Declarationof Helsinki” The 2013 version of the Helsinki Declaration of the World Medical
Association and amendments.

“DCGI™ Drug Controller General of India.

“Ethics Committee” The relevant properly constituted ethics committee as organized by

the Hospital Authority or independent, which has reviewed or will
review the application for conducting the Clinical Trial.

Dr. A.gur. Karad (@i Page 3 of 27
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Protocol: (063-17

CEICH GC?!!

“Site Investigator File”

“Payment Agreement”

*Protocol™

;;SAEﬂ
“Site”

nslud}?n

Investigator CTA ( Tetra-Partite) 18-Jan-2019

ICH Harmonised Tripartite Guideline for Good Clinical Practice
(CPMP/ICH/135/95) as may be amended from time to time.

The file maintained by the Investigator containing the
documentation specified in section 8 of ICH GCP.

The payment agreement set out in Schedule “B™.

The protocol together with its amendments as agreed between the
parties from time to time (Schedule “A™).

Serious Adverse Event as defined by ICH GCP,
The site at which the Clinical Trial is conducted.

The study to be undertaken by the Investigator and the Institution in
accordance with the Protocol, ICH-GCP and applicable regulatory

24

requirements.
Investigator/Institution responsibilities
The Investigator in his personal capacity and as an authorized representative of the

Institution and the Institution undertakes to adhere to the Protocol and general
acceptable clinical practices for the conduct of the Clinical Trial.

. The Investigator and the Institution will adhere to ICH GCP, Declaration of Helsinki,

current Schedule Y of DCGI, and all applicable laws and regulations for the conduct of
the Clinical Trial.

The Investigator and Institute is also responsible for supporting Sponsor and Lambda in
resolving any technical issues encountered during the performance of the Clinical Trial
and queries from national / international authorities in close coordination with Lambda
in a timely manner. The provisions of this article shall remain in force for a period of 10
years even after expiry or termination of this agreement.

The Investigator is responsible for submitting to the Ethics Committee; the conduct of
the Clinical Trial in accordance with the terms of the Protocol and for obtaining written
approval from the Ethics Committee prior to the commencement of the Clinical Trial.
The Investigator will deliver a copy of such approval to LAMBDA. Trial supplies to
the Investigator or the Institution will not be delivered until LAMBDA has received a
copy of such approval. The said approval must indicate the date of approval and contain
the name and signature of the Chairperson/member secretary of the Ethics Committee.

Dr. ﬂ.%ﬂ Karad @ Page 4 0f 27
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Protocol: 0063-17 Investigator CTA (Tetra-Partite) 18-Jan-201%

2.5 The Investigator is responsible for training and supervision of sub-investigators and
other site study team members 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 Investigator is responsible for notifving LAMBDA of such change in a
timely manner.

2.6 The Investigator shall communicate all relevant aspects of the Clinical Trial to the
patients intending to participate in the trial and their legally acceptable representatives
and shall obtain voluntary signed written informed consent from all prospective patients
and their legally acceptable representatives prior to start of any study related
procedures.

2.7 During the performance of the Clinical Trial and for a period of 15 vears after
expiry/termination of the agreement, the Investigator and/or Institute is responsible for,
but are not limited to, the following aspects:

a) provision of required study documents (e.g. curriculum vitae(s), medical
registration certificates and/or other relevant documents evidencing qualifications
of investigator(s) and sub-investigator(s), confirmation of adequate site facilities,
ete.):

b)  progress reporting (including recruitment figures) to ethics committee and
LAMBDA on a regular basis;

c) ensuring direct access by Lambda monitors. Lambda auditors, Sponsor
representative and regulatory authority to original study documents, medical
records, study materials, etc. and providing appropriate working conditions for
monitors, auditors and regulatory authority to perform study-related monitoring,
audit and inspection respectively: -

d) to allow any regulatory audit by DCGI or any applicable regulatory authority
within 15 years of submission of report and ensure compliance of any regulatory
deficiency raised by such authorities in reasonable period of time; If Investigator
is to submit any information to such regulatory authorities agencies, such
submissions shall not be made without Lambda’s prior review and written
approval, and any changes (other than entry of required information) also shall be
subject to such prior written approval.

Dr. A% (@, Page 5 of 27
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Protocol: 0063-17 Investizator CTA (Tetra-Partite) 18-Jan-2019

2.8

2.9

Dr. A

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

fy  Inform the Ethics Committee of study closure.

g)  Maintenance of drug accountability records, study documents including study
drug acknowledgement receipts, study supply receipts, payment receipts, EC
approvals etc.;

h)  Handling and storage of compound according to protocol.

i) Archival of study documents including source data/patient medical records in
accordance with ICH-GCP for at least 15 years after completion of study as per
the site archival fees which will be paid by sponsor on actual,

All SAEs has to be promply reported by the Investigator to LAMBDA and/or Sponsor,
Ethics Committee, Head of institution, DCGI and Expert Committee (In case of Death).
The Investigator is responsible for reporting, and shall report, all such findings in the
manner and within the time limits as set out in the applicable provisions of ICH GCP
and the applicable legislation. LAMBDA and/or Sponsor confirms an effective system
for centralized tracking and notification to investigators and to applicable regulatory
authorities of all findings that could adversely affect the safety of Clinical Trial subject,
including, without limitation, all unexpected serious adverse drug reactions experienced
by any subject taking part in the Clinical Trial at any site has been established.
Notwithstanding anything in this Agreement to the contrary, the Investigator and the
Institution shall have the right to disclose findings that could adversely affect the safety
of Clinical Trial subjects to the Ethics Committees of participating sites, and appropriate
regulatory authorities if they deemed necessary to protect the health of study
participants, provided that Sponsor is copied on such reports.

The Investigator and the Institution shall indemnify, defend and hold harmless Lambda
and the Sponsor against any and all claims arising out of or in connection with the
performance of this agreement, allegedly arising from Investigator’s and / or his team’s
negligence or reckless or intentional misconduct, breach or failure to perform its
obligations and responsibilities under this agreement. Lambdaundertakes to provide
timely written notice after such claim is served upon Lambda / Sponsor. The
Investigator shall have the right to defend the same at his own expenses including
selection of counsel, control of the proceedings and settlement of the claim. Lambda
shall fully cooperate and aid in such defense. In the event that a claim or suit is or may

;E’%ur, Karad (\@fﬂ. Page 6 of 27
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Protocol: 0063-17 Investipator CTA {Tetra-Partite) 18-Jan-2019

2.10

3.2

I3

34

3.5

be asserted, Lambda shall have the right to select and to obtain representation by
separate counsel, at its own expense. Investigator may not settle or compromise a claim
or suit without the express prior written approval of Lambda.

The Investigator is responsible for supporting LAMBDA in development of the Clinical
Trial Report.

CRO responsibilities

LAMBDA will adhere to and confirms the Sponsor will adhere to ICH GCP, the
Declaration of Helsinki, requirements of DCGI and all applicable guidelines. laws and
regulations for the conduct of the Clinical Trial.

LAMBDA confirms that the Sponsor has committed to provide Lambda with the
Compound and with guidelines and descriptions for the safe and proper handling
regarding the use, storage and disposal of the Compound. Lambda will be responsible
for shipment of drug supplies and investigational products to the PI or Site. The
Compound is the property of Sponsor and is being provided only for the purposes of the
performance of the Clinical Trial by the PI or by individuals working under his direct
supervision at the Institution. The Compound shall not be used for any other research or
study activities other than outlined in this Agreement.

LAMBDA and/or Sponsor is responsible for obtaining and maintaining all applicable
government or regulatory approvals for the Clinical Trial in India, and warrants that
these will be obtained before the Clinical Trial begins at the Institution. Development
and improvement of the Protocol is the responsibility of LAMBDA and Sponsor.

LAMBDA on behalf of the Sponsor will provide the study-specific documents, e.g.
Investigator Site File, Electronic Case Report Form, etc. to the Investigator before
commencement of the Clinical Trial.

LAMBDA on behalf of the Sponsor will provide the Investigator with documentation,
which describes the Compound being tested in the Clinical Trial and its known effects
and safety information (e.g. Prescribing Information / Summary of Product
Characteristics, an Investigator Brochure equivalent document). LAMBDA on behalf of
Sponsor will, to the best of its knowledge; answer any questions the Investigator or the
Institution may have regarding the Protocol or the Compound being tested, whether
such questions are asked before the commencement of the Clinical Trial or during its
conduct. Sponsor is responsible for reporting of relevant new information regarding the
investigational Compound.

Dr. % (@ Page 7 of 27
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Protocol: 0063-17 Investisator CTA (Tetra-Partite) 18-Jan-2010

3.6

4.1

4.2

4.3

44

4.5

LAMBDA will transfer on behalf of Sponsor the financial support to the Institution or
Investigator according to the budget agreed by Sponsor, Investigator and the Institution
as set out in Schedule B subject to the terms of this Agreement.

Performance standards of the work to be cenducted by the Investigator

The Investigator and/or the Institution shall use all reasonable endeavors to enroll at
least1-2 patient within 1 months; minimum expected recruitment rate from the site is 1-
2 patients per month on an average. The parties may agree in writing to extend the
time for recruitment of eligible patients if so desired. Recruitment period will be as per
study design; however recruitment will be competitive among participating sites hence
the site may have recruitment period even less or more than specified.

“Eligible Patients™ is defined as those who fulfill inclusion and exclusion criteria
specified in the Protocol which is verifiable from source documents.

In the event that the study is part of a multi-center trial, Sponsor may amend the number
of Eligible Patients to be recruited as follows:

a) if in the reasonable opinion of LAMBDA or Sponsor recruitment of Eligible
Patients is proceeding at a rate below that required for the relevant timelines to be
met, LAMBDA may by notice to the Investigator or the Institution require
recruitment at the Site to cease and the terms of this Agreement shall relate to the
number of patients that have been accepted for entry into the Study at the date of
such notice; or

b)  If recruitment of Eligible Patients is proceeding at a rate above that required
meeting the relevant timelines, LAMBDA may, with the agreement of the
Investigator or the Institution increase the number of cases to be recruited.

The Investigator or the Institution shall use all reasonable endeavors to comply with the
time frames as agreed with LAMBDA.

The Investigator shall enter the data into the eCRF within 3working days after
completion of each visit.

The Investigator shall participate in teleconference and meeting as required by
LAMBDA or Sponsor to update the Compound information and to resolve issues, if
Page 8 of 27
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Protocol: 0063-17 Investigator CTA (Tetra-Partite) 18-Jan-2019

4.6

3.1

0.1

6.2

7.1

7.2

Dr. A

The Investigator shall strictly adhere to the SAE reporting timelines in accordance with
requirement of ICH GCP, current Schedule Y and standard operating procedure
(*SOP”) of LAMBDA, whichever is tightest.

Payment terms

LAMBDA confirms the Sponsor agrees to support the Clinical Trial as outlined in the
Protocol and as described in and in accordance with the provisions of this Agreement
and the Payment Agreement as set out in Schedule B. Lambda will have oversight on
patient reimbursement records maintain at the site.

Period of validity of the Agreement

This Agreement shall be effective as of the date executed by all the parties and shall
continue in full force and effect until the site is closed, Clinical Trial and Clinical Trial
Report are completed unless otherwise extended, renewed, or amended by mutual
written consent or unless terminated earlier in accordance with Section 14 of this
Agreement. In any event, the terms of this Agreement shall not be longer than fifteen
(15) years from the date of commencement.

However following matters shall survive even afier expiry/termination of the
agreement:

* Archival of study documents including source data as referred to in para 2.7
(1) and Section I1l/k on page # 24.

* Reasonable access by monitors, auditors and regulatory authority to original
study documents and source data and providing appropriate working
conditions for moniters, auditors and regulatory authority to perform study-
related monitoring, audit and inspection;

» Confidentiality as per para 11

Data ownership / Intellectual property rights

LAMBDA, the Institution and the Investigator undertake to be bound by applicable
laws and regulations on the protection of personal data.

The Investigator undertakes to transfer data to Sponsor, LAMBDA, Ethics Committee,
and the regulatory authority. In the event of an audit/inspection, LAMBDA, the
Sponsor, Ethics Committee, and regulatory authority may obtain information that
includes patient identification.
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7.3

7.4

79

7.6

F e

7.8

19

7.10

All data and results derived from the Study and any inventions or discoveries made as a
result of the Clinical Trial will be the property of Sponsor. Disclosure to LAMBDA,
Ethics Committee, or regulatory authority does not transfer the ownership thereof.

All intellectual property rights owned by, or licensed to, the Investigator / Institute prior
to and after the date of this Agreement. other than intellectual property rights arising
from the Clinical Trial is and shall remain the property of the Investigator / Institution.

All intellectual property rights owned by, or licensed to, Sponsor prior to and after the
date of this Agreement, other than intellectual property rights arising from the Clinical
Trial is and shall remain the property of Sponsor.

All intellectual property rights in the data and results derived from the Clinical Trial
shall be the property of Sponsor and shall be assigned to Sponsor.

The Investigator/Institute is obliged to report any inventions or discoveries promptly to
Sponsor and/or LAMBDA.

Investigator and Institute agree that Sponsor may utilize the data at its own discretion in
compliance with the applicable data protection rules, including but not be limited to,
submission to government regulatory authorities.

The Investigator and the Institution shall assist Sponsor in making any patent
applications and shall execute, complete, deliver and perform any and all instruments
necessary to make all such applications.

It would be the primary responsibility of the institution to maintain custody of
studyrecords and all other applicable study items in purview of the study protocol and
thisagreement, irrespective of the PI presence in the institution. Institution will
allowregulatory authorities, sponsor and CRO to perform inspections of study data. In
casethe PI has to leave the institution, the PI should handover charge of the study to
anyother designee in form of document and forward all future communications received
toinstitute pertaining to trial. PI is responsible to update CRO and / or sponsor for
thischange and all applicable communications, henceforth. Designee will execute all
Plresponsibilities, henceforth. In case of change in institution management, the
institutewill inform CRO and / or sponsor

Dr. A% /@ ) Page 10 of 27
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8

8.1

2.1

9.2

9.3

9.4

9.5

9.6

9.7

9.8

Publication

Study results are Sponsor’s propertv and as a result of this, no publication can
beperformed without the written approval by the sponsor.

Indemnity / Liability

In no event, shall LAMBDA, Sponsor, Investigator or Institution/Site be liable for any
indirect, incidental, special, or consequential damages or lost profits arising under or as
a result of this agreement (or the termination hereof).

In the event of a material error by Investigator/Institute in the performance of the
Services, which renders the Services invalid, Investigator/Institute shall repeat the
Services at no additional expense to LAMBDA, if Lambda requests or Investigator/
Institute should reimburse the payment already made by Lambda. Lambda has the right
to terminate the services of Investigator due to any breach of this agreement.

Sponsor will indemnify the Investigator and/or Institution from any claims due to acts
of omission or wrong by Sponsor.

Sponsor will indemnify liability arising from design or manufacture of the Compound,
sale and use of the Compound following the Clinical Trial and injury to study subject
directly attributable to Compound, which is jointly identified by a medical monitor/
Sponsor’s medical expert and the Investigator.

The Investigator and/or the Institution will indemnify LAMBDA and Sponsor from any
claims due to acts of negligence, omission or wrong by the Investigator or Institution.

The Investigator and/or the Institution are responsible and liable for conduct of the
Clinical Trial at the Institution according to the Protocol and the Agreement.

Each party will notify other parties of any claim related to the Clinical Trial.

Sponsor will cover medical expenses for the treatment of any SAE as identified by the
Investigator, which arise from using the Compound and study procedures in accordance
with the Protocol, to the extent not covered by any other insurance by patient and
provided the patient did nothing to cause or contribute to the injury.

Dr. A% (@u Page 11 of 27
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10

10.1

11

112

11.3

11.4

11.5

Dr. As

Compensation / Insurance

Sponsor/LAMBDA shall maintain appropriate insurance coverage for the Study
subjects against financial losses caused by personal injury, which are study and/or
Compound related.

Confidentiality

For a period of 10 (ten) years from the effective date of this Agreement, Recipient shall
not disclose the Discloser’s Confidential Information to any third party. Recipient shall
use the Confidential Information solely for purpose of the terms of the agreement,
unless otherwise mutually agreed in writing. Upon request, Recipient shall return or
destroy, at the Discloser’s option, all Confidential Information, including any copies and
extracts thereof, will immediately cease using such Confidential Information and shall
deliver to the disclosing party all such Confidential Information including all copies,
reproduction, facsimiles and any other tangible records of such information.

Notwithstanding the performance, or the discharge for whatever reason including
breach of this Agreement, the provisions of this article shall remain in force for a period
of 10 years from the date of execution of this Agreement but shall, thereafter, cease to
apply provided that the expiry of such period shall not entitle Investigator or Institution
to sell or otherwise dispose of, or otherwise tumn to use for its own or another’s
advantage, any confidential information received during the conduct of projects covered
by this Agreement.

The Investigator may only to the extent is, as far as necessary for the performance of its
obligations under this Agreement, but not further or otherwise, disclose confidential
information to study staff or to any relevant committee, that need to know the same to
undertake and/or participate in this study. Investigator shall ensure that all persons shall
be made aware of the relevant terms and conditions of this Agreement and shall agree to
be bound by them.

The Investigator/institution shall not disclose or use any confidential information, which
is provided by Sponsor or LAMBDA or generated by Investigator as a result of the
Study, for any purpose other than the conduct of the Clinical Trial as outlined in the
Protocol and this Agreement.

Confidential information shall remain the confidential and proprietary property of
Sponsor, and shall only be disclosed to those who have a need to know the same. Where
it is necessary to disclose any confidential information to any third party for the

—
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11.6

11.7

11.8

11.9

performance of this Agreement, a confidentiality agreement with the same terms and
conditions as this Agreement shall be entered into with such third party.

Each party will keep an updated list of all individuals who have received the other
parties’ confidential information. together with their contact information and job title,
and will provide the list if it is legally requested. All confidential information must be
identified as confidential at the time of disclosure, preferably provided in writing. If the
disclosure is verbally, visually, or otherwise (e.g. an X-ray, a visit to a site or lab}, then
the information must be sumumarized in writing within thirty (30) days after the
disclosure and provided to the receiving party.

Confidential information shall not include any information which:
a)  isalready in the public domain at the time of disclosure

b)  becomes part of the public domain after receipt of the information through no
fault of the Institution or the Investigator

¢} was previously known to the Institution or the Investigator as evidenced by
written documents

d) Is disclosed to the Institution/Investigator by a third party who has the right to
disclose and who is not under a direct or indirect obligation of confidentiality to
Sponsor.

e)  Has been permitted to be disclosed by Sponsor.

All Confidential Information disclosed to a party under this Agreement will remain the
property of the disclosing party (or the Sponsor, if such information was disclosed
through LAMBDA) and may be re-called and withdrawn by the disclosing party at any
time. Upon receipt of a written request from the disclosing party for return or destroy of
such Confidential Information, the receiving party will immediately cease using such
Confidential Information and shall deliver to the disclosing party all such Confidential
Information including all copies, reproduction, facsimiles and any other tangible records
of such information.

Any previous Confidentiality Agreement between Sponsor and/or LAMBDA and the
Investigator or the Institution shall be superseded by the confidentiality obligations in
this Agreement.

Dr. A% @ Page 13 of 27

Add. Director of Research
KIMSE&J‘Karad



Protocol; 0063-17 Investiator CTA (Tetra-Partite) |8-Jan-2019

12

12.1

12.2

12.4

13

13.1

14

Dr, A%

Privacy

Sponsor, LAMBDA, the Investigator and the Institution will adhere to applicable
privacy laws, regulations, and other standards.

The Investigator and Institute/Institution consents to LAMBDA and Sponsor and its
affiliates collecting and/or otherwise processing personal data provided by or relating to
the Investigator for purposes of any necessary sharing with regulatory authorities and
for any use by Sponsor and its affiliates and their agents.

The Investigator and Institute consents to Sponsor or LAMBDA transferring such
personal data to Sponsor’s facilities, Sponsor’s affiliated companies. regulatory
authorities, and third party vendors that may be utilized in other countries. For such
purposes, the Investigator and Institute acknowledge that such other countries may not
provide the same level of data protection as the laws in India.

The Investigator and Institution will inform each study subject of the potential for
disclosure of their personal or health information to Sponsor, Sponsor’s affiliated
companies, LAMBDA, the Ethics Committee, and the regulatory authorities and the
measures being taken to ensure their privacy.

Independent Contractor

Investigater is an independent contractor engaged by LAMBDA to perform the Services
in accordance with the provisions of this Agreement, and the relationship hereby created
is specifically governed by, limited to, and subject to all of the terms and conditions
contained in this Agreement. The parties further agree that LAMBDA does not have the
authority to hire or fire employees of the Investigator / Institution, nor does LAMBDA
determine the rate or method of pay of such employees. Additionally, nothing contained
in this Agreement shall entitle Investigator/Institute to the right or authority to make any
representation on behalf of LAMBDA or the Sponsor, bind LAMBDA or Sponsor 1o
others in any manner, or use LAMBDA’s / Sponsor’s name or trademarks in any public
disclosure, without LAMBDA’s / Sponsor’s prior written permission.

Termination

LAMBDA on behalf of Sponsor retains the right to terminate this Agreement on
Institution or Investigator’s involvement in the Study for any reason with or without

cause including but not limited to the following;
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15

15.1

152

1. Investigator or Institution fails to recruit patients within 60 days of site initiation
visit.

2. The incidence and/or severity of adverse drug reactions in this or other studies
with the Compound indicate a potential health hazard.

Adherence to the Protocol is poor or data recording is inaccurate or seriously
incomplete.

Lid

4. LAMBDA, the Principal Investigator and/or the Institution agree to terminate
this Agreement.

3. The total number of patients required to be randomised is reached before the end
of the recruitment period.

6. The Sponsor of the Study mandates the termination of the Study for any reason,
with or without cause.

7. The appropriate Regulatory Agency mandates the termination of the Study.

In case of termination of the agreement without any default on the part of Investigator or
Institution, except in the event of non-recruitment of patients by the Institution or
Principal Investigator, LAMBDA shall reimburse the Institution or Principal
Investigator on a pro rata basis of the number of visits completed by patients. Should
the Institution or the Principal Investigator have already received payments in excess of
the actual pro rated amounts due then that overpayment will be promptly remitted to
LAMBDA by the Institution or Principal Investigator. Payments should be payable to
LAMBDA.

Record retention

The Investigator and/or the Institution shall provide Sponsor through LAMBDA any
and all records and data in relation to the Clinical Trial in time and in full according to
requirements of ICH GCP, Schedule Y and the Declaration of Helsinki, and all

applicable guideline, laws and regulations.

The Investigator and/or the Institution. LAMBDA/CRO and Sponsor shall comply with
all regulatory requirements relating to the retention of records and shall maintain ail
such records, and make them available for inspection, and shall allow Sponsor and all

applicable authorities in charge of the Clinical Trial to inspect such records. The
Dr. A. % Page 15 of 27
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153

15.4

15.5

16

16.1

17

17.1

Investigator and /or the Institution shall inform Sponsor in the event of relocation or
transfer of archiving responsibilities.

The Site Investigator File conuaining the essential ddcuments, case report forms,
informed consent forms and any other source data/document (like patient medical
records) must be archived for at least 15 (Fifteen) years following completion of the
study at the Site or such other facilities as agreed between Sponser and the Investigator,
Sponsor shall also keep all clinical trial data and documents according to the relevant
regulatory requirements.

In the event that the Institution and/or the Investigator is or are unable to maintain the
Clinical Trial records due to any unforeseen event/s during the study or retention period,
the Institution and/or the Investigator shall, no later than 30 days prior to the day when
the Clinical Trial records were planned to be removed, notify Sponsor in writing of such
occurrence to permit Sponsor to fulfill its record retention obligation in connection with
the Clinical Trial.

In the event that Sponsor removes the Clinical Trial records, Institution and/or
Investigator may nevertheless retain a copy of Clinical Trial records (1) as required by
law, regulation, regulatory guidelines or ICH GCP and (2) in order to ascertain and
fulfill their obligations of confidentiality under this Agreement.

In the event that the Investigator/Institute is to destroy the Site Investigator File or
source data, the Investigator/Institute should inform LAMBDA prior to destruction to
confirm it is acceptable for them to be destroyed.

Representation and Warranty
The Investigator and Institution represent and warrant that they have and will keep
throughout the Clinical Trial study all such qualifications, approvals, permits, licenses
and conditions as necessary for performance of the Clinical Trial hereunder as required
by laws and regulations of India.

Laws and Jurisdiction

This Agreement shall be governed by and interpreted in accordance with the laws of
India in Ahmedabad.
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18.1

Notice

Investigator CTA (Tetra-Partite)

All notices shall be delivered to the following addresses:

CRO Lambda Therapeutic Research Ltd

Address: Lambda House. Plot No. 38, Survey No. 388,
Near Silver Oak Club, S.G. Highway,
Ahmedabad-382481, Gujarat, India.

Telephone +91 79 4020 2020

Fax +91 79 4020 2021

Contact Person Dr. Kiran Marthak

Investigator Dr. Ananad K. Gudur

Telephone: +91-9890929412

Fax: +91-2164-241070

Institute Krishna Institute of Medical Sciences

Address : "Deemed To Be University!
Pune-Bangalore Highway 4 Malkapur,
Near Dhebewadi Phata Malkapur,
Karad, Dist. Satara-415539, Maharashtra

Telephone +91 2164 241 555

Fax +91 2164 241070

Contact Person:

Dr M. V. Ghorpade

SMO Unique Clinical Research Services

Address Shree Prasad, Block No D-2,
Prakash Housing Society.Kalewadi Phata, Thergaon
Pune 411033, Maharashtra

Telephone +91 20-65222284

Fax +91 20-65222284

Contact Person: Dr. Sunil Chaudhary

Dr, M
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18.2

18.3

18.4

19

19.1

192

19.3

19.4

19.5

Either party should inform the other party of any change of the said addresses in writing
within forty-eight (48) hours of the change.

Any notice shall be deemed to be given: a) If sent by courier - on the day when the
recipient signs for the notice; b) If sent by registered letter - at 9:00 am on the five (5)
working day of dispatch; or c) If sent by telefacsimile - at 9:00 am on the second day of
delivery.

Any notice one party delivered to other-parties, which concerns important issues such as
claims or amendments under this Agpreement should be signed by the legal
representative or the authorized representative of the delivering party.

Miscellaneous

Any unsettled issues of this Agreement shall be negotiated and agreed upon in separate
supplementary agreement signed by all parties. The supplementary agreement and
Schedules of this Agreement which form an integral part of this Agreement and have
the same legal effect as this Agreement.

No party shall assign to any third party its rights and obligations hereunder without the
prior written consent of the other parties except when Sponsor takes over some of the
activitics from Lambda. The Investigator and the Institution acknowledge that Lambda
is acting as the agent of the Sponsor and hence in such case Sponsor will get into the
shoes of Lambda for all rights and obligations contemplated under this agreement as
between Lambda on one side and Investigator and the Institution on the other side.

This Agreement shall constitute the entire agreement among the parties and shall
supersede all previous negotiations, discussions, understandings or agreements among
the parties.

No amendment or modification to this Agreement shall be effective unless made in
writing and signed by all the parties or their duly authorized representatives.

All infrastructures provided by Lambda on behalf of sponsor for the conduct of this
clinical trial to the Institute/Investigator will be retrieved from the Institute/Investigator
upon completion of the trial.
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19.6 “All the Invoices raised to Lambda (CRO) should be GST compliant, according to the
GST Invoice rules. Absence of necessary detail will result in delay /non-payment of
Invoices till the time of rectification made.”
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IN WITNESS hereof, the parties hereto have caused this Agreement to be executed by their
respective duly authorized representatives and the Agreement shall come into effect on the date
of signature of all the parties.

LAMBRDA:
Sign: T?Q(iﬂ—f? ﬂﬁ&/ Date: {2 AN - 2219

Dr. oot . B{}/ M Vaghela
cninicaﬁ %jal Mtagfmen";

Lambda Therapeutics Research Litd.

Witness:

Sign: ﬂ@iﬂl@' Date: P THAWV 20

Mr. Naresh Khemani
AGM, Finance

Witness Address : Lambda Therapeutic Research Ltd.,
Plot No. 38, Near Silver Oak Club,
S. G. Highway, Gota,
Ahmedabad 380061, Gujarat
WDEEM ED Te BE NIV ERITTY
Institute:Krishna Institute of Medical Science:sjt Karad

Sign: i@ Date: v ’f' 1’!3 olq

e &

Witness:

Sien: [ ffgjﬁﬂ—— Date: 22| Jan]a0lg

Witness Name: Pl huss Fadl)

Designation: ¢ RC

Department/Work Unit: y
Ii-ffﬂflﬁ}‘ TOBE RIS TY
Institute Name: Krishna Institute of Medical Sciences, Karad
R f@?s
I

-

i
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Site Management Organization: Unique Clinical Research Services

Sign: @‘;}' Date: 2% )j_""”‘?/ o) g

Dr. Sunil Chaudhary

Witness: E
Sign: _¢ ";%ffff Date: 27| 5 ]) e ‘I'.f

Witness Name : Deep ke €Coyle

Witness Address :Shree Prasad, Block No D-2,Prakash Housing Society,
Kalewadi Phata, Thergaon, Pune 411033, Maharashtra, India.

Investigator:

ACKNOWLEDGMENT: In signing below, I, the Investigator, acknowledge that there is no
real or perceived conflict-of-interest in the execution of this clinical trial project (e.g. stock or
equity in companies which manufacture products being tested in the clinical trial, or obligations
or restrictions which will conflict with the performance of this Agreement). | hereby agree to act
in accordance with all the terms and conditions of this Agreement and further agree to ensure
that all participants in the clinical trial are informed of their obligations under such terms and
conditions.

Principal Investigator:Dr. Ananad K. Gudur

Sign: @V Date: 22 ‘”/ 2679 _

Dr. Ananad K. €adur 7 '

Witness: /
/| 7
Sign: Date: < L/ 0 lj ' 7

Witness Name : \-}\, Q p{(_/zv\‘ ) A‘(’&V{{

Witness Address :Krishna Institute of Medical Sciences,"Deemed To Be University,!
Pune-Bangalore Highway 4 Malkapur, Near Dhebewadi Phata Malkapur,
Karad, Dist. Satara-415539, Maharashira
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Schedule A
Study Protocol

Protocol No: 0063-17

“A global, multicenter, three arms, open-label randomized study to evaluate the efficacy
and safety of Nanosomal Docetaxel Lipid Suspension compared to Taxotere® (Docetaxel
Injection Concentrate) in triple-ncgative breast cancer patients with locally advanced or
metastatic breast cancer after failure to prior chemotherapy.”

S
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The above budget also includes the

a. Investigator (s), other team members fees

b. The cost which would be incurred for stationary, cupboard, courier, telephone,
fax, internet and electricity bills etc.

Patient recruitment

L= T

e-Case Report Form completion

Data Clarification Form Resolution

e L

Consultation charges

(I)  Payment Schedule

The parties hereto agree as follow on the basis of the Clinical Trial Agreement:

a)

A complete and evaluable patient is defined as follows:

* all procedures must be performed according to the protocol

* a patient will only be included according to the inclusion/exclusion criteria
* all data are documented completely and accurately

b) All payments will be on a pro rata basis as mentioned in budget above. For patients who do

d)

not complete (early termination, drop-out, etc.), the budget will be evaluated according to the
number of days completed as per protocol. If any investigation is not performed during a visit
then an equivalent amount mentioned in the above budget will be deducted.

Invoice will be generated/requested for payment on monthly basis according to the actual
work performed (after source data verification and e-CRF review for completed visits).
Invoice will be generated / requested according to days completed by patient as specified
above.

Any other parties designated by you (including Radiology, Local Laboratory, Cardiology.
ete.) will be managed and paid by you.

The Ethics Committee fees will be paid by LAMBDA on behalf of the Sponsor, and it is
separate from per patient grant as mentioned in budget.

For Screen failure patients, the payment will be paid ONLY if the patient is screen failure
based on results or reports of laboratory investigations, ECG, SAE, radiological investigation
or in case patient withdrew consent. Payment for patients withdrawn before randomization
will be paid for screening day.

Dr. ﬁ% ; | (@ Page 24 of 27
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g) If patient was randomized in the study deviating from 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. if performed
according to protocol.

h) Patient conveyance/compensation will be paid by LAMBDA on behalf of the Sponsor, and is
included in budget as mentioned. “TDS would not be deducted on Reimbursement only if
original supporting are provided for full amount.”"GST applicable as per union budget rules.

i) The investigator grant includes payment of meals provided to patient and patient’s relative (if
applicable) during the study.

j) Payment mentioned under “Final Payment™ will be released at the time of site close out.
LAMBDA will release payment within 30 days from the receipt of invoice.

k) LAMBDA will pay the Institute / Investigator an towards archival fees INR 20,000/- for 5
yrs. on behalf of sponsor.

Should the trial terminate prematurely, any payments made by LAMBDA exceeding the amount
actually earned will be promptly refunded to LAMBDA (minus Ethics Committee fees, and
patient conveyance/compensation).

Method of payment
LAMBDA, on behalf of the Sponsor, shall pay the relevant cost and fee as set out in this

Payment Agreement to following payee through A/c Pavee Cheque as agreed by the Institution
& PL. Details of Payee are:

Payee Name :  Unique Clinical Research Services
Payee Address : Shree Prasad, Block No D-2, Prakash Housing Society,
Kalewadi Phata, Thergaon,

Pune 411033, Maharashtra, India.

PAN/TAN Number : AAFFU5078B

GST Number : NA

Note:All the payments made to the payee are subject to Tax Deducted at Source (TDS)
as per the applicable existing tax laws in the country. LAMBDA will deduct the tax at the
time of making payments unless a valid Certificate from tax authority is made available.

Dr. A. % };&?ML Pape 25 0f 27
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13

(III)  Per Patient Fee, Payment Schedule and Terms

As consideration for performance under the terms of this Agreement, the Sponsor will
provide financial support for the Trial that will be transferred by the LAMBDA on behalf
of the Sponsor to the Investigator / Institute at the rate specified above per patient grant, for
each Subject completing all Protocol specified treatments.

The “Per patient grant™ is a fixed fee per patient which includes all costs and honoraria,
including, but not limited to:

all study related activities such as conduct of visits and eCRF completion
time and effort of investigators and other site staff

study coordinator salary

electricity expenses for use of equipment for study conduct

procurement of any study related material

all diagnostic tests and other investigations (like Hb level measurement etc.)
housing/hospital stay (if applicable) and meals during housing for patient and patient’s
relative

Phlebotomy expenses for safety samples

usage of internet while filling of eCRF

Patient conveyance/compensation which will be on a pro rata basis
miscellaneous (telephone, fax, courier, etc.)

All overhead costs.

Not included are (which are separate and in addition to per patient payment):

EC submission fee
In the event that the LAMBDA requests that additional Subjects be enrolled in the Trial,
the Trial Cost will be equal to the Per patient grant multiplied by the number of complete
and evaluable Subjects.

All payments to be made by the LAMBDA under this Agreement will be done within 30
days following receipt of the corresponding invoice from the Investigator to LAMBDA, it
being understood that such payment will only take place after the CRO (LAMBDA) has
received the necessary funds for that purpose from the Sponsor. All such payments will be
Any made by A/C Payee Cheques to the Institution/Investigator.

Payment mentioned under “safety follow up™ will be released at the time of site close out.
The Final Payment will be made by LAMBDA in accordance with the following
paragraphs.
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5.

10.

As regards tasks that are not specifically itemized in this Agreement, payments will not be
made without prior written approval of the LAMBDA. These additional tasks will be
submitted to LAMBDA in writing, with estimated completion dates and costs, if any. Anv
expenses not specified in this Agreement or any changes to the amounts mentioned in this
agreement, will be communicated to LAMBDA and are subject to prior written approval
by LAMBDA, which, in its turn, must obtain prior written approval from Sponsor.

In the event that a randomized Subject is determined to be ineligible for the Trial,
LAMBDA will decide, together with the Sponsor, if required, whether or not to pay to the
Institution/Investigator the Per Subject Fee for such Trial Subjects. In the event that a Trial
Subject withdraws voluntarily or is withdrawn from the Trial (a) by LAMBDA or (b) by
the Investigator for any reason other than the Trial Subject failing to meet eligibility
requirements for the Trial, then LAMBDA will pay the Institution/Investigator a prorated
amount of the per patient grant through the date of such withdrawal, Further, if, at the
completion of the Trial. LAMBDA has advanced sums under the terms of this Agreement
that exceed the adjusted Trial Cost, the Investigator/Institute will reimburse to LAMBDA
any amount by which amounts advanced by the CRO exceed the adjusted Trial Cost.

The CRO may withhold all or part of any amounts in the event of:

(1) failure of the Investigator/Institute to complete the services according to the Protocol;
(2) failure to provide LAMBDA with requested documentation:

(3) Failure of the Investigator/Institute to comply with the terms of this Agreement.

Sponsor reserve right to verify study related payment records ( e.g. invoices , patient
reimbursement receipts) at SITE or at LAMBDA zs applicable ; as a compliance measure .

Screen Failures: All screen failure patients payments will be made post LPLV. The
Screen Failure Charges will be provided bases on 10% of total number of randomization
patients or for actual number of Screen Failure patient whichever is lesser. The amount of
Screen failure will be 50 % of Screening Visit amount of Investigator and Clinical
Research Coordinator (means 1750 + 1000) along with actual amount of screening visit
investigations (ECG, ECHO, CT-Scan) mentioned in schedule B (Budget Break-up).

For any disputed payments from the invoices, site will communicate through proper
channel of LAMBDA.

B
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E EPIDEMIOLOGICAL STUDY AGREEMENT

fe

India Limited ("Abbott") desires to retain Krishna Institute of Medical Sciences an& ﬂawn;‘r? Uniw Rasea
Em;rt:.r rch
rment, OPD number 21, Pune-Bangalore Highway-4, Malakapur Road, Karad. Maharashtra, INDIA (“Institution’} to
provide services in suppurl_ of Instftuimns employee's Dr. Sandeep Patil (the “Investigator”) conduct of a non-interventional,
- emiological study (the “Study”) in relation 1o’ A Cross-sectional Multicenter, Epidemiological Study to Evaluate the
- mlnndumographlc Profile and Management Practices for Primary Prophylaxis of Overt Hepatic Encephalopathy in
nts with Cirrhosis in India” effective as of the date this Eﬁwdamldogrcal Study Agreement (the “Agreement™) is fully

ed (the "Effective Date”). In consideration of the mutual promises set forth herein, the parties agree as follows:
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[Knshna Institule of Medical Sciences]
[Or Sandeen Patil]

[Protocal EFIDIGET]

[07 Juiy 2018]

1,

Conduct of Study.

{a)

{b)

{4}

Institution and Investigator will conduct the Study pursuant to the terms of this Agreement and in strict adherence to
Protocol Mo. EPIDIDET entiled “A Cross-sectional Multicenter, Epidemiological Study to Ewvaluate the
Clinicodemographic Profile and Management Practices for Primary Prophylaxis of Overt Hepatic
Encephalopathy in Patients with Cirrhosis in India” (the ‘Protocol’), as the same may be amended from time to
time in writing by Abboft, and with any other written instruction that may be provided by Abbott. The parties further
agree that this Study is epidemiological and will not utilize any Abboft product(s) (“Abbatt Product{s)’). Subjects may
slready be prescribed an Abbott Product prior to, during or after the Study however this is incidental to the conduct of
the Study and any such decision to prescribe Abbott Product to any subject at any time shall be the sole decision of
the relevant subject’s doctor and unrelated to the Study.

Institution shall use its best efforts to complete enroliment of 30 of Instifulion's patients {hereinafter referred to as
“subjects™} within stipulated enrolment Period. Abbott may terminate this Agreement immediately i (i) IRB or IEC
(defined below) approval, if required, is not obtained within 5-8 weeks of receipt of all necessary materials for IRB/IEC
submission; or (i) all essential documents have not been executed and received by Abbott within 4 weeks of
Institution’s receipt of IRB or IEC's written approval, if such approval is required.

Institution shall ensure that Investigator reports to Abbott and, if required, fo the competent authorities: (i) all serious
adverse events in relation to an Abbott Product{s) immediately, but no later than twenty-four hours {24} hours of
becoming aware of such ocourrence, and (i) as required by applicable law and within timelines set forth in the
Protocol all other adverse events that may occur in the course of the Study. Institution shall promptiy make available
to Abbott such records as may be necessary and pertinent to investigate any adverse and serious adverse evenis. In
addition, Institution shall ensure that Investigator repors to Abbott any subject pregnancies that occur in the course of
the Study within twenty-four (24) hours of becoming aware.

Contacts. Institution's contact(s) at Abboft will be be Ms.Sneha Nair- Head-Clinical Operations, 16th Floor, Godrej BKCPlot C

- 68, "G" Block, Bandra Kurla Complex, Near MCA Club, Bandra {East),Mumbai 400 051, India, O:+91 22-38160910,

M:9970780488, Fax # 91-22 2871 7499, or whomever Abbott may d magle in writing. Abbott’s contact{s) at Investigator will
n

be Dr. Sandeep Patil, Krishna Institute of Medical Sciences asd'D

iversity! Research Depariment, OPD number 21,

Pune-Bangalore Highway-4, Malakapur Road, Karad. Maharashira, INDIA or whomever Institution may designate in writing.

2,

Compliance with Law.

(2)

(b)

(e}

Each of Institution and Investigator represents, warrants and covenants that it will conduct the Study and perform its
obligations under this Agreement in compliance with all applicable laws, regulations and guidelines. In furtherance of
the foregoing obligations and as required by law, Institution will further ensure that an Institutional Review Board
("IRB"), an Independent Ethics Committee ("IEC"), or both, as applicable, approves and oversees the conduct of the
Study. Institution will comply with the directives of the IRB or IEC, or both, as applicable, respecting the conduct of the
Study, and will notify Abbott to the extent any such directives vary from the Protacol.

Prior to the initiation of the Study, Institution will ensure that Investigator and any subinvestigator provides Abbott with
all essential regulatory documents requested by Abbott to ensure compliance with applicable regulations, including but
not limited to current Curriculum Vitae and medical license. or equivalent. Institution and Investigator wil camply with
all applicable requiremeants regarding reporting and management of conflicts of interest.

Institution and Investigator agree that if services are paid for or provided without charge by Abbott. none of Institution,
its agents or Investigator shall separately bill or seek reimbursement for such services from any third party including,
without limitation, the subject, any private provider of insurance, or any government program or other public provider of
insurance.

Study Suppiies. Due to the epidemiological nature of this Study, Abbott will not be providing any Abbott Producl{s) or
reimbursement for Abbott Product{s). Abbott will provide to Institution, at no cost, sufficient quantities of the case report
forms or access to an electronic dala caplure system (‘CRFs"), as well as any other materials and information specified by
the Protocol or that Abbolt deems necessary to conduct the Study (together, the “Study Materials™). All Study Materials and
other information provided by Abbott in connection with this Agreement will not be used for any purpose other than to
conduct the Study pursuant to the Protocel and will remain the sole property of Abboft. Upon termination of the Study or at

CONFIDENTIAL
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Abbolt's request, the Study Materials will be retumed or destroyed pursuant to the Protocol, and Institution will document
such disposition, pursuant to Abbott's direction.

4. Delivery of Progress and Post-Study Reports. Upon request, Institution will submit oral or written reports on the progress of
the Study to Abbott. Within forty-five (45) days following the completion or termination of the Study, Instilution will furnish
Abbott with the following, unless Abbott directs otherwise in writing:

{2) thefinal IRB or IEC report on the Study prepared by the Investigator for the IRB or IEC or both, a5 applicable:
(b) all completed, used and unused CRFs rot previpusly delivered to Abbott and
(c) all data, reports and other information generated in relation to the Study.

5. Monitoring and Audits; Record Retention.

{a) Institution will permit Abbott and/or any Abbott designes access o Study sites during normal business hours to
monitor the conduct of the Study as well as to audit records, CRFs. source documents, and other data relating to the
Study. Institution may redact such records as may be legally required to protect subject confidentiality consistent with
Section 9 (Subject Confidentiality and Data Protection) of this Agreement. If Abboit requests comective and/or
preventive action as a result of its monitoring or audit activities, Institution shall comply with the timely creation and
implementation of a corrective action and/or preventive action plan. Abbott's right to audit shall survive the expiration

of this Agreement,

(b} Institution will ensure that subject data, as reguired in the Protocol, is entered inlo the CRFs (whether electronic or
paper} within five (5) business days of subject visit,

{c) Unless prohibited by law, Institution will nofify Abbott immediately upon receiving any requests by any regulatory
authority to inspect or have access fo documents related to the Study and will promptly provide Abbott with a copy of
any such request, to include copies of any documents recelved from or provided to regulatory authorities. In the event
& regulatory citalion or notice is issued which relates to the services under this Agreement, Institution agrees to
produce a summary that includes an explanation of the issues identified by the regulatory authonity, any response to
the significant issues identified by the regulatory autharity, and an explanation of the applicability of such regulatory
citation or notice to the service(s) provided hereunder. [nstituticn agrees to provide Abbott with such summary within
fifteen (15) days of Institution’s receipt of any reguiatory citation or notice.

{d) Institution shall retain the Study documents in accordance with applicable faws and regulations or the Protocol,
whichever retention period is longer. At Abbott’s request and exaense, Institution shall retain the Study documents for
an even longer period, Institution shall provide Abbott at leas: sixty (60) days' writien nofice before deleting any Study
documents from its files.

6. Compensation.

(2} Abbott shall pay Institution in accordance with tha Study budget set forth in Exhibit A {the "Budaget’). In addition,
Instifution's employees, including Investigator, may be reimbursed for reasonable and necessary expenses related to
travel, consistent with Abbott's travel policy (including economy coach air travel, reasonable and customary lodging
and meal rates based on the geographic region of travel), and may be provided meals as may be necessary for the
publication/ presentation of study results/data or at investigator meetings or other Abbott required meetings. The
parties agree that the amounts set forth in the Budget represent the fair market value for the services to be rendered
and have not been determined in any manner that takes into accourt the volume or value of any referrals or business
otherwise generated between or among Institution and Abbott.

(b) The Budget is based on the full performance of services and complianca with the terms of this Agreement (including
the Protocol). Abbott will not remit payments for CRFs conlaining incomplete or inaccurate data or data collected from
subjects enrolled in violation of the Protocol ("Non-conforming CRFs”). If Abbott has paid for such Non-conforming
CRFs such payment will be deducted from the next payment (or the final payment, as described in Section T(d}
below).

(c} Al payments shall be made in accordance with the terms of Exhibit A and only after all parties have signed this
Agreement. I applicable, reimbursement of IRB/EC fees is contingent upon completion of the IRBAEC's review and
final decision regarding all submitted Study documents including, but not limited to, the Protocol andfor Protocol
revisions. Abboft will not be obligated to reimburse Institution for pass-through expenses invoiced to Abbott more than
one hundred eighty (180) days after the termination date of this Agresment,
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{dy The final payment due to Institution under this Agreement shall be payable upon completion of all services
contemplated hereunder, delivery to Abbott of all CRFs, and return lo Abbott of all items described in Section 5
(Delivery of Progress and Post-Study Reports) and will be accompanied by a financiat reconciliation performed by
Abbott. If the total amount Abbott has paid is less than the amount to which Institution is entitied hereunder as
revealed by the reconciliation, Abbott shall pay the outstanding amount due. |If Abbott is due a refund for any
uneamed fees or overpayments, Institution shall remit the amount of such refund with supporting documentation to
Abbott al: Clinical Operations, Abbott India Lid.16th Floor, Godrej BKC.Plot C - 68, “G" Block Bandra Kurla
Complex,Near MCA Club, Bandra (East),Mumbai 400 051, India. Any payments due from one pary o the other
under the reconciliation shall be made within forty-five (60) days of the notice and invoice of amount due.

(e} In the event of a payment dispute, Institution and Investigator shall not withhold Study data or information pending
resolution of the dispute because such withholding may cause imeparable harm to the Study.

() Upon written notice, Abbott may delegate certain of its payment obligations to a contract research organization
('CRQ"). In such event, Institution and Investigator agree that as to any payments delegated by Abbott o a CRO,
Institution and Investigatar shall first seek redress from the CRO for compensation.

{g)} Investigator shall be responsible for direct compensation of nvestigator, including any subinvestigators, from funds
paid by Abbott to Institution under the Study Budget. Neither Investigator nor any subinvestigators shall receive any
separate compensation from Abbott.

(h}  In this study, Abbott has delegated its Fee payment obligations under this Agreement to JS5 Medical Research india
Pvi. Ltd., Faridabad. The Investigator will hence approach Site Management Organization (SMO) for queries or
CONCEINS in relation to compensation under this Agreement.

7. Confidentiality.

(a) During the Term of this Agreement, including any extensions thereof, and for a period of ten {10) years after the
expiration or termination of this Agreement, Institution, its employees (including Investigator), agents, subcontractors
and sffiliates (collectively, *Receiving Party”) shall not disclose Confidential Information without Abbott's prior written
consent. Notwithstanding the foregoing, obligations of confidentiality and non-use with respect to any Confidential
Information iderttified as a trade secret by Abbott shall remain in place for so long as the applicable Confidential
Information retains its status as a trade secret under applicable law. “Confidential Information” shall include any
information provided to Receiving Party by or on behalf of Abbott, including but not limited to the Protocol, Abbott
Product, Study Materials, and all materials and information concemiing Abboit or the Study or developed as a result of
conducting the Study, except any portion thereof which:

] is known to the Receiving Party prior to receipt, as evidenced by its written records;

{i)  is disclosed to the Receiving Party by a third party who has a right to make such disclosure in a non-confidential
manner; or

{iii)  is or becomes part of the public domain through no fault of the Receiving Party.

(b) The Receiving Party shall not use Confidential Information for any purpose other than as indicated in this Agreement
without Abbott's prior written approval.

{c) Mothing in this Agreement will be construed to restrict Receiving Party from disclosing Confidential Information as
required by law or court order or other governmental order or reguest, provided in each case Receiving Party shall
give Abbolt prompt written notice (and in any case at least five (5) business days notice) to allow Abbott to take action
lo protect its Confidential Infermation. In the event thal no protective order or other remedy is obiained, or Abbott
waives compliance with the terms of this Section 8, Recsiving Party shall furnish only that portion of the Confidential
information which s legally required based on the written opinion of legal counsel.

{d) Receiving Party will not disclose to Abbott any information which is confidential or proprietary to a third party unless
Institution has first obtained the prior written approval of such third party and Abbott,

8. Subject Confidentiality and Data Protection.

(8) The parties will comply with all applicable laws and regulations regarding Study subject confidentiality and data
protection. Investigator will be responsible on behalf of the Instiution for obtaining 2 signed subject authorization

CONFIDENTIAL
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document for the use and disclosure of data and an Infonmed Consent Form, if required (collectively, *ICE") from aach
Study subject prior to the subject’s participation in the Study. The ICF must permit Abbott and its representatives
involved with or evaluating the Study to access, process. obtain copies, transfer and retain Study data. Each ICF
must conform with the Protocol and be compliant with: International Conference on Harmonisation, Hamonised
Tripartite Guidelines for Good Clinical Practice ("ICH"); all applicable laws and regulatory requirements; and must be
approved in writing by Abbott, and if applicable by the IRB/IEC. A Study subject's participation in the Study will be
contingent upon the execution of a proper |CF.

{b) Where Institution andor Investigator collects, retains, processes or discloses information identifying or, in combination
with other information, identifiable to a living individual, including Study subjects and others participating in or
associated with the Study (the “Personal Data®) it shall only do so in accordance with this Agreement, with all
applicable laws and with Abboft's written instructions.  Institution and Investigator shall maintain appropriate
safeguards to ensure the confidentiality and security of the Personal Data. Institution and Investigator shall promptly
inform Abbott of any unauthorized access to or disclosure of Personal Data (the “Security Breach’), including the
timing and nature of the Security Breach. Institution and Investigator shall take all reasonable measures to remady
the Security Breach. Where applicable data protection laws require that the paries enter into additional agreements
or undertakings, including international data transfer agreements, Institution will undertake to ensure that all necessary
agreements are implemented and in place.

{c} Investigator acknowledges and consents to, and shall cause all subinvestigators for the Study to acknowledge and
consent fo, Abbott's collection, use, processing, and disclosure of Investigator's and sub-investigator’s Personal Data
including details of hislher name, address, qualifications and clinical trial experience. Additional uses or disclosures
may include financial information (including compensatior and rembursement payments), public regisiration of the
Study on web sites designed for this purpose such as www.clinicaltrisls gov, assessments by Abbott of Investigator's
suitability for fulure studies. and for purposes of complying with applicable laws. Investigator understands and
expressly agrees and shall cause all subinvestigators for the Study to expressly agree that this information may, if
necessary for these purposes, be made available to ethics commitiees, govermment authorities and other companies
within the Abbolt group of companies located both in the country in which the Study is carried out and in other
countries, including in the United States or elsewhere as required by applicable law or as necessary for the purposes
of Good Clinical Practice or data protection audils or inspections.

9. Publicity. Institution shall not and shall ensure Receiving Party shail not disclose the existence or terms of this Agreement
or use the name, trademark, servicemark or logo of Abbolt in any publicity, acverlising or information, which is disseminated
to any third person or to the general public without Abbott's prior written approval. Institution understands that the terms
and conditions of this Agreement, including the amount of any payment made hereunder, may be disclosed and made
public by Abbott as required by law or regulation or where Abbott deems appropriate.

10. lnventions. Any information, invention, data or discovery (whether patentable or copyrightable or not), innovation,
communication or report, conceived, reduced to practice, made, generated or developed by the Receiving Party that either
results from use of Abbott Product(s) or results from conduct of the Study will be promptly disclosed to Abbaott, assigned to
Abbott and will be the sole property of Abbott. Institution and Investigator each agree, upon Abbott's request and at
Abbott's expense, to execute or cause lo have executed such documents and to take such other actions as Abbott deems
necessary or appropriate to obtain patent or other proprietary protection in Abbott's name covering any of the foregoing.

11. Publications and Presentations.

(a) Publication Requirements. To foster the highest standards of conduct related to scientific publications, including
manuscripts, abstracts, and posterloral presentations (collectively, “Publication(s)’), Abbott is committed to
transparency and ethical publication practices. If Investigator serves as an author on any Pubfication emanating from
the Study, Investigator must comply with the Requirements for Scientific Publications attached hereto as Exhibit B.

(b) Procedures. As the Sludy sponsor, Abbott retains the first right to disclose the results of the Study through a
Fublication or any other public disclosure (collectively, a "Study Results Disclosure”). Accordingly, following the
earliest of: (i) Abbott’s Study Results Disclosure; or (i) twelve (12) months after completion or termination of the Study
at all Study sites, Institution and Investigator shall have the right to prepare and submit for Publication a Study Result
Disclosure in appropriate scientific joumnals or other prafessional publications. If Institution or Investigator prepares a
Study Results Disclosure, Institution shall provide or shall require Investigator to provide Abbott, at least sixty (60)
days prior to any submission of a work for a Study Results Disclosure;, with a draft of the same for Abbott’s review and
comment o ascertain whether any patentable subject matter or Abbott Confidential Information {other than the results
of the Study generated hereunder) are disclosed therein. Abbott shall retum comments to Institution or Investigator
within sixty (60) days after receipt of the draft Study Results Disclosure (the “Review Period®). In addition, Institution
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or Investigator shall delay any proposed Study Results Disclosure an additional sixty (60) days in addition to the
Review Period in the event Abbott so requests to enable Abbott 1o secure patent or other proprietary protection (the
‘Delay Peripd”). Institution agrees and shall require Investigator to agree to keep the proposed Study Results
Disclosure confidential until the Review Period and, if elected by Abbott, the Delay Period has expired. Institution
agrees and shall require Investigator to agree that due consideration will be given to Abbott comments; and further,
Abbott Confidential Information (other than the resulis of the Study generated hereunder) shall be deleted from any
Study Results Disclosure. In the event that Institution or Investigator and Abbott differ in their opinion or interpretation
of data in the Study Results Disclosure, the parties shall resolve such differences in good faith through appropriate
scientific debate.

12 Bepresentafions and Warranties. Insfitution represents and warrants that:

(a)

(b)

(c)

(d)

(e}

{f

(g)

(h)

U}

the terms of this Agreement are valid and binding obligations of Institution, and are not inconsistent with any other
contractual or legal obligation it or Investigator may have or with Institution’s policies and procedures or the policies
and procedures of any institution or company with which each of Insfitution or Investigator is associated;

Institution's performance of the services and acceptance of compensation, including the acceptance of any meals
and/or reimbursement of reasonable expenses for investigator meetings or other Abbott reguired meetings, which may
be provided to Investigator or Institution (including its employees and agents) hereunder, is in compliarnce with all
policies and procedures of Institution, and that Investigator's performance of such services does not present a conflict
of interest with Investigator's official duties;

Investigator has received any required authorization, written or otherwise, from Institution for Investigator's
performance of the services and acceptance of any meals andlor reimbursement of reasonable expenses for
investigator meetings or other Abbott required meetings, which may be provided to Invesiigator hereunder;

If Investigator leaves Institution's employment during the Term, then Institution wil promptly notify Abbott in writing and
will oblain a written acknowledgement by Investigator's new employer that Investigator is participating in the Study
under the tarms of this Agreement;

Institution and Investigator have the experience, capabilities, adequate subject population, and resources, including
but not limited to sufficient personnel and equipment, to efficiently and expeditiously perform the Study in a2
professional and competent manner:

any subinvestigators used by Institution for the Study will be selected based upon 2 consideration of the following: (i)
training and expentise in relevant fields; (i) appropriate research facilities; (i) experience with the relevant subject
population so that the subinvestigator has a reasonably high likelihood of recruiting the appropriate research
participants and following through to the completion of the Study; (iv) prior scientific research or clinical experience:
and (v} ability to conduct the Study in accordance with applicable legal and regulatory requirements;

Investigator is not under investigation or subiject to any disciplinary action by any medical board, and Investigator has
a medical license, or equivalent, that has not been restricted or suspended by any medical board in any way. In the
event that any of foregoing occurs, Investigator shall immediately notify Abbott, and Abbott shall have the right to
immediately terminate this Agreement;

Institution shall ensure that Investigator does not alter in any way Investigator's normal practice for prescribing
medications to patienis or be influenced in any way to prescribe an Abbott product in place of any other therapy due to
the conduct of this Study or payment to Institution of any compensation from Abbatt for conducting this Study: and

if any significant changes occur during the Term with regard to the circumstances surrounding this Agreement (eq.,
there is a change in a policy or procedure that could reasonably be interpreted to affect the propristy of Institution or
Investigator's invaivement in this Agreement), Institution agrees to immediately notify Abbott in writing of any such
changes,

13. Temn and Termination.

(a)
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This Agreement will be effective on the Effective Date and shall expire on the later of: (i) one (1) year from the
Effective Date; (i) the date of Study database lock if there is subject enroliment under this Agreement; or (i} the date
of completion of all the obligations of the parties hereunder (the “Term’), unless terminated earlier as provided below.
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14,

15

16.

17,

{b) Abbott may terminate this Agreement at any fime upon writter notice. Either party may terminate this Agreement
upon written notice if (i) the other party has breached a maerial term of the Agreement, or (i) if the Study is
terminated by any governmental or regulatory authority.

{c) Termination or expiration of this Agreement will not affect any rights or obligations which have accrued prior thereto.
In the event of termination of this Agreement, Institution will discontinue all then-enrolled subjects from the Study.

Insurance. Each party agrees to maintain a policy or policies of insurance or self-insurance sufficient lo satisfy its
respective dufies and obligations under this Agreement to the extent such duties and obligations are commercially
insurable. Each party further agrees to provide written evidence of such insurance (including cerificates of insurance or
other evidence providing reasonable assurances) to the other party within seven {7) business days following receipt of
written reguest by the other party therefore.

Debarment and Exclusion. Institution represents and warrants that none of Institution, any Insfitution employees, including
investigator, agents and subcontractors performing services hereunder, including any subinvestigators, have ever been, are
currently, or are the subject of a proceeding that could lead to Institition or such employees, agenis or subcontractors
becoming, as applicable, a Debamed, Excluded or Convicted Entity or Individual, rior are they listed on the United States
Food and Drug Administrations: (the “FDA") Disqualified/Restricted List for clinical investigators.  Institution further
covenants, represents and warrants that if, during the Term, Institution, or any of Institution's employees, including
Investigator, agents or subcontractors, including any subinvestigators, performing services hersunder, becomes or is the
subject of a proceeding that could lead to that party becoming, as applicable, a Debarred, Excluded or Convicted Entity or
Individual or added to FDA's Disqualified/Restricted List for clinical investigators, Institution will immediately notify Abbott,
and Abbatt will have the right to immediately terminate this Agreement. The provision of this paragraph regarding notice of
acls occurring during the Term will survive termination or expiration of this Agreement. For purposes of this provision, the
foliowing definitions will apply:

() A "Debarred Individual" is an individual who has been debarred by the FDA pursuant to Title 21 of the United States
Code (TUSC") Section 335a (a) or (b) by any other competent authority, including, without limitation, any local
competent authority from providing services in any capacity to 2 person that has an approved or pending drug product
application,

(b) A "Debarred Entity” is 2 corporation, partnership or association that has been debarred by the FDA pursuant to Title
21 of USC Section 335a (a) or (b) by any other compstent autharity, including, without limitstion, any local competent
authority from submitting or assisting in the submission of any abbraviated drug application, or a subsidiary or afffiate
of a Debarred Entity,

{c} An "Excluded Individual® or *Excluded Entity" is {i) an individual or entity, as applicable, who has been excluded,
debarred, suspended or is otherwise ineiigible to participate in federal health care programs such as Medicare or
Medicaid by the Office of the Inspector General of the U.S. Depariment of Health and Human Services; or {ii) s an
individual or entity, as applicable, who has been excluded, debarred, suspended or is otherwise ineligible to participate
in federal procurement and non-procurement programs, including those produced by the U.5. General Services
Administration.

{d) A "Convicted Individual’ or "Convicted Entity’ is an individual or entity, as applicable, who has been convicted of a
criminal offense that falls within the ambit of Title 21 of USC Section 335a(a) or Title 42 of USC Section 1320a - 7(a).
but has not yet been excluded, debarred, suspended or otherwise declared ineligible.

(e) °FDA’s Disqualified/Restricted List" is the list of clinical investigators restricted from receiving investigational drugs,
biologics, or devices if FDA has determined that the investigators have repeatedly or deliberately failed to comply with
regulatory requirements for studies or have submitted false information to the study sponsor or the FDA.

Independent Contractor. Each of Institution and Investigator's relationship to Abbott under this Agreement is that of an
independent contractor, and neither Institution nor Investigator has authority to bind or act on behalf of Abbott,

Assignment. Institution may not assign this Agreement to any other party, or subcontract any of its services hersunder,
without Abbott's prior written consent. Any attempted assignment without Abbott's prior written consent will be null and void
and will constitute a material breach of this Agreement. Any permitted assignee shall assume all obligations of Institufion
under this Agreement. Assignment shall not relieve Institution of responsibility for the performance of any accrued
obligation. Further, in the event that Institution is permitted to subcontract any duty hereunder to any third party, such
subcontractor shall execute an agreement in a form acceptable to Abbott obligating such subcontractor to comply with the

CONFIDENTIAL

Legal Template: India - Epidemiolegical Study Agreement Template 05Aug2013
Dacument NMame: Dr.Sandeep Patil

_ EPIDIDGT g ﬁ ) ﬂ



[Krshna Institute of Medical Sciences]
[Dr Sandeep Patil]

[Protocol EPIDIOET)

1071 July 2019]

18.

19.

20,

21,

22

23.

24,

terms and conditions hereof, and Institution shall remain responsible and liable for the acts or omissions of such
subcontractor activities as if such activities had been performed by Institution.

Subinvestigators. Institution will not use any subinvestigator for the Study without Abbott's prior written consent. and only
upon Institution’s agreement to ensure any subinvestigators compliance with the terms and conditions of this Agresment.

Motices. Any notice required or otherwise made pursuant to this Agreement shall be in writing, personally deliverad or sent
by certified mail, return receipt requested, or recognized courier service, properly addressed, or by facsimile with confirmed
answer-back, to the other parly at the address set forth below. Motices shall be deemed effective (3) on the date received if
personally delivered or sent by certified mail or recognized courier, or (b) upon the date of confirmed answer-back if sent by
facsimile.

If to Institution: If to Investigator:

Dr. Sandesp Patil Dr. Sandeep Patil

Mdrass:rﬁw Institute of Medical Sciences Address: Krishna Institute of Medical Sciences
ard'Dee niversity, eemefl University,!'

Research Depariment, OPD number 21, Research Department, OPD number 21,
Pune-Banglore Highway-4, Pune-Banglore Highway-4,

Mzalakapur Road, Karad.
Maharashira, INDIA,

Phone: B308391683/ 8146272002

If to Abbott:

Ms.Sneha Nair,

Head-Clinical Operations,

Abbott India Ltd,

Floor 16, Godrej BKC,

Plot No.C- 68, BKC Mear MCA Club,

Malzkapur Road, Karad.
Maharashtra. INDIA.

Phone: B308391683/ 9146272002

with a copy to:

Director — Legal & Secretarial
Abbott India Limited,

Floor 16, Godrej BKC,

Plot No. C —68, BKC,

Mear MCA Club, Bandra {(E)

Bandra (E) Mumbai — 400 051.
gaharashtra- 400051, India Phone: 81-022-2871 7488

Mobile Mo : +81-0870780488

Survival Notwithstanding termination of this Agreement for any reason, rights and obfigations which by the terms of this
Agreement survive termination of the Agreement, will remain in full force and effect,

Severability. If any provision, right or remedy provided for hersin is held to be unenforceable or inoperative by a court of
competent jurisdiction, the validity and enforceability of the remaining provisions will not be affected thereby.

Counterparts.  This Agreement may be executed in any number of counterparis, each of which shall be deemed to be an
original, and all of which together shall constitute one and the same agreement. Each party acknowiedges that an original
signature or a copy thereof transmitted by facsimile or by PDF shall constiute an original signature for purposes of this
Agrearment.

Governing Law. This Agreement shall be governed by and construed in accordance with the laws of India, excluding its
conflicts of laws provisions.

Dispute Resolution. Any dispute, controversy or claim arising out of or relating to this Agreement which cannot be resoived
within thirty (30) days by mutual consent of the Parties, shall be settled by arbitration in accordance with the Indian
Arbitration and Conciliation Act, 1996, as amended from time to time, by one arbitrator appointed in accordance with the said
Act. The arbitration shall take place in Mumbai and shall be conducted in the English language. The award of the arbitrator shall
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25,

26,

: e g
Namezgﬂ&ﬂ/\a l'\JﬁiLE Mame: _Dr Sandeep Patil

be final and binding on both parties. The parties bind themselves to carry out the awards of the arbitrator. This Section shall
survive termination or expiration of this Agreement,

Enlire Agreement. This Agreement, including all exhibits hereto, contains the entire understanding of the parties with
respect to the subject matter herein and supersedes all previous agreements and underiakings with respect thereto. This
Agreement may be modified only by written agreement signed by the parties. This Agreement is being signed in the
Engiish language only. If another language version is created, it shall not affect the interpretation of this Agreement and the
English language version shall prevail.

Financisl Disclosure Cerification. Prior to the initiation of the Study, Institution will ensure that each Investigalor and any
subinvestigator (a) completes and retums to Abbott the Financial Disclosure Certification. Investigator understands and will
be required to certify that Investigator and all subinvestigators conducting the Study, and their immediate families may not
have a direct ownership interest (e.g., inteliectual propery rights) in the Abbott Product, nor may they be compensated with
Abbott securities in exchange for being an Investigator or subinvestigator in the Study. Investigator and any subinvestigator
will promptly notify Abbott of any change in the accuracy of the Financial Disclosure Certification during the Term and for
oné (1) year following completion of the Study.

KRISHNA IN TE OF MEDICAL SCIENCES

v SaGA-

mweHeod - ((}uical OFQ"%PIJQ-LBTME Asdctant Prefettor
Date; El\kﬁ#_!?falal Date: iii:IULL_}__(]jj

HEAD OF THE TITUTION

By: {* :

Name:_ )7 - ‘M{,‘J‘ G hﬂr"pnd €
Tite:____InsHtuHonal Head

pate: 168 [Jul] 2019

REGISTRAR
Krishna Institute of Medical Sciences
“Deemed To Be University”, Karad

Exhibit A - Budget

Attachment 1 to Exhibit A

Exhibit B - Safety Reporting Obligations

Exhibit C- Requirements for Scientific Publications
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EXHIBIT A
BUDGET
INVESTIGATOR Dr. Sandeep Patil Toke
Krishna Institute of Medical Sciences mf Deemed University, Research Department, OPD number
ADDRESS 21, Pune-Bangalore Highway-4, Malakapur Road, Karad, Maharashtra, INDIA.
FHOMNE NUMBER  |8308391683/ 9146272902
DISEASE BEING STUDIED:; Hepatic 7 s
Encephalopathy in patients with Cirhosis PROTOCOL: EPIDIO&T Visits: Visit 1

Number of subjects at Institution required per Prolocol/Study

Total per subject cost (see Attachment 1, per subject breakdown; payments to be made per sy .
the Subject Visit Payments schedule, described below) SR 2000 (Visr) = 2000

Total cost for all CRFs for all subjects INR 60,000
Institutional Overhead Charges 25%

ADDITIONAL STUDY FEES: Payments will be made as follows, in accordance with Compensation Section of the
Agreement.

TOTAL COMPENSATION 73000 INR

SUBJECT VISIT PAYMENT SCHEDULE: Payments will be made as follows, in accordance with the Compensation
Section of the Agreement:

Subject Visit Payments: Payments for subject visits will be made according to the milestones decided in this agreement.
Payments will be made after data is entered by Investigator into the CRFs and reviewed by Abbott, and will correspond to
amounts listed in Attachment 1 to Exhibit A Investigator understands that such payments are subject to subsaguent
verification by Abbott and will be adjusted per Section 7(d) (Compensation) of the Agreement if necessary. Total payment
mentioned in the agreement is for a recruitment of 30 patients

A CRO, JS5 Medical Research India Private Limiled has been contracted for subject recruitment, source documentation&
data entry purpose. The cost of the CRC will be paid by Abbott India Lid to JS§ Medical Research India Private Limited. The
lsile payment will be managed by JS5 Medical Research Indiz Private Limitad.

A final payment shall be made following termination of the Study, delivery to Abbott of the remaining Completed CRF(s), final
reconciliation of any remaining amounts due, and the retum to Abbott of all items described in Section 4 (Study Supplies) of
the Agreement, Abbott will not be obligated to reimburse Institution for pass-through expenses invoiced to Abbott mora than

one hundred e:ighi i1 BDI daﬁ after the termination date of this ﬁr&ement.

CHEQUE PAYMENT INFORMATION:

Chegue shall be made payable to: Umqut Cl‘lﬁ';{ﬂJ Ef‘!ﬁﬂl'rth Sea vimj
e v Suml  Choudha
Individusl's name and address o ' :
. b Bloc B Rad ¢ Prokauh Helting Sociely, kKedewald,
receive Payment at Institution: F&\a}g i‘:’ﬂ:?rl_a¥ ramﬁn %rgn;i Eliﬂ fexs . Mikar i.;?' Fisei, ty
Individual’s name and e-mail address Dr. Sanil Cheptcthar
at site {0 receive detailed payment ;
infarmation: emad |-Id - drsunilehaud hary 63 @ gmail com
Individual's name and address to . =
lracei'.re Invoices at Abbott: Dv. Prach! Bheyer

(Information must be accurate for FDA purposes)

]

Add. Director of Research
KIMSDU, Karad
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IF;ayeeName: Unigye CIiretd  Regerireh Serwvickd
ank Account No. Onr}- SO ﬂrﬂ{b&

IFSC Code: ICIopannnld

Bank Name, Branch & address: Joget Bank

Aundh granch, Pune.

GSTN, If applicable:;

*HA 21AAFFUSOTRR1Z5

Add. Director of Research
KIMSDU, Karad
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ATTACHMENT 1 TO EXHIBIT A
Study Budget Breakdown

For participation as Principal investigator

1.Scope of work
2. Table 1: Subject grant
Fee Per completed CRF per subiject On enrollment of 15 patients- 25%
2500 {including overhead) On enrollment of 30 patients- 25%
n_data entrv completion of all enrolled
patient- 25%,
On DBL- 25%
Other Payment terms:

Legal Template: India - Epidemiclegicsl Study Agreement Template 05Aug2013

Cost for minimum 30 patients completing the study = 30*2000 & institutional overhead charges- 25%
Total Investigator Grant = INR 75000

With reference to clause 8/g towards compensation: Abbott India Ltd has delegated its payment obligation
towards the investigators to a service provider (i.e. JS5 Medical Research India Private Limited). Thus payment
shall be made from Abbott to Investigator through (JSS Research).

An invoice addressed to J55 Medical Research India Pvt Ltd will have to be provided by the investigator (on
institution letterhead) to the personnel from JSS Research India Private Limited prior to release payment. A
template for the same will be shared by JSS Research. Any and all invoices raised by the institution/ site under
the agreement shall be paid by the Abbott within 60 days from the date of the receipt of the invoice from the
institution/ site to the Abbott. '

Travel Expenses: Expenses towards domestic travels, hotel stay, meal and car rental for any of the study
related meeting would be done by Abbott with prior written approval from Abbott.

All payments under this agreement are subject to applicable taxes including service tax and the same shall be
borne by Abbott. As per the Indian Tax Laws TDS would be applicable. A TDS certificate would be provided to
your site before the end of the financial year.

Payment will be released within 60 days of receipt of the invoice.

o)

Add. Director of Research
KIMSDU, Karad
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EXHIBITE

SAFETY REPORTING OBLIGATIONS

(2} Institution and Investigator shall comply with all applicable adverse event reporting and ather regulatory obligations
applicable for investigators and Abbott shall comply with all applicable adverse event reporting and other regulstory obiigations
applicable for sponsors. In addition, Institution and Investigator shall report to Abbott the following Pharmacovigilance-relevant
information if spontaneously reported to Institution or Investigator and only in case radating to an Abbott product(s):

(i) adverse reactions (a response to a medicinal product which is nexious and unintended. Response in this context means that
a causal relationship between a medicinal product and an adverse event is at least a reasonable possibility);

(ii) product exposure {including matemal, paternal or fetal exposure) associated with a pregnancy;

(ili) trans-mammary exposure of an infant (transmission via breast milk) to a product:

(iv) overdose (i.e. administration of a quantity of a medicinal product given per administration or cumulatively which is above the
maximum recommended dose according to the autherized product information (Note: Clinical judgment should always be

applied));

(v) abuse (i.e. persistent or sporadic, intentional non-therapeutic excessive use of a product by patientfconsumer which is
accompanied by harmful physical or psychological effects)

(vi) misuse (i.e. intentional and therapeutic but inappropriate use of a product by patient/consumer not in accordance with the
authorized product information);

(vil) off-label use (i.e. intentional prescribed therapeutic use of a product not in accordance with the authorized product
information);

{vill) cccupational exposure (i.e. exposure to 3 product as a result of one's prafessional or non-professional occupation):

(ix) medication erors (i.e. unintended failure by patient/consumer or health cara professional in the drug treatment process that
leads to, or has the potential to lead to, harm to the patient);

(x) lack of therapeutic efficacy (i.e., "lack of effect” reports), which will be handled as a serious adverse reaction if associated
with vaccine or contraceptive product or drugs used for eritical conditions or for the treatment of life-threatening diseaszes;

{xi} suspected transmission of an infectious agent, which will be classified as a serious adverse reaction;
{xii) an unexpected therapeutic or clinical benefit from use of the product.

(b) Such information shall be reported by Institution and/or Investigator to Abbott within 24 hours of becoming aware of such
occurrences. Institution and Investigator shall promptly make available to Abbott such records as may be necessary and
periinent to investinate such occurrences.

. Add. Director of Research
g KIMSDU, Karad
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{c) All Pharmacovigilance-relevant information mentioned above relating to the Abbott Product(s} shall be reported 1o the
following contact;

Affiliate Safety Representative (ASR)

Dr. Kirti Chavan

Manager Pharmacovigilance and Operations
Established Pharmaceuticals Division
Abbott Healthcare Private Limited

Floor 16, Godrej BKC, Plat No. C — 68,
BKC, Near MCA Club, Bandra (E)

Mumbai — 400051,

pv.india@abbott.com

(d) Abbott will acknowledge receipt of the information within 24 Hours. If investigator does not receive acknowledgement, the
information will have to be re-transmitted.

Thyaue!

Add. Director of Research
KIMSDU, Karad
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Exhibit C

REQUIREMENTS FOR SCIENTIFIC PUBLICATIONS

1. Criteria for Authorship. Based on the October 2007 guidelines of the International Committee of Medical Journal Editors
{ICMJE), autharship credil must be based on:

(2) Substantial contributions to conception and design, or acquisition of data, or analysis and interpretation of data; and
(b) Drafting or revising the arlicle for important inteflectual content: and
{c) Final approval of the version Io be published.

A person must meet all three of the above criteria to warrant authorship,

2. Acknowledgement of Medical Writers and Other Contributors. Tnose individuals who have made a significant contribution
to the Study or Publication, but do not meet the criteria for authorship noted above, must be listed in an acknowledgments
section, including disclosure of the source of any financial suppart given to such contributors. All persons must give written
permission to be acknowledged.

3. Conflict of Interest. In the interest of transparency and maintaining the highest possibie standards of conduct, authors will
comply with each journal's or congress's requirements for confiict of interest disclosure in the Publication. Such conflict of
interest disclosure requirements may include, but are not imited to, disclosure of an author's receipt of research grants,
author's receipt of payments for consultant or speaker services, andfor authar's ownership of stock.

4. Sponsorship. Authors must acknowledge Abbott as the funding source of a Study, and must also comply with additional
sponsorship-related disclosures required by the journal or congress. g

5. Access to Data. Abbolt will provide all authors with the final Protocol, statistical analysis plan, relevant statistical tables
generated from the plan, figures, and reports needed to prepare the planned Publication, Abbott will provide & copy of the
Protocol and plan for statistical analysis when requested by a medical journal considering a submitted manuscript for
publication, with the understanding that the documents are confidential, the property of Abboit, and should not be disclosed
to any third party without Abbott's prior written permission.

6. Redundant Publication. Duplicate or redundant publication of the Study results in peer-reviewed journals is not permitted.
Secondary Publications that present significant and scientifically sound additional analyses or groupings of data are
permitied. Publication of foreign language translations of the original manuscript, in accordance with the policies of the
Jjoumnals involved is permitted. Encore presentation of data, when permitted by scientific congress policy, is permitted.

Testgeot

Add. Director of Research
KIMSDU, Karad
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This Clinical Trial Agreement (“Agreement”) is made as on 1 1™ Jul 2019 (“Effective Date™) between

Lup?n Limited, incorporated under the laws of India with its registered office located at 3™ Floor, Kalpataru

Inspire, Off Western Express Highway, Santacruz East, Mumbai 400055 and having PAN: AAACL1 069K,

infjﬁeing its successors, assigns and Affiliates (hereinafter “Lupin™);

and |
£

Agreement Code: 70005736 _ 0{/(_’ 7
’ #/J / L,./f-:’“’

Page 1 0f24




Dr. Gaurav Paranjpe Confidential

Dr. Gaurav Paranjpe, an Indian citizen/resident, with his/her address at Krishna Institute of Medical
Sciences “Deemed to be University”, Pune- Bangalore highway NH-4, Malkapur road, Karad-415110,
Maharashtra, India and having PAN: AOTPP6400L (hereinafter “Principal Investigator™);

and

Krishna Institute of Medical Sciences “Deemed to be University”, with its address at Pune- Bangalore
highway NH-4, Malkapur road, Karad-415110, Maharashtra, India (hercinafter “Institution™)

and

Unique Clinical Research Services, with its address at Shree Prasad, Block No-2, Prakash Housing
Society, Kalewadi Phata, Thergaon, Pune 411033, Maharashtra, India (hereinafter “SMOQ”).

Lupin wishes 1o support a clinical trial entitled Protocol # LRP/RBZ/2015/002 “A Prospective,
Randomized, Parallel Group, Double Blind, Multicenter Study to Compare the Efficacy, Safety &
Immunogenicity of Lupin's Ranibizumab with Lucentis® in Patients with Neovascular Age-Related
Macular Degeneration™ (“Protocol™) to be conducted at Institution and to involve Trial Subjects
{collectively, “Trial” or “Study™).

The parties agree as follows:
1. Definitions:

1.1 Affiliate: means with respect to a Person, any other Person which, directly or indirectly through
one or more intermediaries, Controls, is Controlled by or is under common Control with the first
mentioned Person, “Control™ shall mean with respect to any Party, the possession, directly or
indirectly, of 50% or more of the voting securities and/ or the power to direct or cause the direction
of the board and/ or management and/or policies of that Person, whether through ownership of
voting securities, contract or otherwise.

I:2 Applicable Laws means any statute, law, regulation, ordinance, rule, judgment, injunction, order,
decree, ruling, licence, permit, consent, approval, directive, agreement, guideline, policy or
restriction, or any requirement or decision or interpretative, legislative or administrative action of,
or determination by, any Authority having jurisdiction over the matter in guestion, or otherwise
applicable to the Parties, whether in effect as of the date of this Agreement or at any time thereafter:
and including all data protection, privacy, drug, anti-competitive, anti-corruption, anti-bribery as
well as export and re-export laws and regulations, GCP and related United States Food and Drug
Administration (“FDA™), European Medicines Agency ("EMA™) and India Food and Drugs
Administration (or any other similar Authority), regulations and guidelines.

1.3 Authority means any constitutional, judicial, governmental, quasi-governmental, legislative,
statutory, quasi-judicial, departmental, regulatory or public body constituted by any statute or
ordinance or by a court of competent jurisdiction, or any authority having jurisdiction over the
Parties or the subject matter of this Agreement.

1.4 Intellectual Property Rights: includes patents, trademarks, service marks, logos, trade names,
internet domain names, copyright and moral rights, database rights, semi-conductor topography
rights, rights in designs, rights in inventions, rights in know-how and other intellectual property
rights, in each case whether registered or unregistered, and all rights or forms of protection having
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1.5

1.9

1.10

111

112

21

22

23

24

equivalent or similar effect anywhere in the world and the term ‘registered” includes registrat!
and applications for registration, rights to Studv Results, economic copyrights and know-how
therein conceived, generated or reduced to practice during the Study.

Invention: shall be understood in the widest sense of the word, in particular including but not
limited to patentable and non-patentable technical inventions, discoveries, improvements, and
innovations of any kind.

Party: means Lupin, Institution and Principal Investigator and “Parties” shall mean all of them.

Person: means any individual, corporation, company, partnership, trust, limited liability company,
association or other entity.

Study Site: means the premises on which the Study will be carried out.
Study: means the investigation to be conducted at the Study Site in accordance with the Protocol.

Study Team: means the Principal Investigator, Sub-Investigator(s), Institution staff, employees of
Institution’s Affiliates or any person involved in the conduct of the Study at the Study Site.

Regulatory Approval: mean any and all permits, consents, grants, approvals, authorizations,
licenses, waivers, exemptions, concessions, sanctions, permissions, registrations, certificates,
agreements, orders, declarations, filings, reports or notices of, with or to any Authority pursuant to
Applicable Law.

Research Staff: Institution staff, employees of Institution’s Affiliates or any person involved in
the conduct of the Study at the Study Site.

Investigators and Research Staff

Principal Investigator. The Principal Investigator is an employee of the Institution who will be
responsible for the direction of the Trial in accordance with applicable Institution policies. The
Principal Investigator commits himself and his Research Staff to conduct the: Trial as per the
Protocol and the Applicable Laws, against fair compensation.

Sub-investigators and Research Staff. Principal Investigator will ensure that only individuals who
are appropriately trained and qualified assist in the conduct of the Trial as Sub-investigators or

Research Staff.

Obligations of Principal Investigator. Principal Investigator shall be solely responsible for strict

compliance by all Trial personnel, including the Sub-investigators and the Research Staff, with the
terms of this Agreement. Principal Investigator shall ensure that any personnel who assist in the
conduct of the Trial are informed of and agree to abide by all terms of this Agreement applicable
to the activities they perform. Principal Investigator will assume all those responsibilities assigned
to all principal investigators under various Applicable Laws, rules, regulations, guidelines and
standards including without limitation all relevant International Conference on Harmonization
Good Clinical Practice (“ICH GCP™) guidelines and standards, and all Applicable Laws including
those relating to the confidentiality, privacy and security of patient information.

The Principal Investigator shall be solely responsible and liable for performance of the obligations
under this Agreement by the Study Team. Any breach committed by the Sub-investigator or any

{
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other member of the Study Team shall be deemed to be a breach committed by the Principal
Investigator. Nothing contained herein shall discharge or relieve Principal Investigator from its
obligations or liability hereunder.

No Substitution. Principal Investigator may not reassign the conduct of the Trial to a different
principal investigator without prior written authorization from Lupin. In the event Lupin approves
such replacement, such replacement principal investigator will be required to agree to the terms
and conditions of this Agreement separately in writing. In the event Lupin does not approve a
replacement principal investigator, Lupin will have the option to terminate this Agreement in
accordance with the termination provisions below.

Delegation of duties by Principal Investigator. Principal Investigator may delegate duties and
responsibilities to Sub-investigators or Research Staff only to the extent permitted by Applicable
Law governing the Trial Conduct, as described below.

Compliance with Institutional Policies. Principal Investigator will comply with the policies and

procedures of the Institution, with which Principal Investigator is affiliated, including any
applicable financial policies. Principal Investigator will notify Lupin promptly of any conflict
between the terms of this Agreement and any such policy or procedure, and the Parties will attempt
to reach an appropriate accommodation,

Protocol. The Principal Investigator shall conduct the Trial in accordance with the Protocol.

Amendments. The Protocol may be modified only by a written Amendment, signed by both, Lupin
and the Principal Investigator. The parties acknowledge that Protocol Amendments are also subject
to approval by the responsible Independent Ethics Committee (“IEC™).

Emergency Amendments. If it is necessary to change the Protocol on an emergency basis for the
safety of the Trial Subjects (hereinafter defined), Principal Investigator will notify Lupin and the
responsible IEC as soon as practicable but, in any event, no later than three working days after the
change is implemented. Any emergency change to the Protocol must be followed by a written
Amendment duly executed by Lupin and the Principal Investigator.

No Additional Research. Principal Investigator represents and warrants that no additional research
will be conducted on Trial Subjects during the conduct of the Trial, unless it is approved by Lupin
in writing, and documented as a companion protocol or an Amendment to the original Protocol.
Such prohibited research activities include analyses of biclogical samples from Trial Subjects for
any non-therapeutic purpose.

Independent Ethics Committee. Before the Trial is initiated, Principal Investigator will ensure that
both the Trial and the informed consent form are approved by an IEC that complies with all
applicable regulations. Principal Investigator will further ensure that the Trial is subject to
continuing oversight by the IEC throughout its conduct.

Trial Disapproval. If, through no fault of Principal Investigator, the Trial is disapproved by the IEC,
this Agreement will immediately terminate with no penalty to the Principal Investigator, as outlined
below.

Trial Conduct. Principal Investigator will conduct the Trial in accordance with the Protocol,
Lupin’s or its designee’s written instructions and Applicable Law.

x
e
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Trial Initiation: Prior to initiation of the Trial, Lupin may organize an investigator meeting for all
investigators who are taking part in the clinical trial for Lupin Drug, at such place and time as
finalized by Lupin (“Investigator Meeting™). The purpose of the Investigator Meeting will
including but not limited to, to make the investigators aware about — (i) scientific aspect of the
clinical trial; (ii) standard operating procedures including documentation process and adverse event
reporting; (iii) Protocol and various regulatory guidelines within which the investigator needs to
conduct clinical trial for Lupin Drug. The Principal Investigator agrees to attend the said
Investigator Meeting along with such members of its Research Staff, as approved by Lupin
(“Attendees”). Lupin agrees that it may arrange for the travel and boarding and lodging of the
Investigator Meeting Attendees if it happens.

Lupin Drug. Lupin will provide the Principal Investigator with sufficient quantities of Lupin
product that is being studied (“Lupin Drug”) to conduct the Trial. If required by the Protocol and
unless otherwise agreed in writing, Lupin will also provide placebo or comparator drug
(“Comparator Drug”).

Custody and Dispensing. Principal Investigator will adhere to Applicable Law and industry
standards requiring careful custody and dispensing of Lupin Drug or Comparator Drug, as well as
appropriate documentation of such activities.

Control. Principal Investigator will maintain appropriate control of supplies of Lupin Drug or
Comparator Drug and will not administer or dispense it to anyone who is not a Trial Subject, or
provide access to it to anyone except Principal Investigator, Sub-investigators, or Research Staff.

Use. Principal Investigator will use Lupin Drug or Comparator Drug only as specified in the
Protocol. Any other use of Lupin Drug or Comparator Drug constitutes a material breach of this
Agreement,

Ownership of Lupin Drug. Lupin Drug is and remains the sole and exclusive property of Lupin.
Lupin grants or assigns Principal Investigator no express or implied intellectual property rights in
Lupin Drug or in any methods of making or using Lupin Drug.

Payment for Lupin Drug or Comparator Drug. Princi pal Investigator will not charge a Trial Subject

or third-party payer for Lupin Drug or Comparator Drug or for any services reimbursed by Lupin
under this Agreement.

Representation and Warranties:

The Principal Investigator and Institution hereby jointly and severally represent and warrant to
Lupin the following:

a. The Principal Investigator is trained and qualified to conduct clinical trials at the Study
Site, and the Study Team working on the Study shall be appropriately trained in ICH GCP
and the Protocol;

b. The Principal Investigator and the Study Team shall perform the Study in an efficient and
professional manner and shall complete the Study within the time period as informed by
Lupin from time to time;

c. The Principal Investigator and Institution shall duly observe and follow all directives,
conditions and restrictions, if any imposed by the respective Authority(ies) under the
4
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applicable Regulatory Approval. It shall not in any during the course of its business with
any other party, breach directly or indirectly, any Applicable Law which may have an
impact on the Study in any manner;

d. The Principal Investigator and the Study Team shall conduct the Study under the review
and direct supervision of Lupin, the EC, or an appropriate independent review committee
of scientists or other qualified individuals or any such board, body or committee authorized
to co-ordinate, review and safeguard the rights, safety and well-being of the Trial Subject;

€ The representation, warranties set out hereunder may be relied upon in any applications to
any Authority(ies);
f. The Principal Investigator and/or the Institution shall not, at all times during the term

hereof, neither appoint nor utilize the services nor assign the activities of the Study
contemplated under the Protocol to any Sub-investigator(s), who is debarred under any
regulatory requirements/ Laws or statutes from undertaking or performing the Study or the
obligations hereunder;

g. The Principal Investigator shall ensure the safe custody of the Study Drug in accordance
with the Protocol and shall not use the Study Drug for any purpose other than the purpose
of this Agreement;

h. The Principal Investigator and/or the Institution shall publish any data in connection with
the Study only in accordance with the Protocol;

i. The Principal Investigator and the Institution shall promptly notify Lupin in writing of any
change in the truth of any of the aforesaid representations;

J The Principal Investigator shall take necessary and appropriate steps to inform its Study
Team of the terms and conditions of this Agreement and to ensure that such persons comply
with the terms and conditions of this Agreement;

k. The Principal Investigator and the Institution shall at all times be accountable to Lupin for
any and all breach, action, inaction or omission, committed by the Study Team, support
staff and personnel provided by it for conducting the Study;

i In the event the Study Site is inspected and the Study data are audited / examined by any
Authority(ies) having competent jurisdiction under the regulatory requirements or
Applicable Laws, the Principal Investigator and/or the Institution shall forthwith notify
Lupin in writing of such inspection, inquiry, audit or examination conducted by such
Authority(ies);

m. The Principal Investigator shall co-ordinate, co-operate with and assist in conducting the
Study and shall perform such obligations and duties, as may be assigned or imposed upon
him/her, in a timely manner, in accordance with the regulatory requirements and
Applicable Law:;

n. The Principal Investigator and/or the Institution shall not in any during the course of its
business with any other party, breach directly or indirectly, any Applicable Law which may
have an impact on the Study / Study Agreement in any manner;

sissonceens i piA
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o. The Principal Investigator and the Institution shall apply for, and obtain, maintain, renew
all the applicable approvals including Regulatory Approvals, if any, during the term of the
Agreement. Further, the Principal Investigator and the Institution shall during the term of
this Agreement abide by all Applicable Laws, as amended from time to time:

p. The Principal Investigator and the Institution shall perform such other roles,
responsibilities and duties related to the Trial, as may be reasonably required by Lupin
from time to time; and

g. The Principal Investigator shall maintain true and complete financial records relating to the

Study performed under this Agreement including costs and expenses incurred in
connection with the Study.

Each Party hereby represents, warrants and undertakes as follows:

a. it has taken all necessary action on its part required to authorize the execution and delivery
of this Agreement;

b. this Agreement constitutes a legal, valid and binding obligation of the Parties; and

c. neither the execution nor the delivery of this Agreement nor its performance would violate
any agreement nor constitute a default under any such agreements to which the Parties are
a-party.

Lupin hereby represents and warrants to the Institution that it will, during the term of this
Agreement abide by all Applicable Laws including provisions of the Drugs and Cosmetics Act,
1940 and the Drugs and Cosmetics Rules, 1945, as amended from time to time.

Intellectual Property Rights

The Principal Investigator and/or the Institution shall duly notify Lupin, in a confidential written
notification, of any Invention and/or Intellectual Property Rights arising as an incident to and/or
during the conduct of the Study.

Principal Investigator and the Institution acknowledge and agree that any Intellectual Property
Rights relating to the Study shall be deemed to be works for hire created for Lupin, who shall claim
such Intellectual Property Rights through Lupin and shall hold sole title to such Intellectual
Property Rights. All such Intellectual Property Righis shall be deemed assigned to Lupin, and the
Principal Investigator and the Institution shall do or cause to be done all such things and deliver or
cause to be delivered all such documents as are necessary to give effect to this provision The
Principal Investigator shall ensure that all members of the Study Team assign all Intellectual
Property Rights to Lupin.

Principal Investigator and the Institution hereby jointly undertake that:

a.  The Principal Investigator will unequivocally transfer to Lupin the right to obtain patent on
Invention.

b.  Principal Investigator shall take all steps necessary to secure Inventions and Intellectual

Property Rights for the benefit of Lupin. To ensure the duties set forth in this Section are
carried out, Lupin may, at its own cost, request that Principal Investigator prepares and signs
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appropriate documents and authorisations, as well as performs any other actions necessary
for the rights to Inventions and Intellectual Property Rights to be vested fully and effectively
in Lupin. Lupin has the exclusive right to choose the form of protection of intellectual

property.

¢.  Principal Investigator shall refrain from taking any actions that would prejudice the
Intellectual Property Rights of Lupin in any way. Moreover, Principal Investigator agrees to
inform Lupin of any known infringement of its Intellectual Property Rights, and to support
Lupin, at Lupin’s expense, in actions intended to protect Lupin’s Intellectual Property Rights.

d.  Lupin shall have exclusive and undisputed ownership of anything related to the Study,
including without limitation, the Confidential Information, the Study Drug, the CRFs, the
Protocol and the Study Results.

8.4 Any and all Intellectual Property Rights in relation to the foregoing in Section 8.3(d) shall vest
exclusively in Lupin.

B3 The provisions of this Section shall survive the expiration and/or termination of this Agreement
indefinitely.

9. Research Grant. Funding will be made to the Principal Investigator or the SMO on behalf of the
Principal Investigator, as the case may be, by way of grant payments in accordance with
Attachment-B. The grant represents Principal Investigator’s costs of conducting the Trial. All
amounts are inclusive of all direct, indirect, overhead and other costs, including laboratory and
ancillary service charges, and will remain firm for the duration of the Trial, unless otherwise agreed
in writing by the parties. The Principal Investigator will not directly or indirectly seek or receive
compensation from patient(s) participating in the Trial (“Trial Subject(s)") or third-party payers for
any material, treatment or service that is required by the Protocol and provided or paid by Lupin,
including, but not limited to, Lupin Drug, Comparator Drug, Trial Subject screening, infusions,
physician and nurse services, diagnostic tests, and Lupin Drug and’or Comparator Drug
administration.

Principal Investigator and the Institution hereby agree that Lupin can make payments to the SMO
on their behalf and that the Principal Investigator and/or the Institution do not have any objection
to the same.

It is the responsibility of the SMO, Institution and the Principal Investigator to sort out any payment
related disputes amongst themselves and Lupin shall not be responsible in any manner whatsoever
for the same. The SMO, Principal Investigator and the Institution hereby jointly and severally
indemnify Lupin from any loss that Lupin may suffer as a result of such dispute affecting the Trial
in any manner.

10. Trial Subject Enrollment. Principal Investigator has agreed to enroll Trial Subjects in the Trial in
accordance with the Protocol. Lupin reserves the right, on written notice, o limit the number of
Subjects to be included in the Study, including, but not limited to instances where the recruitment
target has been reached.

10.1  Multi-Center Studies. Lupin may discontinue patient enrollment if the total enrollment needed for
a multi-center Trial has been achieved.

~,
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Informed Consent. Principal Investigator undertakes that it will obtain a written Informed Consent
Form (“ICF”) for each Trial Subject explaining the Trial Subject’s rights in connection with its
relationship with the Institution and Principal Investigator. Principal Investigator will maintain a
signed original of that ICF in the Trial Subject’s record. Principal Investigator will provide Lupin
an opportunity to review and approve the content of the ICF, including any revisions made during
the course of the Trial, before it is used. Principal Investigator will allow Lupin or its designee to
inspect signed ICFs or photocopies thereof during monitoring visits or audits. Principal Investigator
will submit any modifications it may propose to the ICF to Lupin for review and written approval
by Lupin before submitting the ICF for IEC approval. The Principal Investigator will ensure that
every Trial Subject signs an ICF approved by Lupin and the IEC before the Trial Subject begins
participating in the Trial. When required, the approved ICF will be modified to reflect amendments
to the Protocol.

Adverse Events. Principal Investigator will report adverse events experienced by Trial Subjects in
accordance with instructions in the Protocol and applicable regulations. This includes, where
required, prompt reporting by telephone. If a Trial Subject is physically injured by Lupin Drug or
properly performed Trial procedures and the Institution, Principal Investigator and other
individuals participating in the conduct of the Trial have followed the Protocol, all Applicable Laws
and regulations and all directions of Lupin, Lupin will reimburse the reasonable costs of medical
expenses necessary to treat the injury.

Protected Health Information. The Parties recognize a common goal of securing all individually
identifiable health information and helding such information in confidence and protecting it from
unauthorized disclosure. Principal Investigator represents and warrants that he/she will comply
with the provisions of any Applicable Laws relating to the confidentiality, privacy and security of
such information.

Authorization to Use and Disclose Health Information. Principal Investigator will obtain a written

privacy authorization, complying with Applicable Law, for each Trial Subject which will enable
Principal Investigator to provide Lupin and other persons and entities designated by Lupin with
completed Case Report Forms (“CRFs”), source documents and all other information required by
the Protocol. Lupin, though not a covered entity, recognizes that, pursuant to this Agreement, it has
the responsibility to protect all individually identifiable patient information and to restrict the use
of such information to those persons and entities, including consultants, contractors, subcontractors
and agents, who must have access to such information in order to fulfill their assigned duties with
respect 1o the Trial. Such use also will be restricted to those uses permitted in the authorization
forms and neither Lupin nor any party to whom Lupin may disclose individually identifiable health
information may use such information to recruit research subjects to additional studies, to advertise
additional studies or products, or to perform marketing or marketing research. Principal
Investigator will provide Lupin an opportunity to review and approve the content of the
authorization (including any revisions made during the course of the Trial) before it is used.

Confidential Information. During the course of the Trial, Principal Investigator andf/or the
Institution may receive or generate information that is confidential to Lupin Affiliate.

Definition. Except as specified below, Confidential Information includes all information provided
by Lupin, or developed for Lupin, Inventions (hersinafter defined), and all data collected during
the Trial, including without limitation results, reports, technical and economic information, the
existence or terms of this or other Trial agreements with Lupin, commercialization and Trial
strategies, trade secrets and know-how disclosed by Lupin to Principal Investigator and/or the

o
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Institution directly or indirectly, whether in writing, electronic, oral or visual transmission, or whick
is developed under this Agreement.

Exclusions. Confidential Information does not include information that is in the public domain
prior to disclosure by Lupin; becomes part of the public domain during the term of this
confidentiality obligation by any means other than breach of this Agreement by Principal
Investigator; is already known to Principal Investigator and the Institution at the time of disclosure
and is free of any obligations of confidentiality; or is obtained by Principal Investigator and the
Institution, free of any obligations of confidentiality from a third party who has a lawful right to
disclose it.

Obligations of Confidentiality. Unless Lupin provides prior written consent, Principal Investigator
may not use Confidential Information for any purpose other than that authorized in this Agreement,
nor may Principal Investigator and the Institution disclose Confidential Information to any third
party except as authorized in this Agreement or as required by law. Required disclosure of
Confidential Information to the IEC or to an applicable Authority is specifically authorized.

Disclosure Required by Law. If disclosure of Confidential Information bevond that expressly
authorized in this Agreement is required by Applicable Law, that disclosure does not constitute a
breach of this Agreement so long as Principal Investigator and/or the Institution notifies Lupin or
Lupin in writing as far as possible in advance of the disclosure so as to allow Lupin to take legal
action to protect its Confidential Information, discloses only that Confidential Information required
to comply with the legal requirement, and continues to maintain the confidentiality of this
Confidential Information with respect to all other third parties.

Survival of Obligations. For Confidential Information other than Trial Data and Biological Sample
Analysis Data, these obligations of nonuse and nondisclosure survive termination of this
Agreement. Permitted uses and disclosures of Trial Data are described in Sections 18 {Publications)
of this Agreement.

Return of Confidential Information. If requested by Lupin, Principal Investigator will return all

Confidential Information, at Lupin’s expense, except that required to be retained at the Study Site
by Applicable Law. However, Principal Investigator may retain a single archival copy of the
Confidential Information for the sole purpose of determining the scope of obligations incurred
under this Agreement.

Trial Data, Biological Samples. and Records.

Trial Data. During the course of the Trial, Principal Investigator will collect and submit data to
Lupin or its agent, as specified in the Protocol. This includes CRFs (or their equivalent) or
electronic data records, as well as any other documents or materials created for the Trial and
required to be submitted to Lupin or its agent, such as X-ray, MRL, or other types of medical images,
ECG, EEG, or other types of tracings or printouts, or data summaries (collectively, “Trial Data™).
Principal Investigator will ensure accurate and timely collection, recording, and submission of Trial
Data.

a.  Ownership of Trial Data. Subject to Principal Investigator’s right to publish, with prior
written intimation to Lupin, the results of the Trial and the non-exclusive license that permits

certain uses, Lupin is the exclusive owner of all Trial Data.
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b.  Non-Exclusive License. Lupin grants Principal Investigator a royalty free non-exclusive
license, with no right to sublicense, to use Trial Data for internal research or educational

purposes.

. Medical Records. Medical records relating to Trial Subjects that are not submitted to Lupin
may include some of the same information as is included in Trial Data; however, Lupin
makes no claim of ownership to those documents or the information they contain.

d.  Personal Information Protection. Each party represents and warrants that procedures
compatible with relevant personal information and data protection laws and regulations will

be employed so that processing and transfer of such information and data identifiers will not
be impeded.

152 Biological Samples. If so specified in the Protocol, Principal Investigator may collect and provide
to Lupin or its designee biological samples (e.g., blood, urine, tissue, saliva, etc.) obtained from
Trial Subjects for testing that is not directly related to patient care or safety monitoring, including
pharmacokinetic, pharmacogenomic, or biomarker testing (“Biological Samples™).

2. Use. Principal Investigator will not use Biological Samples collected under the Protocol in
any manner or for any purpose other than that described in the Protocol.

b.  Sample Data. Lupin or its designees will test Biological Samples as described in the Protocol.
Unless otherwise specified in the Protocal, Lupin will not provide the results of such tests
(“Sample Data”) to the Principal Investigator or Trial Subject. Sample Data will be treated
as Trial Data; therefore, if Lupin provides Sample Data to the Principal Investigator, that data
will be subject to the permitted use of Trial Data as outlined in this Agreement.

153  Records. Principal Investigator will ensure that Trial Subject’s Trial records, which include the
Principal Investigator’s copies of all Trial Data as well as relevant source documents (collectively,
“Records”), are kept up to date and maintained in accordance with Applicable Law.

@ Retention. Principal Investigator will retain all records and documents pertaining to the Trial
for a period in accordance with Applicable Law and the Protocol. Principal Investigator will
retain Records, under storage conditions conducive to their stability and protection, for a
period of fifteen (15) years after termination of the Trial unless Lupin authorizes, in writing,
earlier destruction. At the end of such required retention period, Principal Investigator will
not destroy any such records until it has obtained Lupin’s prior written permission to do so;
provided, however, that if Lupin does not give written permission to Principal Investigator
to destroy such records within thirty (30) days of Principal Investigator’s request to Lupin,
then Principal Investigator may forward all such records to Lupin, at Lupin’s expense, or
continue to retain such records. Principal Investigator further agrees to permit Lupin to ensure
that the records are retained for a longer period if necessary, at Lupin’s expense, under an

» arrangement that protects the confidentiality of the records (e.g., secure off-site storage).
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20.

Agreement Code: 70005736

Inspections and Audits.

Access. Upon reasonable request by Lupin, authorized representatives of Lupin, and/or authorized
representatives of the applicable Authority, may during regular business hours examine and copy:
all CRFs and other Trial records (including Trial Subject records and medical charts; Trial Subject
consent documents; drug receipt and disposition logs); examine and inspect the facilities and other
activities relating to the Trial or the IEC; and observe the conduct of the Trial.

Notice. Principal Investigator and/or the Institution will inform Lupin within twenty-four (24) hours
of any effort or request by regulatory authorities or other persons to inspect or contact the Principal
Investigator or research staff with regard to the Trial; will provide Lupin with a copy of any
communications sent by such persons; and will provide Lupin or Lupin the opportunity to
participate in any proposed or actual responses by Principal Investigator to such communications.

Cooperation. Principal Investigator and the Institution will ensure the full cooperation of the
researchers and IEC members with any such inspection and will ensure timely access to applicable
records and data. Principal Investigator will promptly resolve any discrepancies that are identified
between the Trial Dataand the Trial Subject’s medical records. Principal Investigator will promptly
forward to Lupin copies of any inspection findings that Principal Investigator receives from a
regulatory agency in relation to the Trial. Whenever feasible, Principal Investigator will also
provide Lupin with an opportunity to prospectively review and comment on any responses to
regulatory agency inspections in regard to the Trial.

Inventions. If the conduct of Trial results in any invention or discovery whether patentable or not
(“Invention™), Principal Investigator and/or the Institution will promptly inform Lupin. Principal
Investigator will assign all interest in any such Invention to Lupin, free of any obligation or
consideration beyond. that provided for in this Agreement. Principal Investigator will provide
reasonable assistance to Lupin in filing and prosecuting any patent applications relating to
Invention, at Lupin’s expense. '

Publications. Principal Investigator acknowledges that Lupin has the right to use the Study Results
in any manner deemed appropriate to Lupin’s business interests, both during, and following
termination/expiry of, this Agreement. Lupin shall have the sole right to retain the ownership of
any and all data arising out of the conduct of clinical trials in relation to the Study. Upon completion
of the Study, Lupin shall publish the results of the authorized clinical trial, either positive or
negative, in scientific journals and with mention of the EC of clinical research that approved the
study. Where Principal Investigator requires the use of the Study Results for publication, the
Principal Investigator shall seek Lupin’s written approval 90 {ninety) days in advance; such consent
shall not be unreasonably withheld. If part of a multi-center trial, Principal Investigator agrees that
the first publication is to be a joint publication involving all centers. Principal Investigator is free
to decline to participate or be listed as an author in the joint publication. If a joint manuscript has
not been submitted for publication within twelve (12) months of completion or termination of Trial
at all participating sites, Principal Investigator is free to publish separately, subject to the other
requirements of this Agreement.

Publicity. Neither party will use the name of the other party or any of its employees for promotional
or advertising purposes without written permission from the other party. However, Lupin reserves
the right to identify the Principal Investigator in association with a listing of the Protocol in the
National Institutes of Health (NIH) Clinical Trials Data Bank, other publicly available listings of
ongoing clinical trials, or other patient recruitment services or mechanisms.
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Lupin agrees to indemnify and hold harmless (“Indemnify”) the Principal Investigator, the
Institution, its officers, agents, and employees; and the 1EC that approved the Trial (collectively,
“Indemnified Parties™) against any claim filed by a third party for damages, costs, liabilities,
expenses arising out of a Trial Subject injury, the design of the Trial, or the specifications of the
Trial protocol. Trial Subject injury means a physical injury or drug-related psychiatric event caused
by administration or use of Lupin Drug required by the Protocol that the Trial Subject would likely
not have received if the Trial Subject had not participated in the Trial. Lupin further agrees to
reimburse Principal Investigator for the reasonable cost of diagnostic procedures and medical
treatment necessary to treat a Trial Subject injury. Principal Investigator agrees to provide or
arrange for prompt diagnosis and medical treatment of any medical injury experienced by a Trial
Subject as a result of the Trial Subject’s participation in the Trial. Principal Investigator further
agrees to promptly notify Lupin in writing of any such medical injury.

a.  Exclusions. Excluded from this agreement to Indemnify are any claims for damages resulting
from (a) failure by an Indemnified Party to comply with the Protocol or written instructions
from Lupin (b) failure of an Indemnified Party to comply with any Applicable Law and
governmental regulations, or (c) fraud, negligence or willful misconduct by an Indemnified
Party.

b.  Notice and Cooperation. Principal Investigator agrees to provide Lupin with prompt notice
of, and full cooperation in handling, any claim that is subject to indemnification. If so
requested by Lupin, Principal Investigator agrees to authorize Lupin to carry out the sole
management of defense of an indemnified claim.

¢ Settlement or Compromise. No settlement or compromise of a claim subject to this
indemnification provision will be binding on Lupin without Lupin’s prior written consent.
Lupin will not unreasonably withhold such consent of a settlement or compromise. Neither
party will admit fault on behalf of the other party without the writien approval of that party.

Principal Investigator and the Institution shall jointly and severally indemnify and hold harmless
Lupin including its directors, employees, representatives, agents etc., and shall be fully liable for
all claims, damages, losses, liabilities, costs or expenses (including reasonable legal fees) resulting
or arising from:

a.  failure by the Principal Investigator and the Study Team (which shall include his/her
employees, agents and representatives) to comply with the Applicable Law, the terms of this
Agreement, ICH GCP and/or other nationally established guidelines, the approval of the [EC,
Protocol or written instructions from Lupin;

b.  any finding, requirement, determination or observation by any Authority (including but not
limited to the FDA) which makes it necessary or desirable for Lupin to redo the Study;

c.  failure by the Principal Investigator, the Study Team and/or the Institution to comply with
Applicable Law;

d.  any negligent act or omission or willful misconduct or fraud by Principal Investigator, the
Study Team and/or the Institution, fraud or misrepresentation.

Except in the case of fraud, willful misconduct, gross negligence or breach of any Applicable Law,

neither Party shall be entitled to incidental, indirect, consequential or special damages under any

theory of Applicable Law arising in connection with such default or breach of the other Party’s
obligations under this Agreement, or any documents related thereto.

In the event of any act of Principal Investigator and/or the Institution, which renders the Study
invalid, to the extent Principal Investigator and/or the Institution is liable, Lupin shall, in addition
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to any other right that Lupin may have under law or equity, have the option at its sole discretion to
either () request Principal Investigator to repeat the Study at Principal Investigator's own cost, or
(b) require Principal Investigator and/or the Institution to promptly refund Lupin the compensation
received by Principal Investigator and/or the Institution under this Agreement and bear any
additional costs that Lupin may incur for repeating the Study. Further without prejudice to any
other rights that Lupin may have under law or equity, Lupin may, at its discretion, forthwith
terminate this Agreement.

l'erm and Termination.

This Agreement will be effective from the Effective Date and shall be valid in full force and effect
till the completion of the Study at the Study Site. The Study shall be deemed completed at the Study
Site once Lupin prepares Study close-out report and informs the EC about the completion of the
Study at the Study Site.

Termination Conditions. This Agreement terminates upon the earlier of any of the following events:

a.  Disapproval by IEC. If; through no fault of Principal Investigator, the Trial is never initiated
because of [EC disapproval, this Agreement will terminate immediately.

b.  Trial Completion. For purposes of this Agreement, the Trial is considered complete after
conclusion of all Protocol-required activities for all enrolled Trial Subjects; receipt by Lupin
of all relevant Protocol-required data, Trial documents and Biological Samples; and receipt
of all payments due to either party.

c.  Early Termination of Trial. If the Trial is terminated early as described below, the Agreement
will terminate afier receipt by Lupin of all relevant Protocol-required data, Trial documents
and Biological Samples and receipt of all payments due to either party.

(1) Termination of Trial Upon Notice. Lupin reserves the right to terminate the Trial for

any reason upon thirty (30) days written notice to Principal Investigator.

(2) Immediate Termination of Trial by Lupin. Lupin further reserves the right to terminate

the Trial immediately upon written notification to Principal Investigator andfor the
Institution for causes that include — (i) failure to cure any breach within 15 days of
written notice by Lupin notifying Principal Investigator of such breach; (ii) failure to
enroll Trial Subjects at a rate sufficient to achieve Trial performance goals; (iii)
material unauthorized deviations from the Protocol or reporting requirements; (iv)
circumstances that in Lupin’s opinion pose risks to the health or wellbeing of Trial
Subjects; or (v) regulatory agency actions relating to the Trial or Lupin Drug or
Comparator Drug,

(3} Immediate ination of Tral b incipal Investigator. Principal Investigator
reserves the right to terminate the Trial immediately upon notification to Lupin or
Lupin if requested to do so by the responsible IEC or if such termination is required to
protect the health of Trial Subjects.

Payment upon Termination. If the Trial is terminated early in accordance with this Agreement,
Lupin will provide a termination payment equal to the amount owed for work already performed
up to and including the effective date of termination, in accordance with Attachment-B, less
payments already made. The termination payment will include any non-cancelable expenses, other
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than future personnel costs, so long as they were properly incurred and prospectively approved by
Lupin, and, only to the extent such costs cannot reasonably be mitigated. If the Trial was never
initiated because of disapproval by the IEC, Lupin will reimburse Principal Investigator for any
other expenses that were prospectively approved, in writing, by Lupin.

Return of Materials. Unless Lupin instructs otherwise in writing, Principal Investigator will
promptly return all materials supplied by Lupin, at Lupin’s expense, for Trial conduct, and any
Lupin-supplied Equipment. Principal Investigator will return and/or destroy, as required by Lupin,
at Lupin’s expense, unless otherwise specified by Lupin, any unused Lupin Drug or Comparator
Drug.

Insurance. The Principal Investigator will secure and maintain in full force and effect throughout
the performance of the Trial (and following termination of the Trial to cover any claims arising
from the Trial) insurance coverage for medical professional liability with limits in accordance with
local standards for all medical professionals conducting the Trial.

Debarment. Exclusion, Licensure and Response. Principal Investigator and the Institution jointly

and severally 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.
Principal Investigator and the Institution also certifies that they are not excluded from any
governmental health care program. Principal Investigator and the Institution further certify that they
are not subject to a government mandated corporate integrity agreement and has not violated any
applicable anti-kickback or false claims laws or regulations. During the term of this Agreement and
for three years after its termination, Principal Investigater and the Institution will notify Lupin
promptly in writing to the extent possible, within two (2) business days if either of these
certifications needs to be amended in light of new information or if Principal Investigator becomes
aware of any material issues related to the medical licensure of any associated Trial researchers.
Principal Investigator and the Institution will cooperate with Lupin regarding any responsive action
necessary.

Assignment and Delegation. Lupin may at any time and upon written notice to Principal
Investigator and/or the Institution assume the obligations and rights of Lupin or substitute Lupin
with another independent contractor. None of the rights or obligations under this Agreement will
be assigned or subcontracted by Principal Investigator and/or the Institution to another without the
prior written consent of Lupin, and the express agreement of Principal Investigator and/or the
Institution, Lupin, and the requisite new assignee or subcontractor. Principal Investigator and the
Institution must notify Lupin, at least 90 (ninety) days in advance, prior to moving to another
location. This Agreement will bind and inure to the benefit of the successors and permitted assigns
of Lupin.

Equipment. Lupin may provide, or arrange for a vendor to provide, certain equipment for use by
Principal Investigator during the conduct of the Trial (“Equipment”). Equipment use, ownership
and disposition terms are further outlined in Attachment C.

Survival of Obligations. Obligations relating to Research Grant, Confidential Information,
Inventions, Records, Publications, Publicity, Debarment and Exclusion, and Indemnification
survive termination of this Agreement, as do any other provision in this Agreement or its
Attachments that by its nature and intent remains valid after the term of the Agreement.

Entire Agreement. This Agreement contains the complete understanding of the parties and will, as
of the Effective Date, supersede all other agreements between the parties concerning the specific
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Trial. This Agreement may only be extended, renewed or otherwise amended in writing, by the
mutual consent of the parties. No waiver of any term, provision or condition of this Agreement, or
breach thereof, whether by conduct or otherwise, in any one or more instances will be deemed to
be or construed as a further or continuing waiver of any such term, provision or condition, or any
prior, contemporaneous or subsequent breach thereof, of any other term, provision or condition of
this Agreement whether of a same or different nature,

Conflict with Attachments. To the extent that terms or provisions of this Agreement conflict with
the terms and provisions of the Protocol, the terms and provisions of this Agreement will control
as to legal and business matters, and the terms and provisions of the Protocol will control as to
technical research and scientific matters unless expressly agreed in a writing between the parties.

Relationship of the Parties. The relationship of Principal Investigator and/or the Institution to Lupin
is one of independent contractor and not one of partnership, agent and principal, employee and
employer, joint venture, or otherwise.

Force Majeure. Neither party will be liable for delay in performing or failure to perform obligations
under this Agreement if such delay or failure results from circumstances outside its reasonable
control (including, without limitation, any act of God, governmental action, accident, strike,
terrorism, bioterrorism, lock-out or other form of industrial action) promptly notified to the other
party (“Force Majeure™). Any incident of Force Majeure will not constitute a breach of this
Agreement and the time for performance will be extended accordingly; however, if it persists for
more than thirty (30) days, then the parties may enter into discussions with a view 1o alleviating its
effects and, if possible, agreeing on such alternative arrangements as may be reasonable in all of
the circumstances:

Governing Law. Subject to the terms of the Trial Conduct as outlined above, this Agreement shall
be governed by and construed in accordance with the laws of India, without giving effect to conflict
of law provisions. The Parties agree to submit all their disputes arising out of or in connection with
this Agreement to the exclusive jurisdiction of the courts of Mumbai.

Motices. All notices required under this Agreement will be in writing and be deemed to have been
given when hand delivered, sent by overnight courier or certified mail, as follows, provided that all
urgent matters, such as safety reports, will be promptly communicated via telephone, and confirmed
in writing:

TO LUPIN:

Attn. To: Dr. Dhananjay Bakhle

Executive Vice President, Lupin Limited (Research Park)
Survey No.46A/47A, Village Nande, '
Taluka Mulshi, Pune, 412115, Maharashtra, India

TO PRINCIPAL INVESTIGATOR:
Dr. Gaurav Paranjpe
Krishna Institute of Medical Sciences, “Deemed to be University”,

Pune- Bangalore highway NH-4,
Malkapur road, Karad-415110, '
Maharashira, India
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TO INSTITUTION:

Dr. M V Ghorpade

Krishna Institute of Medical Sciences, “Deemed to be University”,
Pune- Bangalore highway NH-4,

Malkapur road, Karad-415110,

Maharashira, India.

TO SMO:

Dr. Sunil Chaudhary

Unique Clinical Research Services

Shree Prasad,

Block No. D-2,

Prakash Housing Society,

Kalewadi Phata, Thergaon, Pune 411033, Maharashtra, India

In the event that the parties execute this Agreement by exchange of electronically signed copies or facsimile
signed copies, the parties agree that, upon being signed by both parties, this Agreement will become
effective and binding and that facsimile copies and/or electronic signatures will constitute evidence a
binding Agreement with the expectation that original documents may later be exchanged in good faith.

[INTENTIONALLY LEFT BLANK; SIGNATURE PAGE FOLLOWS]

e "
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Add. Director of Research
KIMSDU, Karad é j/
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ACCEPTED AND AGREED BY: ACCEFPTED AND AGREED BY:
PRINCIPAL IN\FESTIGATDR LUPIN LIMITED
f_/

(2/ / By: i
Slgnstu re Signature /
Dr. Gaurav Paranjpe Dr. Dhananjav Bakhle
Printed Name Printed Name

istant Professor and Principal Investigator EVP- Medical Research
Title Title
18] Tut| 2014 15] Jul| 2o

Date ' Date'
ACCEPTED AND AGREED BY: ACCEFTED AND AGREED BY:

INSTITUTION B SMO

By: @ '
Signature .

Dr. M V Ghorpade

By:

Signature é?/

Dr. Sunil Chaudhary

Printed Name Printed Name
Head of the Institute Director
Title Title
18] Jul] 2019
Date
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Attachment A
Protocol

The clinical Trial to be performed pursuant to this Agreement shall be that set forth in the Protocol dated
02 Aug 2018 and incorporated into this Agreement attached hereto by reference in addition to all current
and future amendments thereto, which is incorporated into this Agreement by reference and entitled:

Protocol # LRP/RBZ/2015/002 “A Prospective, Randomized, Parallel Group, Double Blind, Multicenter

Study to Compare the Efficacy, Safety & Immunogenicity of Lupin’s Ranibizumab with Lucentis® in

Patients with Neovascular Age-Related Macular Degeneration”

]
F é
F n

Aj

Add. Director of Research
KIMSDU, Karad
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Attachment B
RESEARCH GRANT PAYMENT TERMS

General Terms. Principal Investigator or the SMO (on behalf of the Principal Investigator), as the
case may be, (“Payee™) will be paid the per patient grant amount as outlined on Attachment-D
(Research Grant Worksheet) per Trial Subject properly enrolled in the Trial. This amount
constitutes the full compensation for the work to be completed by the Principal Investigator,
including all work and care specified in the Protocol for the Trial, along with all overhead and
administrative services. No compensation will be available for Trial Subjects enrolled or continuing
in the Trial in violation of the Protocol.

Payment Terms. Research grant payments for each Trial Subject will be made in Indian Rupees
(INR) quarterly and based on approval of invaices submitted. Invoices will be issued by Payee
upon notice delivered by Lupin. Payments will be made in accordance with eCRFs submitted and
monitored, and in accordance with Attachment D “Research Grant Worksheet”. Monitoring will
occur based on site enrollment and completion of data entry. Payments will be made in quarterly
installments on a pro-rata basis. Undisputed invoices will be paid by Lupin within 60 (sixty) days
of such invoice issue date.

Non-Procedural Costs. Payee will be paid for additional non-procedural costs that are pre-approved
by Lupin, as set forth in Attachment D. To request payment for such costs, Payee will remit an
itemized invoice to Lupin or its designee with documentation and receipts substantiating agreed-
upon pass-through expenses. Any non-procedural pass-through expenses will be invoiced only in
the amount actually incurred with no mark-up, up to the maximum amounts shown in Attachment
D.

Final Payment. At the conclusion of the Trial, all CRFs and Trial-related documents will be
promptly made available for Lupin's review. The final payment will be paid once; all CRFs have
been completed and received; data queries have been satisfied; all Lupin Drug is returned: and all
close out issues are resolved and procedures completed, including final IEC notification. All queries
must be resolved within five (5) days of receipt by Payee any time during the Trial. Lupin or its
designee will perform final reconciliation of all payments made to date against total amount due
and will prompily pay Payee amounts remaining unpaid, if any. Payee will promptly reimburse
Lupin amounts overpaid within thirty (30) days of notification by Lupin or designee.

Taxes.

(1) All payments to Payee by Lupin will be subject to deduction of TDS.

(2) The Payee shall comply with all its obligations under applicable tax laws in foree at the time,
including all laws, rules and regulations under the Goods and Services Tax (“GST") regime
("GST Law?™). In particular, the Payee shall pay its taxes and make all filings necessary under
GST Law, including the GSTR-1 form, within the prescribed timelines. The Payee shall defend,
indemnify and hold Lupin harmless against all losses, claims and liabilities arising out of any
failure by the Payee to meet its obligations under GST Law, including any failure or error that
results in denial of any tax credit under GST law to Lupin. The Payee shall fully co-operate
with Lupin to respond to the relevant tax authorities’ demands, and to resolve any mismatch of
Lupin and the Payee's GST filings within the timelines prescribed under the GST Law,

(3) Payee acknowledges and agrees that it is solely responsible for the payment of any and all
contributions and taxes imposed by any applicable Authority with respect to or measured by
compensation paid to Payee under this Agreement. Lupin will not be responsible for the
withholding or payment of any such required contributions or taxes. Payee accepts full
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responsibility for reporting all payments received, under this agreement, to the relevant taxation
authorities as required by local regulations.

B-6.  Screen Failures. A Screen Failure is a consented Trial Subject who fails to meet the screening visit
criteria and is thus not eligible for enrollment into the Trial. Screen Failures will be reimbursed, if
at all, as outlined in Attachment D, based on work completed pursuant to the Protocol.

B-7.  Patient travel reimbursement, Lupin, will reimburse reasonable patient travel related expenses per
trial subject visit, up to the maximum amount listed in the Attachment D. Any reimbursement
exceeding this limit will require prior written Lupin approval. Any payment will be based on the
invoice together with supporting documentation (i.e receipts) submitted to Lupin.

B-8.  Necessary Procedures. Payee will be reimbursed for valid necessary visits and procedures. Payment
for any necessary procedure due to patient safety will be reimbursed at the agreed upon unit cost in
the budget, or if there is no such unit cost in the budget, at the appropriate unit cost pre-approved
by Lupin in writing, and will require a separate invoice with documentation for the medical
necessity of the procedure. Where practicable, Lupin’s prior written consent will be obtained,
unless it will compromise the integrity of the Trial or affect Trial Subject safety, in which case
Lupin will be notified as soon as practicable afier the fact,

B-9.  Pavee. The research grant payments will be made to the following payee and address:

Payee Name: Unique Clinical Research Services

Payee Address: Shree Prasad, Block No. D-2, Prakash Housing Society,
Kalewadi Phata, Thergaon, Pune 411033, Maharashtra, India

Payee PAN No.: AAFFUS078B

Payee GST Number: 27AAFFUS078B1Z5

Payee Bank Account Details:

Bank Name: ICICI Bank

Bank Address: ICICI Bank, Aundh Branch, Pune

Bank Account Number: 007305010408

Account type: Current

IBAN Number: DE92501108006231605970

SWIFT Code: ICICINBBCTS

IFSC Code: ICIC0000073

Email address for remittance information: drsunilchaudhary07 @gmail.com

In case of changes in the Payee’s bank account details, Payee is obliged to inform Lupin in writing,
but no amendment to this Agreement shall be required.

B-10. Invoices. All invoices must be issued and forwarded to the following as instructed:

Lupin Limited (Research Park)
Survey No, 46A/ 47A

Village Nande, Taluka Mulshi,
Pune 412115, Maharashtra, India
Attn to: Dr. Chirag Shah

Each invoice must contain: (1) Lupin name, (2) Protocol number, (3) Project code, (4) a summary
of the reimbursement to be made in compliance with the Research Grant Worksheet, and (3) th@
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GST Registration Number, (4) if GST reverse charge mechanism applies, the note “GST reverse
. charge applicable™.

Payee will not receive any payments for pass through expenses whereby Payee has failed to produce
actual copy invoices or other documentation clearly substantiating that the expenditures were
actual, reasonable, and verifiable in the amount submitted for compensation.

Any invoices submitted by the Payee more than 45 (forty five} days after the database lock will not
be reimbursed.

%/ %

Add. Director of Research
KIMSDU, Karad
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Attachment C
EQUIPMENT USE, OWNERSHIP & DISPOSITION

I.  Use Duringthe term of this Agreement, Principal Investigator may use Equipment only for purposes
of this Trial.

2. Ownership. Until the termination of this Agreement, this Equipment remains the property of the
respective vendors that have provided the equipment to Lupin and must be returned either within a
reasonable period of time upon request by Lupin, not to exceed five (5) calendar days, or immediately
upon termination of this Agreement. Principal Investigator agrees to return the Equipment in the
manner directed by Lupin in substantially the same condition as when received by Principal
Investigator. Principal Investigator agrees to be financially responsible for obtaining insurance to
cover any loss or destruction to Equipment while in Principal Investigator’s care, which exceeds
ordinary wear and tear and/or lacks a reasonable causal relationship to proper performance of the
Trial. Principal Investigator further agrees that unless otherwise authorized in writing by Lupin of
this Trial, Principal Investigator will not alter the Equipment in any way. Principal Investigator must
not install any components or software, if applicable, without express approval of Lupin. Any
software provided to Principal Investigator may not be duplicated. Principal Investigator is not
permitted to use the Equipment for any other purpose than for the performance of this Trial in
accordance with the Protocol. Lupin shall not have any liability for damages of any sort, including
personal injury or property damage, resulting from the use of Equipment except to the extent that
such damages were caused by the negligence or willful misconduct of Lupin, as applicable, and
except to the extent that a personal injury constitutes a compensable Trial Subject injury to be paid
by Lupin as described in this Agreement.

3. Returnto Lupin. After completion of Trial conduct or at an earlier time specified by Lupin, Principal
Investigator will arrange for return of Equipment and Lupin materials, at Lupin’s expense, to Lupin
or a location designated by Lupin.

e

Add. Director of Research
KIMSDU, Karad
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Attachment D

RESEARCH GRANT WORKSHEET

Principal Investigator
/RBZ/2015/002
Event
Screening 12000
Day | (Drug administration) 15000
Day 31 (Drug administration) 15000
Day 61 (Drug administration) 15000
Day 90 (End of Study) : 11500
Institutional Administrative Charges (25%) 17,125
Investigator Grant Per Patient (A) 85,625
Additional Study Related Costs Cost
Patient travel reimbursement per visit 4500
12 Lead ECG (Only at Protocol Scheduled Time Points) 1400
Per ECG (350*4)
Hospital/ Bed Charges (Day Care) (2000%3) 6000
Fluorescein angiography (FA) (5800*1) 5800
Optical coherence tomography (OCT)2500%5) 12500
Local Laboratory Charges ( If used during the study) On actuals
Additional pass through cost) B 30,200
Per Patient Budget( A+B) 1,15,825
Archival Charges for 15 years from the date of site 60,000
close out visit

Total Costs are inclusive of indirect cost.

Screen failure will be paid for screening visit in the ratio of 1:1 (i.e. one screen failure will be paid
for one randomized patient at INR 10,000)

Invoiced Charges to be paid upon receipt of invoice from Principal Investigator

Institutional Overheads would be calculated per total investigator grant payment and would be paid
as a part of each quarterly payment.

Local laboratory charges would be paid on actuals on providing supporting bills.

Assessments performed for any unscheduled visits will be paid as per the unit cost mentioned in
table B.

Archival charges is one-time payment and will be paid post site close out visit. :

Add. Dirgctnr of Research
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KRISHNA INSTITUTE OF MEDICAL SCIENCES DEEMED UNIVERSITY o5 Anand Ludu
KRISHNA HOSPITAL, KARAD.

Phone Ko, (02164]241555,241556,241557, 241558
Fax Mo -(02164) 142170
NIMSU /KM | ACC/ = 2 5 12019 Date :-08-April-2019

Ta,

mmmm.u.
Block Mo.Di2 Prakash Housing Soctety,
Halewadi Phats,
Thergaon, Pune - 411 033

Sub * Bills of Clinical Trial Patients.

Sir,
Piease Find enclosed anmmmmﬂ{.wﬁmh
The Details are as under -
51 NojName of Workers Fobol EG6 | b | LU | XRay| Total Remark |
. . Test | SCAN
T TJADHAY USHA PARSHURAM [12.03.19 | 1200 200 5200 150] 6750 OPD Bill
25.03.19 560 960
1.04,19 200]  940| 1160
] HAINA 14.03.1% 120 120 OFD Bill |
15.03.1% 5300 5200
Totall 1200] 400] 2040] 10400] 150
i | Total| 14190

MM{#MWWHMW@:

Your Sincerely,
i ,ﬂ'am{wﬂ*"L_-‘*‘:-

K.l.M.5. 0.0 Rarad,

Add. Director of Research




KRISHEA mmmﬁﬂrmmmmmnm'm BE UNIVERSITY
KRISHNA HOSPITAL, HARAD.

Photw: No 2 154)231555,24 550,241 557,24 1558

Frite Mo -{iZ Li:d] 242170
KIMSO /il ACCiE L g Faone Date :-17-05-2019
Te,

Unigee Clinical Reseasch Service,
Biock §o.0/2 Prakash Heonsing Socloty,
Halewadl Fhata,

Thergaon, Pune - 411 033

Suib ¢+ Bilis of Clinleal Trial Patients.

Sir,
Fleass Find enchowctd hepewith Medical Treatment Rills of your Patients.
The Detalls ane sa under ;-
Name o Workers Billpaie | Echo| ECO | Lab | €T [y i:?hhi Total | Bemark
I B
. 1 [Ladi Lhart 1% | 1 200{ 120 o] 159 1670| OPD Bill '
08.04.19 5306 5200 |
17.04.1% 580 580
|28.04.18 00| 580 780
08.05.19 380 580
17.05.19 : 580 780
22.08.15 520 920
30.05.19 G568 660
13 lagan aymala osos.19 | 1200] ol 1| 5300] 150 6870} LrD Hil
|06.05.1% 20| 580 TR0
st 2500 2800 OPD Bl
Towl| T400] 1000| 4T30| 10400} 200 2500
| {Grand Towl 21620

Plenis: Wwﬂaﬁm{h&pﬂmﬂtuﬂtM1

Thanking Yo

i C? i A .ﬂll-l- R

¥ K.LM.8.D.U Knrad.

=

KIMSDU, Kerag




m: ¥ \ ¥
Waithha Thihrade oF medicet Sdcms ﬂeﬁm@m@;

immmﬂ“} Su theuwagad kive  \Auwnmd{ed atn Yok 5
!Hjﬁh_aﬂ&.h#ﬂﬂwﬂfﬂ*"’”‘ il 3 16946l ¥
i

for Unique Clinical Research Services

| =2 3912801512 | KGTAK EDGE CURRENT ACCOUST

15052019
Payable At-par at all branth locations of Kotak Mahindra Bank Ltd.

®000433* LALLASDOSE DDMLDE® 25

Add. Director of Research

KIMSDU, Karad |4




STITUTE OF MEDICAL GCIENCES UNIVERSITY
KRISHNA HOSPITAL KARAD.
p B.ROAD MALKAPUR -
RAD. Pin- 415539
1Ed=241555155.1'5?.-'53

KRISHNA IN

phone Mo. 02

casH RECEIPT
Name . unique Clinical Research Serice ceipt o 1573
Date . 73/01/2020
Time i nz:49PM
Srio preadNarme Rate Quantity A,mw_ nt )
1 oFD AT 35,094.00 1 35.[194_1:0
Total Amourt : 35,094.00
Het Amount " 35,004.00
pecewed pmount 35,004.00

e, Thirty Five Thousand Hinety Four Onky
Being Cheque peceived As OPD patients As Per Leler no

Amount in words

Remark ;
mu&ugwmuszaﬁg-fzuia
Cash ;mﬂ;mﬁtﬁ petalls 2 :
Type pank Name granch Name th.fiﬁﬁ-.fr.:arﬁ Ho Date amaunt
Cnegise yotak Mahindra Bank Purie {00133 23[R0 o 15, 554.00
user: Romt Kakaso Pl Wrishna hospital Karad.

Add. Direct
- Director of
KIMSDU, Kf:gﬂamh




KRISHMNA INSTITUTE OF MEDICAL SCIENCES UHI\FERSITY
KRISHNA HOSPITAL KARAD.
P.B.ROAD MALKAPUR

KARAD, Pin- 415532
phone No. 132153"24'1555;5&,-‘5?;’53

A CASH RECEIPT |
Name : Unigue Clinical Research Sarvice Receipt Moo * 1574
Date : 23/01/2020
Time i Q2:56FM
Srln HeadName Raﬂt_ QI.I.BHHW . Arnount
i PO AT 1,852.00 i 1,852.00
Total At : £ 852.00
Net Amourit 3 1,35'3.@
Recaved Amount : 1,852-00
Amount In words T Rs, One Thousand Eight Flandred Fifty Two Onty
Remark . Bemng Chieque Received As IPD Patients As Per Letter g
KIrEUHl_HmECJSZ?!EQ 1%
Cash [Cheque jCard [ECS Detalls )
Type Bank Wame Branch Name ChgfECS./Card No Date Arnaumt
Chedse oz Matnons Bank Pune GOOE33 22020 = mﬁm
R Cashier
Gsgr:  Robd Kaksso Pt Krithna hospital Karad.

Add. Director of R
e
KIMSD0, Koo




KRISHNA INSTITUTE OF MEDICAL SCIENCES DEEMED UNIVERSIT?
KRISHNA HOSPITAL, KARAD.

Plione No U2 184241555, 24 1556, 24 1557,24 | 558

Fax Mo (02164 247170

N

KIMSt /hH / ACC] g9~ /2020

To,
Unigue Clinical Research Service,

Block No.I'/2 Prakash Housing Society,

Kalewadi Phata,
Thergaon, Pune - 411 033

Sub :- Bills af Clinical Trial Patient.
Sir

B
Datse :-24.06.2020

Plense Find enclosed herewith Medical Treatment bills of vour Palients,

The Petatls are a2 Godsr ;-

Er No [Name of Warkers Bills no. | i BiliAms| Remak |
I .
1 |NAIKWAD! SADASHIV ABA 36357 | 13p3zn| Sieoool  pomar |
| |
2 |GHADAGE DHONDIRAM BALU i T ¥ ORI
|
3 |PATIL VISHWANATH BANDU 37205 | 200320 | S0T4.00 B0 B
l
|4 |SHELAR LAXMAN RAMCHANDRA J65aa | 13.03.20 0.0 PO Bl
5 |PATIL MASHNU DADAPPA 33833 | 10230 738000 o Bu
T T —
: 4 i
= e ;
{ | Total| 28103.00 o
Pleass Arrénge to Make the payment &t the eurliest
Thas king Yeil,
a Your Sincervely,
Add. Director of Research i

KIMSDU, Karad

ELM.5.D.U K




KRISHNA INSTITUTE OF MEDICAL SCIENCES DEEMED UNIVERSITY
KRISHNA HOSPITAL, KARAD.

Phone No.(02164241 555,24 1556,241 557,241558

Fux No -[02164]) 242170

KiMst JKH / hcﬂf% F2020 Daute -07.02
To,

Unique Clinical Research Service,

Block No.D/2 Prakash Housing Society,

Kalewadi Phata,
Thergaon, Pune - 411 033

Spb ;- Bills of Clinical Trial Patient,
S,

Please Find enclosed herewith Medical Treatment vills of your Patients.
The Detxila are as ander -

e D - of Workers Billsno. | Dac } Bill Amis 1'5
T |GAWADE ADHIKRAQ DAJI 16608 | 07.09.19 $312.00 ®o Bl
7 I HOWAL RAMESH MAHADEV 1 RS 07 .09, 19 531200 PD Bl
3 |HOWAL RAMESH MAHADEV 19201 | 04.10.19 £R+0.00! 2D Bl
2 |GAWADE ADHIKRAC DAJIL 19992 | 04.10.19 ."-;auz.mlr iFD Bl
5 |HOWAL RAMESH MAHADEV 23483 1 50 11.19 = 3397 00| IPD Bl
5 |GAWADE ADHIKRAO DAJL 23454 | 09.11.19 45‘:{1.&% D Bl
7 rm'z_;;mvmﬂ BANUBI RALIAK 35316 | 22.11.19 | ﬁmT.m}i 120 Bait
B IPATIL MASHNU DADAPPA 27678 1‘13,12.1‘-}11 5484 .(!{:Ti P Ball
T [MUJAWAR BANUBI RAJJAK 28463 | 20.12.19 580900  1¥D B
10 |SHELAR LAXMAN RAMCHANDRA 28963 | 27.12.19 | ssmm} WD By
TT [PATIL MANGHU DADAPA 36410 | 10.0120] 680000 DB
12 gmjmm KHASHABA STes1 | 246120 5506 m‘t PD E
e WMW i 31818 | 240120 | -35053:}5% D!




12 [MUJAWAR BANUBI RAJJAK 131814 [ 24061201 5630 D B :1
15 [SHELAR LAXMAN RAMCHANDRA 31815 | 2401.20 S4647 T PaE |
' | Totu| 85531.00] ¥

Please Arrenge to Make the payment ol the carliest .

Thanking You,

"'Add. Director nfRESﬁEI‘Gh
KIMSDU, Karad



 Perppt e b 55?5
st £} Eﬂ%‘:‘.’m
Tier Pt
Hate Craniry SnauT
3483000 ! 11105008
Taltd Ao % 131, 93008
ot AmpOUD 5 11} 520 00
Paperead Aot .._._:-— LLLNINT

t W - ) el e
e Las, Sevii: Sihad Nt Farnsad Trity

litF':' ﬂIE:’E:‘vm‘t fis D Palients N Por gl

I -54_ o TR ALEIAR B
: xieiy ME
24312036
o FCS./Card HO Date amaunt
Hame Cha/E *
o (1Al

Ay T ¥_Iih'_k'~i1'1.'3.-4.‘&-:rr\‘, M £ dhear
oL L

Add. Director of Research
KiMSDU, Karad




: Mie Shdy Z
S L‘\{.bil"-i willS l

—
iy ivand Geobie  LINEME
E Clinical Research Services
Date- 07-Jun-2019
To,
The Account Officer

Institutional Ethics Committee of Krishna Institute of Medical Sciences

Krishna Institure of Medical Sciences Deemed University Karad

Pune-Bangalore Highway 4 Malkapur,

Karad Dist.Satara 415110

RE: multicentre, open label, Randomized. Two treatmient, Two perred. Two-sequonce, Single
dose, Cross-Over, Study to Test for Bioequivalence between Celeritys Doxorubicin
Hydrochloride (Pegyviated Liposomal) Injection 20mg/10mL{2mg/mL) and the Reference
product, Caelyx®[Doxorubicin Hydrochloride(pegylated liposomal)lnjection
20mg/10mL(2mg/mL}] in Patients with Metastatic Breast Cancer.

Subject: Payment made for hospital IPD hills and laboratory investigation hills for above

t. referenced protocn!
Dear Sir,
Please find enclosed cheque towards Payment for hospital bills of MBC patients
Cheque details are mentioned below:
Sr., Payment | Cheque | Amount | Tax Net Date
No. | Number . Ras. Deducted | Amount
| | | o 1w o
| Hospial
[ O and lab | 000182 | 37305 730 36733 (3-Jun-2019
1 |_payment i ' [ i,

Please provide the acknowledge copy of this letter
Please feel free o contset us should vou require any clarification from us

Thanks & Regards,

- ,a Mr. Damodhar Bagde
Site Execufive
{(UCRS)

Acknowledgement of Reeeipt

Site Address : Ressarch Depanment. Krishna Jnstinute Of Medical Somnces, De : g s s g
. 3 i acn, Pune - 411 033
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Add. Director of Research
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FTE OF MEDICAL SCIENCES UNIVERSITY
SHNA HOSPITAL KARAD.

PBROAD MALKARH

i ﬁum 8 ﬁ:nm PAYBAE 675 ';r‘-tt
1.7\.-,“.1. LE.L‘ i - i

ey _mﬁ e s

" CASH REGEPT ' : e
: -ﬁkﬂﬁ

4.
T e it

Geme s EPRITEN Sl
Teemsir iy e
Bate

fpimteily Ll
14, THd UG

[ozal Eamanaat

Fhat ARG

sl m S
A e 5‘*3:2&3"‘&
| Cadn jCRegus ! Card] ECS Detals

. SR W
o4 1A% O
fegerrcd rns"ln:.-%-_:'-‘-__ : i -~
THs Fourieen 1housang one Hundred Scrty Four Goty
Eoﬂm W “ﬂ{ﬂﬂﬂ Faky Qpl‘t Patents £ v i

Paoaer 1}

- ECS./Casd M2 Daty
ww cw PR LR
oy e e KRBHG2 330 F 0 VRS

B

i
!l.nsnn_il. E;;l’;f#m‘ﬂ‘

Add. Director of Research
KIMSD!T, Karad



\

KRISHNA INSTITUTE OF MEDICAL SCIENCES DEEMED TO BE UNIVERSITY
KRISHNA HOSPITAL, KARAD.

Phone No.(021064)24 1555,241556,24 1557241558
Fax No -[02164) 242170
KIMSU /EH / ACC/ E':)Z_:\" I?; f2020 Date :-24.05.2020

To,

Unique Clinical Research Service,
Block No.D/2 Prakash Housing Society,
Kalewadi Phata,

Thergaon, Pune - 411 033

Sub :Bills of Clinical Trial Patients.

Sir,
Please Find enclosed herewith Medical Treatment bilis of your Patients.

The Details are as under -

Sr |Name of Workers Bill Date | Lab |[EC G| Echo X-Ray | Total | Remark
_E.h Test —
1 0z2.03.20 | 550| 200 750} OPD Bill
MAIKWAD SADASHIV ABA
GHADAGE DHONDIRAM BALU [09.03.20 1200 150 1350] OFD Bill
06.03.20 | 550|200 750| OFD Biil |
5 IPATIL VISHWANATH BANDU 1z 0320 | 5501 200 750! OPD Bill
15.06.20 200 200| OFD Bill|
_ = =l
- I
Total| 1650 800/ 1200 150 |
Grand Total 3800/

Flease Arrenge to Make the payment at the earlicst

Thanking You,

- W R
Accountant,
: K.I.M.5.D.U Karad.
Add. Director of Research
KIMSDU, Karad




KRISHNA INSTITUTE OF MEDICAL SCIENCES DEEMED TO BE UNIVERSITY
KRISHNA HOSPITAL, KARAD.

Phone No (02164)24 1555,24 1556,24 1557,24 1558
Fax No !UJ Toa) 242170
s —
KIMSU /KH / ACC/ ‘,ﬂ-{L'\ 12020 Date :-07.02.2020

To,

Unique Clinical Research Service,
Block No.D/2 Prakash Housing Society,
Kalewadi Phata,

Therguon, Pune - 411 033

Sub : Bills of Clinical Trial Patients.
Sir,

Please Find enclosed herewith Medical Treatment bills of your Patients,
The Detasls are as under :-

81 |[Name of Workers Bill Date | Lab |[ECG|Echo| USG Total | Remark
Mo . Test

1 |LADI BHARATI 17.07.19 | 660 o 1200 0 1860| OPD Bill

25.07.19 7OU| 200 (4] 0 900| OPD Bill

14.08.19 0 0 0 300 300] 0Pl Bill

2 |HOWAL RAMESH MAHADEV _ 128.08.19 D 0 0 200| OPD Bill

! 04.10.19 | 200 0 0 200| OPD Bill

1 06.12.19 | 200 0 0 200| GPD Bili

i |GAWADE ADHIKRAO 30.08.19 0, 2000 © 0 200] OPD Bull

04.10.19 0! 200 0 0 200| OPD Bill

1 == 06.12.19 0l 200 0 0 200[ OPD Bill

+ |BHINGARDIVE KASHINATH _ |22.10.19 | 3550] 200] © 0 750| OFD Bl

5 |MUJAWAR BANUBI 23.01.20 0] 200 0 0 200| OPD Bill

: 12.11.19 300] 200 ] 4] S00| OPD Bull

& |SHELAR LAXMAN 24.01.20 o] 200 0 i 200! OPD Bill

T 171219 | 550 200 i 0 750{ OPD Bill

7 |BARGE JALINDAR KHASHABA J18.01.20 | 550] 200] 0 0 750] OPD Bill

B |MALI SONABAI LAXMAN 17.01.20 fild ] ] 0] 60| OFPD Bill

11.01.20 | 550( 200 0 0 750] GPD Bl

G |PATIL MANISHA T 06.12.19 | 1360 0 0 0 1360 OPD Bill

TR DU KERUE 12.11.19 | 300| 200 0 0 500| OPD Bill

11 |PATIL MANISHA TANNAPA 03.12.19 | _300| 2000 G 0 500| OPD Bill

[PATHL W ARNA

Add. Director af Baw... . <



Total| SR80

1200 300

j; Arrengr to Make the payment al the earliest

Grand Total

10580

Thanking You,

Add. Director of Research
KIMSDU, Karad




ﬂ' Cl Bank fovid—1a shidy (crort)
CICI Ban 4 gt
b Susjade fab |
Receipt RIPCR KIS Chasprtdnil)-
Date : 28-Jul-2020, 01 :30pm
Referance ID : 372185123
Erom Account : 639005500711
From Account Name : CROM CLINICAL RESEARCH AND MEDICAL TOURISM PRIVATE
LIMITED
To Account : 11406275566
To Account N:_erm : KIMSKARADSITE
Amount : ?522;}_2
Date : 28-Jul-2020, 01:30pm
Remarks : RTPCR PAYMENT

® soocoor Advance

 Add. Director of Research
~ KIMSDU, Karad




Tou
Director of Research,
Krishna Institute of medical sciences Deemed To By Limvarsity,

Pune-Banglore highway=4, Malkipur road karad- 4151 1)

Subject: Payment (Pl grant) made for helow mentioned studies
Riespecied Sir,

Please find the enclosed pavment receipt {PLgrant) for belos mentioned stuidies

| Date: 22 Thec- 2020

2-)
5
“)

" total -
! Srno | Study Name | Protocol no. | Pl grant  amount |
| | INBC 006317 | 315002 | 15730 | pL (
| Onco t;ﬁﬁlﬂ? E | | {_-
| 2 | eollection | MBTAB-70 | 1122002 | 56140 YT
' 3 | HE study EPDI | 750002 | s lo1 €
| AMD srudy (EC LRPRBZ2G15- | : 1]
4 | fees) 0oz L shom | EC
, | 149350/
:
Totat pavable amount 1o KIMSDU: 149350/ |
1128 7.5% : 11201~
Net pavable mnoent; 138149 - :
Please provide the acknowledee copy 6f this leter
Please feel free to contact us for any clanfication frony ws
Ihanks and Regards
L
Madhuri Panl (CRC )
LCRS: Pune
“h:kndwledgemuﬁt of Receipt B I o ,
- T — _| e r_—— i Ft 1
- | signature B Date

Name & Designation | Signature

jg&ea-&uﬁ_

Add. Director of Research
KIMSDU, Karad




Date: - 28-12-2020

To,

Dr. A, B, Risbud

Director, Research

Krishna Institute of Medical sciences,
‘Deemed to be University’,
Malkapur, Karad- 415539

Dear Dr Rishud,

This Is to provide you update as of December 29,2020, about the
clinical trials that we conducted together after the date (lune 20, 2018) of signing of MOU
between two of us (KIMSDU &UCRS),

o

As you are aware, we have conducted five clinical trials during the period.

A summary data of these trials Is enclosed herewith for your perusal. The data also
includes the total funds received from each sponsor and its sharing between the two parties as

agreed in the MOU.

Thanks & regards.

Sincerely,

oA

‘Arnit Agrawal,
_Account Head

Add. Director of Research
KIMSDU, Karad
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Ta,
Director of Research,
Krishna Institute of medical sciences Deemed To Be University,

Pune-Banglore highway-4, Malkapur road karad- 415110

Subject: Paymernt (P] grant) made for beloew mentioned studies.
Respected Sir,

Please find the enclosed payment receipt (Pl grant) for below mentioned studies

total
Srno | Study Name Protocol no. PI grant  amount | |
1 | TNBC D063-17 315002 153730
Onco tissue
2 | collection MBT/TB-70 | 1122002 | 56100
3 | HE study EPDI 750002 | 37500
AMD study {EC | LRP/RBZ/2015-
4 | fees) L 002 L= . 10000
B - | 149350/-
o ¥ L

Total payvable amount to KIMSDU: 149350/-

TDS 7.5% ; 11201~

MNet pavable amount: 138149 /-

Please provide the acknowledge copy of this letter

Please feel free to contact us for any clanfication from us
Thanks and Regards

_Rpo

Madhurs Panl (CRC)

LICRS. Pune

k]

Date: 22/Dec/2020

Acknowledgement of ﬁeca_ipt

Mame & Designation ! Signature

——— —

Add. Director of Research
KIMSD!} Karad
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rBCG (COVID-19) study

Title: A Multicentre, Phase IIl, Double-Blind, Randomized, Placebo-Controlled Study to

Evaluate the Duration of Acute Respiratory Symptoms Among Exposed (High-Risk) Subjects
During the COVID-19 Pandemic by Enhanced Trained Immune Response Through VPM1002

Ptotocol: SH-RBCGCOVID-19/IN-01
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Protocal No. SH-BCG/COVID-19/IN-01 Serum Institute of India Pvi. Led.

CLINICAL TRIAL AGREEMENT

THIS CLINICAL TRIAL AGREEMENT (“Agreement”) is made and entered into as of
day of 2020 (hereinafter “Effective Date™) by and between:

Serum Institute of India Pvt. Ltd. a company incorporated under Companies Act, 1956 having
its registered office at 212/2, Off Seli Poonawalla Road, Hadapsar, Pune 411028, India.
{hereinafter “*Sponsor™);

DiagnoSearch Life Sciences Pvt. Ltd. a company incorporated under Companies Act, 1956
having its registered office at 702, Dosti Pinnacle. Plot No. E-7. Road No. 22, Wagle Industrial
Estate, Thane- 400604, Maharashtra, India (hereinafter “CRO™), acting on behalf of Serum
Institute of India Pvt. Ltd. / the Sponsor;

Dr. Sujata Patil, Krishna Institute of Medical Sciences Deemed to be University, Pune.-
Bangalore, NH4 Highway, Karad, Dist. Satara.Maharashtra - 415539; hereinafier referred to as
Investigator:

AND

Krishna Institute of Medical Sciences an Deemed University operating, owned and run
under Krishna Institute of Medical Sciences. having office at Near Dhabewadi Road. Pune.-
Bangalore, NH4 Highway, Karad-, Dist. Satara Maharashtra — 415110 hereinafter; referred to as
Institution;

AND

CROM Clinical Research & Medical Tourism Pvt. Ltd., a Company incorporated under
Companies Act, 1956 having its registered office at Caculo Enclave, c/o Vintage Hospital, St
Inez Panaji North Goa GA 403001; hereinafter referred to as SMO.

WHEREAS CRO is engaged in the business of managing and providing clinical rescarch
services and related activities and has been appointed by Sponsor to arrange and administer a
clinical Study entitled:

A Multicenter., Phase IIl. Double-Blind, Randomized. Placebo Controlled Study to
Evaluate the Efficacy of Recombinant BCG VPM1002 in Reducing Infection Incidence and
Disease Severity of SARS-COV-2/COVID-19 Among High-Risk Subject under Protocol no.
— SH-rBCG/COVID-19/IN-01, Version 3.0 Dated: 11 April 2020 (“the Protocol™) and has
entered into an agreement with Sponsor or one of its affiliates concerning the management,
funding and administration of the Study:

AND WHEREAS Sponsor intends to appoint Investigator relating to the said SII-rBCG/COVID-
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Protocol Ne. SH-BCG/COVID-19/IN-01 Serum Institute of India Pvi. Lid.

19/IN-01, Clinical Smudy and requires CRO to supervise the services / activities to be undertaken by
Investigator along with the services provided by CRO to Sponsor.

AND WHEREAS Institution, Investigator have each reviewed sufficient information regarding
Sponsor’s vaccine viz. SII-rBCG VPMI1002 (the “Study Vaccine™). the Protocol for the Study
and the Investigator Brochure to evaluate their interest in participating in the Study and each
desires to participate in the Study as more particularly described in this Agreement.

WHERE AS, SMO is in the business of providing site management services and Institution and
Investigator has approached Sponsor/CRO that it intends to appoint SMO to provide them certain
site management services for this Protocol/Study which shall be including ensuring overall day-to-
day support for the site management and administration activities by providing the team of Clinical
Research personnel including coordinators to the Institution, and performing all the protocol related
and operational activities in compliance with Regulatory Requirements as may be delegated.

NOW, THEREFORE, subject to the terms, conditions and covenants hereinafter set forth CRO,
Investigator , Institution & SMO agree as follows.

The Sponsor, CRO, Investigator, Institution & SMO are sometimes heremafter dividually
referred to as a Party and collectively as Parties.

Article 1 — The Study

1.1 The Institution, Investigator and SMO undertake to conduct the Study in strict accordance
with various guidelines and applicable regulatory requirements including but not limited to (a)
the current World Medical Association Declaration of Helsinki titled. *“Ethical Principles for
Medical Rescarch Involving Human Subjects:” (b) the current ICH Harmonised Tripartite
Guideline for Good Clinical Practice (CPMP/ICH/135/95); (c) the current Indian Ministry of
Health and Family Welfare guideline for good clinical practice titled. “Good Clinical Practices
for Clinical Research in India:” (d) the current Indian Council of Medical Research ethical
guideline for clinical research titled, “Ethical Guidelines for Biomedical Research on Human
Subjects;” (e) the written requirements of all reviewing Institutional Ethics Committees and
institutional review boards (collectively, the Institutional Ethics Commitiees) (f) Sponsor's
Standard Operating Procedure (SOP)s, if required; Institution’s own SOP, the Protocol which is
approved by Sponsor, Investigator and the IRB and a copy of which is attached hercto as
Schedule A (g) such other guidelines as may be issued by Indian Council of Medical Research
and Ministry of Health and Family Welfare and (h) data privacy laws as may be applicable and
subsequent amendments if any. to the above guidelines and such other regulations that may be
pronounced by a competent authority from time to time (hereinafter “Regulatory
Requirements™). It is understood and agreed that, in the event of a conflict among any of the
Standards, the most stringent Standard shall apply.

1.2 The Investigator hereby certifies and undertakes that s/he is not and has not been debarred
under the Drugs and Cosmetics Acts 1940, Drugs and Cosmetics Rules, 1945, and any
legislation in connection with any of the services or work provided hereunder as amended, or any
other similar legislation. or excluded by a regulatory authority from participating in the
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Protocol No. S1-rBCG/COVID-19AN-01 Serum Institute of India Pvi. Lod.

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

1.3 The Investigator acknowledges and agrees that its obligations set forth herein are of a
personal nature and that the character, competence and reputation of the Investigator were
instrumental in the Sponsor’s / CRO’s selection of the Investigator for the conduct of the Study.
Consequently, it is agreed that the Investigator may not in any way transfer, cede or assign,
directly or indirectly, the rights granted herein to any third party. If Investigator should become
unwilling or unable to conduct the Study, the Institution shall consult with the CRO regarding
the appointment of a new principal investigator. In such an event, CRO shall supervise the
services / activities undertaken by new principal investigator relating to the Study along with the
services provided by CRO to Sponsor. If both Partics cannot agree on a substitute. all further
enrolment of subjects into the Study shall immediately cease and decision on the continuation of
subjects already recruited in the Study will be taken jointly by CRO & Sponsor on a case to case
basis. However, it is agreed between the Parties that, the outgoing Investigator shall be hable and
responsible for all his acts. deeds, actions, omissions, and liabilities anising there from, during the
period he / she acts as a Principle Investigator.

1.4 The Institution, Investigator and SMO undertake to conduct the Study in an efficient and
professional manner under the provisions of this Agreement and will use their best efforts o
complete the Study within the time period agreed between the Parties.

1.5 Parties agree to coordinate the day-to-day management of the Study with each other and to
comply with and perform their respective responsibilities and activities as set forth in this
agreement.

1.6 CRO will act as a contact point for the Investigator. Institution and Sponsor, regarding any
issue which may arise in the implementation of the Study.

1.7 Before commencing the Study, within seven (7) business days the Investigator will seek
approval to conduct the Study from the IRB and shall obtain consent as per applicable local
regulations of all Study Subjects (or, if permitted their legal representative) who participate in
the Study. including consent to allow Sponsor and its Affiliates (hereinafter defined) to access
personal and medical information as necessary to monitor the Study or to receive and use Study
data. Investigator must deliver to the Sponsor/CRO the written approval for the conduct of the
Study. the approved informed consent form and the terms of the Protocol from the IRB. Sponsor
may terminate this Agreement under Article 9 (Term and Termination; Effect of
Termination) upon the failure of the Investigator to seck the aforementioned approval from
IRB. In this Agreement “Affiliate™ means any entity that controls, is controlled by, or is under
common control with the party being referred to. In this context, “control” shall mean (1)
ownership by one entity, directly or indirectly, of at least fifty percent (50%) of the voting stock
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Protocol No. SIBCG/COVID-19/N-1 Serum Institute of India Pvt. Lid.

of another entity; or (2) power of one entity to direct the management or policies of another
entity, by contract or otherwise;

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

1.9 The Investigator, Institution & SMO hereby warrants that they:

{a) shall use Study Vaccine only 1o conduct the Study in accordance with the Protocol; shall not
chemically, physically or otherwise modify Study Vaccine, unless specifically required to do so
by the Protocol; and shall handle, store, ship and dispose of Study Vaccine with appropriate care
and in compliance with manufacturer’s instructions in writing or over an email and all applicable
local, state and federal laws, rules and regulations, including, but not limited to, those governing
hazardous substances.

(b) shall not charge any Study subject or third-party payer for Study procedures required by the
Protocol that are paid for by CRO/Sponsor under this Agreement or for any Study Vaccine that is
provided or paid for by CRO/Sponsor.

(¢) received a copy of the Investigator Brochure and has read and understood its contents.

(d) shall prepare. document and maintain records and case histories on the case report form
supplied by the CRO, retain such data and records after completion of the Study, and obtain
advance informed consent from each of the subjects, or their duly authorized representatives, as
defined in the Protocol participating in the Study (hereinafier “Subjects™).

(e) shall administer the preparation of laboratory tests for shipment (e.g.. centrifuge, freezing,
packing, labeling) and arrange for courier services with respect to the shipment of biological
samples (e.g.. completion of shipment forms. ensure the relevant shipment procedure and safe
delivery of the shipment);

(f) shall report adverse events and serious adverse events as required by the regulation in force
and amended from time to time. The definition of 'Adverse Events' and 'Serious Adverse Events'
and the reporting procedure are included in the Protocol, which shall be followed for such

reporting.

(g) agree to inform Sponsor / CRO promptly if they become aware of material non-compliance
with the Protocol, ICH Good Clinical Practices. or any applicable laws, rules or regulations:
incomplete or inaccurate recording of data: or any significant misconduct or other matters of
concern relating to the performance of the Study at Institution.

1.10 Any change. amendment or modification to this Agrcement or any Schedule hereto must be
authorized in witting by all Parties. Provided however those changes to the Protocol may be
made (i) in accordance with procedures outlined in the Protocol, or (ii) with the agreement of the
Investigator, Institution and Sponsor. Any changes to the Protocol shall be accompanied by such
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Protocol No. SH-rBCG/COVID-19/IN-01 Serum Institute of India Pvt. Lid.

notification, review and/or approval of the IRB as may be required by applicable law and/or the
Protocol. The Institution and the Investigator shall not consent to any change in the Protocol
requested by the relevant IRB without the prior written consent of CRO or SPONSOR.

1.1l The Investigator may appoint such other individuals as she/he, in accordance with
applicable law and/or the Protocol, may deem appropriate as sub-investigators to assist m the
conduct of the Study (such other individuals are collectively referred to hereinafter as “Sub-
investigators™). All such Sub-investigators must be approved by CRO / Sponsor and copies of
their curriculum vitae and other regulatory documentation as required (such as financial
disclosure forms) forwarded to CRO/ Sponsor. The Investigator shall be responsible for leading
any such team of Sub-investigators, and shall ensure that such Sub-investigators are properly
qualified and licensed.

1.12 Institution, Investigator and SMO shall keep appropriate records of Study Vaccine
received, dispensed, used, and retumed to pharmacy/storage (and retumed to CRO/Sponsor) in
accordance with Regulatory Requirements.

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

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

I.15 Institution agrees that any nationally-licensed medicinal products that are not the subject of
the Study but are required for the routine care of a Study subject during and after the Study for
the disease or condition to which the Study relates are expected to be available to the Study
subject and funded through the usual operations of the local healthcare system independently
from the Study and without expectation of support from CRO and/or Sponsor.

I.16 Institution/Investigator/SMO agree to record all side effects including laboratory
abnormalities, whether serious or not, of which they may become aware in the appropriate Case
Report Forms (CRFs) and in medical files of the subjects in accordance with the requirement set
out in the Protocol.

1.17 Upon reasonable notice and at reasonable times. Institution’ Investigator/SMO shall permit
representatives of the CRO and/or the Sponsor to examine their representative facilities. to
validate case reports against original data in their files, to make copies of relevant records and
monitor the work performed hereunder, and to determine the adequacy of the facilities and
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Protocol No. SHl-BCG/COVID-19/DN-01 Serum Institute of India Pvi. Lid.

whether the Study is being conducted in compliance with this Agreement. and Regulatory
Requirements. CRO/Sponsor representative should also be permitted to review the relevant
financial documents related to the Swmdy including but not limited to quotations, invoices,
employee agreement, salary slips, attendance records, subject compensation logs, annual
maintenance contract (applicable for instruments, equipments being used in the Study)
agreements, physical verification of assets.

1.18 Institution and Investigator Agree that they shall be jointly and severally responsible for
securing all performance and any or all the breaches, acts, actions. non actions, inactions taken
by and/or non performance by SMO during the course of this Agreement for the tasks delegated
by Institution/Investigator to SMO time to time. Institution/Investigator agree that they shall
notify Sponsor/CRO immediately upon discontinuation of the services of SMO under this
Agreement if any. Institution/Investigator agree further that such discontinuation of the service
by SMO if any under this Agreement, shall not have any impact on the Study to be conducted by
Institution and Investigator.

Article 2 — Compensation

2.1 All payments will be made by CRO/Sponsor as per payment schedule provided in schedule B
hereto and assumptions provided thereunder.

2.2 The Parties hereby agree and covenant that Investigator / Institution will directly issue
invoices to Sponsor which will be certified by CRO. The Parties agree that CRO shall act as a
pure agent of Sponsor and facilitate payments to be made to the Investigator / Institution directly
or through the SMO. Invoices shall be addressed to CRO and be sent at the following addresses:

DiagnoSearch Life Sciences Pvt. Ltd.
702, Dosti Pinnacle. Wagle Estate
Thane — 400 604, India

2.3 All amounts payable to the Investigator / Institution/SMO will be subject to Tax Deduction at
source as required by the relevant tax provisions

2.4 It is understood that Sponsor enjoys exemption from GST by claiming status of Special
Economic Zone (SEZ) unit and accordingly invoices will be raised without levying GST.
Further, as per Rule 96A of Central Goods and Service Tax Act, 2017 Parties agree that:

(1) If invoices issued by CRO, Investigator and Institution are without levying GST, then such
invoices shall specifically mention - “Supply to SEZ Unit or SEZ Developer for Authorised
Operations under Bond or Legal Undertaking without payment of Integrated Tax (LUT)”
Every such invoice must also mention the GSTIN No. 27TAABCS4225M2Z6 of our SEZ unit and
ARN no for LUT,

(i1) However, if CRO, Investigator and Institution opt to levy GST, then such invoices shall
specifically mention - “Supply to SEZ Unit or SEZ Developer for Authorised Operations on
payment of Integrated Tax. The Integrated Tax paid will have to be claimed as refund and
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Protacol Mo, SI-rBCG/COVID-19/TNO1 Serum Institute of India Pvi. Lid.

Sponsor will not reimburse GST paid.” Further these invoices should also mention GSTIN No
2TAABCE4225M2Z6 of our SEZ unit.

{i1i) However, the Sponsor shall reimburse the amount including but not limited to tax lability,
interest and penalty thereon imposed on CRO/Investigator/Institution by any competent
authorities arising out of breach, action. inaction or failure to comply with provisions of Central
Goods and Service Tax Act by Sponsor.

2.5 The payment shall be made only by electronic transfer to the beneficiary account details
given below in Schedule B of the Agreement

2.6 Payments of invoice amount by CRO to SMO as prescribed under clause 2.5 against the
invoice raised by Institution/Investigator shall be valid discharge of the payments obligations by
Sponsor/CRO under this Agreement. Neither Institution nor Investigator, shall raise any dispute
to Sponsor/CRO about the non or inappropriate receipt of the amount from SMO as
contemplated under this Agreement. Also the non receipt of the amount from SMO shall not a
ground for Institution and/or Investigator to discontinue the performance or termination of this
Agreement.

2.7 Institution / Investigator agree that it shall be their exclusive responsibility to settle service
charges to SMO for the services performed during the course of this Agreement for the tasks
delegated by the Institution / Investigator to SMO. without recourse to the Sponsor/CRO.

Article 3 — Institution Staff and Facilities

3.1 The Institution acknowledges that all payments for all necessary laboratory and other
facilitics, equipment, supplies (other than the Study Vaccine), and physicians and clinical
support staff required to discharge its obligations under this Agreement are provided for in the
compensation schedule as provided in Schedule B. Institution shall ensure that all such facilities
and staff are arranged to support the Study.

3.2 All matters, terms and payment of compensation, benefits and other conditions of
engagement of any nature for the Investigator, any Sub-investigators and any support staff uscd
in the Study shall be solely a matter between the Institution and such individuals, regardless of
whether such individuals are considered employees, agents or independent contractors of the
Institution and no amounts payable by CRO under this Agreement shall be considered to be a
salary payment by CRO or Sponsor to Investigator, sub-investigator or support staff. All
Institution/Investigator staff performing Services under this Agreement shall at all times be
employed or engaged by Institution/Investigator and shall not be employees or subcontractors of
CRO or Sponsor. Accordingly Institution/Investigator/SMO shall deal with all issues relating to
the employment or engagement of the Institution/Investigator/SMO staff including without
limitation; payment of salary and any employment-related benefits; deduction of all Pay As You
Earn, National Insurance and any other employee-related taxes and contributions; disciplinary
and performance issues; grievances; issues relating to a member of staff’s ill health: and issues
relating to a member of staff’s terms and conditions of employment or engagement
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Frotocol No. SIE-rBCG/COVID-19/IN-01 Serum Institute of India Pvi. Lid.

3.3 The Investigator and the Institution will take appropriate steps to inform each physician,
Study staff of the terms of this Agreement, obtain their agreement to abide by the terms and
conditions of this Agreement and ensure that those persons comply with the terms and conditions
of this Agreement. “Study Staff” mean the individuals providing services under the
supervision of the Investigator with respect to the conduct of the clinical study, including
without limitation sub-investigators, study coordinators, and other trial Site employees.
agents, any support staff etc,

Article 4 — Reports

4.1 The Investigator will maintain accurate and complete records in accordance with Regulatory
Requirements and the Investigator will comply with all reporting requirements contained i the
Protocol/SOPs/any other Sponsor’s specification. The Investigator will provide the
CRO/Sponsor with copies of all reports provided to the Investigator’s IRB/IEC.

4.2 The Investigator shall keep the CRO advised of the status of the Study via periodic reports,
which are to be transmitted via clectronic means or other mutually agreeable method. The
frequency of reports shall be mutually agreed to by both Parties. If required by the Sponsor. there
shall also be a final report of the Study presented to the CRO/Sponsor.

4.3 All case report forms and other reports submitted to the CRO and all data including Study
Data generated under this Agreement shall be the property and Confidential Information of the
Sponsor and may be used by the Sponsor for any purpose without further obligation or liability
to the Institution and/or the Investigator.

4.4 The Institution and the Investigator shall provide such expense statements/reports to Sponsor
as CRO/Sponsor may request, on such forms as Sponsor may supply or as Sponsor may approve.
During the time the Study is being conducted and for one year thereafter, Investigator and each
sub-investigator shall update such  forms promptly and provide the same to the Sponsor/CRO
as may be requested by Sponsor and whenever any material changes occur in the information
disclosed by the previous forms.

45 A Subject’s individual medical records shall remain the property of the Investigator /
Institution. The Investigator will, where duly authorized or where allowed by law, provide or
make such medical records and individual Subject data available to the CRO / Sponsor and
governmental agencies.

4.6 Institution shall make and retain records regarding the Study as required by the Protocol.
applicable law or regulation, or ICH/GCP Guidelines, and in accordance with Institution’s
standard archiving procedures. Institution will retain such records for a minimum of fifieen (15)
years from conclusion of the Study. Thereafter, Institution will contact Sponsor prior to any
destroying such records and will retain the records if requested by Sponsor.

4.7 The Investigator/SMO agrees not to provide the Study data to any third party or to use the
Study data in any way without the Sponsor’s prior written consent. The Investigator also agrees
to not identify, Subjects in order to benefit research conducted or sponsored by any third party,
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Protocol No. SII-BCG/COVID-19/IN-01 Serum Institute of India Pvi. Lid.

without the Sponsor’s prior written consent.

4.8 All Study Data and reports and any other information that generated, provided to and created
by Investigator or Institution or SMO, in the performance of their duties hereunder remain the
property and confidential information of Sponsor at all times. The Parties hereby agree that.
subject lo the applicable laws and requirements and each Party’s rights and obligations under this
Agreement, Sponsor shall be the sole owner of all the information mentioned above and shall
have the unrestricted right during and after the term of this Agreement, to use the same for any
purpose; “Study Data™ shall mean all records and reports, (other than Study Subject’s medical
records), generated, collected or created pursuant to or prepared in connection with the Study
including, without limitation, reports (e.g. CRFs, data summaries, interim reports and the final
report) efe.

Article 5 — Inventions

5.1 The Institution, Investigator and SMO hereby acknowledge and agree that Sponser shall own
all right, title and interest in and to the Protocol, all intellectual property rights arising from the
Study including but not limited to reports. discoveries, data, inventions, developments,
structures, designs, protocols, biochemical strategies, biological materials, formulations.
compositions, analytic methodology. chemical and gquality control procedures, devices. know-
how, technologies, techniques, systems methads, products, processes, algorithms. concepts.
formulas, processes, ideas, writings, trade names. business names, logos, design marks or other
proprietary marks, technical research, development and manufacturing data, trade secrets or
utility models in any stage of development, whether or not patentable and whether or not reduced
to practice. and all improvements, modifications, derivative works from. other rights in and
claims related to, any of the foregoing and whether or not made, discovered, conceived,
invented, originated, devised or improved by the Institution, Investigator, SMO , Sub
investigator and Study Staff in the performance of the Study or relating to the Study Vaccine or
which incorporate Sponsor’s confidential Information (collectively, the “Inventions”™), and the
Institution. Investigator and SMO hereby expressly and irrevocably assign. and will cause Sub-
investigators and Study Staff to assign, to the Sponsor, all right, title and interests that they may
have in any such Inventions without payment of additional consideration.

5.2 The Investigator shall promptly disclose to the CRO/Sponsor in writing any and all
Inventions generated pursuant to this Agreement and undertake not to use such Inventions than
for the purposes of this Agreement without the prior written consent of the Sponsor.

5.3 If CRO/Sponsor requests, Institution, Investigator and SMO shall execute, and will cause
the Sub investigators and Study Staff to execute, any instruments or testify as Sponsor deems
necessary for Sponmsor and/or Sponsor's Affiliates to draft, file, and prosecute patent
applications, defend patents, or to otherwise protect Sponsor ‘s interest in the Inventions .
CRO/Sponsor will reasonably compensate Institution and/or Investigator (as applicable) for the
time devoted to such activities and will reimburse Institution and or Investigator (as applicable)
for reasonable and necessary expenses incurred. The Institution, Investigator and SMO hereby
grant to Sponsor an exclusive, worldwide. irrevocable, non-restrictive and full royalty free
license under such Inventions to exploit the same for any purpose whatsoever,
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5.4 The obligations of this Section shall survive termination of this Agreement.
Article 6 — Publication; Publicity

Except as otherwise expressly agreed between the Parties. Institution, Investigator and SMO
agree that they will not issue nor allow their employees, sub-investigators or representatives to
issue or disseminate any press release or statement, nor any communication of information
regarding the Study, written or oral, to the communications media or any third party without the
prior written consent of Sponsor. Additionally. all announcements or publicity concerning the
Study. or this Agreement by Institution or Investigator or SMO may be approved by the Sponsor,
at its sole discretion.

The Institution. Investigator and SMO agree not to publish any Study related material. including
the Results, other than in accordance with this Section 6.

Article 7 - Confidential Information

7.1 In connection with the performance of Study services, CRO and/or Sponsor may provide. or
have provided. certain Confidential Information (herginafier defined) to Institution and
Investigator solely for the purpose of enabling the Institution and Investigator to conduct the
Study. Institution, Investigator and SMO agree not to use, or permit the use of Confidential
Information except for the performance of this Agreement and not to disclose Confidential
Information to third parties except as necessary to conduct the Study and under an agreement by
the third party to be bound by the obligations of this Section. Institution, Investigator and SMO
shall safeguard Sponsor / CRO Confidential Information with the same standard of care that is
used with Institution’s confidential information, but in no event less than reasonable care.

7.2 In this Agreement “Confidential Information™ means all information (including, without
limitation, study protocols, case report forms, clinical data, other data, reports, specifications.
computer programs or models and related documentation, know-how, trade secrets. or busingess
or research plans, processes, procedures) of Sponsor / CRO or their Affiliates that are: (1)
provided to Institution, Investigator and SMO in connection with this Agreement or the Study;
(2) Study data, results, or reports ereated by Institution, Investigators, SMO, Sub-investigators or
Study 5taff in connection with the Study (except for a Study subject’s medical records); and (3)
cumulative Study data, results, and reports from all sites conducting the Study.

7.3 The obligations of confidentiality and limited use under this Section shall not extend to:

i) any information that is or becomes publicly available, except through breach of this
Agreement;

it) any information that Institution/ Investigator/ SMO can demonstrate that it possessed
prior to, or developed independently from, disclosure or development under this
Agreement;
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iii) any information that Institution/ Investigator/ SMO receives from a third party (other
than Sponsor or its Affiliates) which is not legally prohibited from disclosing such
information;

iv) a Study subject’s specific medical information, as necessary for the appropriate medical
care of the subject.

7.4 Notwithstanding any termination of this Agreement the provisions of confidentiality will
apply for a period of ten (10) years from the date hereof.

7.5 If Institution, Investigator SMO jointly or severally are required by law to disclose certain
confidential information to statutory authorities then it shall do so based on legal advice from its
legal advisors and only to the extent required. It shall also intimate the CRO and Sponsor
immediately on receipt of such disclosure request / notice / order so that CRO / Sponsor can take
necessary steps if they wish to in order to limit the dissemination of the Confidential information.

Article 8 — Independent Contractor

The relationship of Sponser, CRO, Institution, Investigator and SMO under the Agreement is
that of independent contractors. The Parties do not intend to create a partnership or joint venture
employer-employee relationship between themselves. Institution and/or Investigator are not an
agent of CRO / Sponsor and have no right or authority to bind CRO and/or Sponsor in any
manner to any agreement or obligation whatsoever.

Each Party shall act solely as an independent contractor and shall have no right to act for or to
sign the name of or bind the other Party in any way or to make quotations or to write letiers
under the name of the other Party or to represent that such other Party is in any way responsible
for any acts or omissions of such Party. This Agreement does not in any way create a master and
servant relationship between Parties. Under no circumstances, the Employees of the Institution.
Investigator and SMO shall be considered as employees of Sponsor /CRO nor shall such
relationship be considered to exist.

Article 9 — Term and Termination; Effect of Termination

9.1 This Agreement shall commence on the Effective Date and shall, unless sooner terminated as
herein expressly provided, continue until completion of the Study.

9.2 This Agreement may be terminated by the Sponsor or by the CRO acting solely on the
instructions received from the Sponsor in this behalf, at any time, with or without cause,
immediately upon notice to Investigator to this effect; a notice by CRO and/or Sponsor that the
Study is terminated shall also constitute effective notice of termination of this Agreement.

9.3 Upon termination or expiry of this Agreement:

(a) Institution, Investigator and SMQO will not enroll additional Study Subjects, and will
cooperate with CRO and Sponsor in the orderly discontinuation of the Study:
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(b) the Parties will meet and confer promptly to determine an appropriate phase-out for Subjects
already enrolled in the Study:

(c) Instituoon, Investigator and SMO shall use reasonable efforts to revoke any financial
obligations incurred and shall avoid incurring any additional costs in connection with the Study;

(d) Investigator, Institution and SMO shall be entitled to receive payment by CRO of any
amounts accrued as of the date of termination for Study- related work actually performed and
expenses actually and reasonably incurred: in the event CRO has pre-paid Investigator and/or
Institution for Study services not yet performed as of the date of termination, Investigator shall
promptly refund to CRO all such pre-payments; It is further agreed by the Parties that Payment
made to SMO shall relieve the Sponsor and the CRO from all of their payment obligations
towards the Institution and the Investigator as stated above in Clause 2.6.

(e) Investigator, Institution and SMO shall deliver to CRO/Sponsor all case report forms and any
other reparts or documentation prepared during the course of the Study, whether completed or
not, in their possession or under their control; and

(f) Investigator, Institution and SMO shall either return to CRO / Sponsor or destroy. in
accordance with CRO / Sponsor’s instructions and / or the terms of the Protocol, all unused or
partially used Study Vaccine in their possession or under their control.

{g) All Confidential Information of Sponsor (except for such records that the Institution and
Investigator are required by law or regulation to retain) which in the Institution’s and/or
Investigator’s and/or SMO’s possession shall be promptly delivered to Sponsor. or at
Sponsor’s discretion destroved with destruction certified in writing.

(h) Institution represents that medical care for the disease or condition to which the Study relates
is available to Study subjects following the Study in accordance with local standard of care
through the usual operations of the local healthcare system. and that upon completion of the
Study, Institution will appropriate transition Study subjects from the Study to such medical care
or refer Study subjects to a health care provider for such medical care.

(i) No termination hereunder shall constitute a waiver of any rights or causes of action that either
Party may have based upon events occurring prior to the termination date. Articles 4. 5, 6, 7. 10,
and 11 shall survive any termination or expiration of this Agreement, as well as any other terms
which by their intent or meaning are intended to so survive.

Article 10 — Indemnification

10.1 Sponsor shall defend, indemnify, save and hold harmless the Institution, its directors,
officers, employees, agents, assigns and the Investigator (each, an “Institution Indemnitee™) from
any and all liabilities, claims, actions or suits by third parties for bodily injury or death. that
arise out of Institution’s administration of the Study Vaccine or procedures provided for by the
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Protocol (“Insutution Claim™), provided that Sponsor shall not indemnify any Institution
Indemnitee for any Institution Claim to the extent the Institution Claim arose out of:

a) failure by Institution Indemnitees and/or SMO to conduct the Study in accordance with
(i) this Agreement and the Protocol, (ii) all written instructions delivered by
CRO/Sponsor concerning conduct and administration of the Study, (iii) all applicable
government laws, rules and regulations and (iv) the manner required of a reasonable and
prudent clinical investigator or physician; and

b) the negligence or willful malfeasance of any Institution Indemnitee and/or SMO, or any
other person on the Institution’s property or under its control, exclusive of CRO / Sponsor
employees.

10.2 Sponsor’s obligations under this Section with respect to an Institution Claim are
conditioned on:

a) Prompt written notification to Sponsor of the Institution Claim so that Sponsor’s ability to
defend or settle the Institution Claim is not prejudiced; and

b) Institution Indemnitees’ and SMO agree that CRO/Sponsor has full control over the
defense or settlement of the Institution Claim and to fully cooperate with CRO/Sponsor in
the defense ar settlement of the Institution Claim: provided, that CRO/Sponsor will not settle
any such Institution Claim under terms that include an admission of fault or wrongdoing by
any Indemnitee or which requires an Indemnitee and/or SMO to undertake a future course of
action without that Indemnitee’s written consent to such components.

10.3 Additionally. Sponsor also agrees to compensate as required by the current compensation

guidelines under the new Drugs and Clinical Trials Rules, 2019), and any amendment or new
pronouncement notified by the Competent Authority

Notwithstanding clause 10.3. Sponsor shall not stand to pay any medical expenses of any human
subject in the Study in the event of any adverse reaction ansing out of or resulting from:

(i) A failure to adhere to the terms of this Agreement, Sponsor’s written instructions
relating to the Study (including the Study Protocol) and/or ICH-GCP guidelines and / or all
applicable Standards. All the deviation from the Protocol need to be notified to Sponsor
and CRO.

(ii) Institute shall be responsible for all the medical management expenses for the injury
caused by negligent acts or omissions or intentional, reckless or willful malfcasance by
Investigator, Institution, and SMO or the Study Staff .

10.4 The Investigator, Institution and SMO, jeintly and severally will indemnify and hold the
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CRO, the Sponsor and their affiliated corporations, successors, directors, trustees, officers,
employees and agents harmless from any and all liabilities suffered by same as a result of a claim
asserted against same, arising, or are alleged to arise, from;

(a) negligence or intentional or gross fault on the part of the Institution, Investigator and
SMO or any other Study staff. personnel involved in the performance of the Study;

(b)  activities contrary to the provisions of this Agreement, including a failure to use the
Study Vaccine in compliance with the Protocol or to adhere to the terms of the Protocol;

(c) the Investigator’s failure to obtain IRB review and approval;
(d) the Investigator's failure to obtain proper written informed consent from the Subjects: or

(e) a breach of any applicable laws by the Institution, Investigator and SMO, or any other
Study personnel involved in the performance of the Study.

In the event a claim or action is or may be asserted, an Institution Indemnitee shall have the right
to select and to obtain representation by separate legal counsel. If an Institution Indemnitee
exercises such right, all costs and expenses incurred by such Institution Indemnitee for such
separate counsel shall be fully bome by the Institution Indemnitee; provided, that without
CRO/Sponsor prior written consent, the Institution Indemnitee shall make no admission to, or
any scttlement or agreement with, any person or party who i3 in any manner related to the
Liabilities for which indemnification may be sought.

The obligations of this section shall survive termination of this Agreement.

Article 11 — Limitation of Liability

Except for as provided in 10.1 and 10.3, whether attributable to contract, tort. warranty,
negligence, strict liability or otherwise, Sponsor/CRO’s liability for any claims, damages, losses
or liabilities arising out of or related to this Agreement or the Services performed hereunder shall
not exceed the amounts paid by CRO to Investigator and/or Institution for Services under this
Agreement.

IN NO EVENT SHALL EITHER PARTY BE LIABLE HEREUNDER FOR ANY INDIRECT,
INCIDENTAL, CONSEQUENTIAL, PUNITIVE OR SPECIAL DAMAGES (INCLUDING
BUT NOT LIMITED TO LOST PROFITS AND LOSS OF USE OF FACILITIES)
SUSTAINED BY THE OTHER PARTY OR ANY OTHER INDIVIDUAL, THIRD PARTY
OR OTHER ENTITY FOR ANY MATTER ARISING OUT OF OR PERTAINING TO THE
SUBJECT MATTER OF THIS AGREEMENT. THE PARTIES EXPRESSLY
ACKNOWLEDGE THAT THE FOREGOING LIMITATIONS HAVE BEEN NEGOTIATED
BY THE PARTIES AND REFLECT A FAIR ALLOCATION OF RISK.
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Article 12- Insurance

12.1 Sponsor Insurance: Sponsor shall at all times during the term of this Agreement obtain and
maintain at its own cost and expense, clinical trial insurance policy, with respect to its activities
hereunder as required by the laws of India or laws as per the country where the clinical trial shall
be conducted. Such insurance shall be placed at commercially appropriate levels of insurance.

12.2 Institution Insurance: Institution shall maintain medical professional liability insurance with
limits in accordance with the laws of India or laws of the country where the clinical trial shall be
conducted, for each medical professional involved in the Study or require that cach medical
professional maintain such insurance.

12.3 Evidence of Insurance: Upon request, Sponsor and Institution respectively, will provide to
each other a certificate of insurance evidencing such coverage.

Article 13 - Human Rights

Institution and SMO represents that. with respect to employment and conducting the Study under
this Agreement, Institution and SMO will comply with all applicable human rights/employment
laws /labour laws, including but not limited to compliance with rules and regulations governing
child labor, forced labor, safe and healthy work place, minimum wages, employee non-
discrimination etc.

Article 14 - Anti-Bribery and Anti-Corruption

The Institution, Investigator and SMO represent and warrant that they shall not. directly or
indirectly, take any action which would cause them, or their employees and sub-investigators to
be in violation of any anticorruption or anti-bribery law or regulations applicable to the
Investigator (*Anticorruption Laws™).

Article 15 — Equipment

15.1 With respect to any equipment (“Loaned Equipment™) provided to Institution and’or SMO
and/or Investigator by CRO or Sponsor exclusively to perform the Services pursuant to this
Agreement Institution, Investigator and SMO agrees that no title to nor any proprictary rights
related to the Loaned Equipment is transferred to Institution. that the Loaned Equipment will be
used only for the Study and only as described in the Protocol and any other written directions
provided by CRO/Sponsor. that the Loaned Equipment will not be transferred by Institution.
Investigator and SMO to the possession of any third party without the written consent of
CRO/Sponsor, and that, at the completion of the Study or at CRO’s/Sponsor’s request,
Institution, Investigator and SMO will return the Loaned Equipment and all related training
materials and documentation to CRO /Sponsor.
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15.2 Investigator/Investigator/ SMO and Study Staff will artend scheduled training to use the
Loaned Equipment following reasonable advance notice of scheduling. The Loaned Equipment
will be kept in a safe and secure location and Institution will be responsible for any theft,
damage. or loss to the Loaned Equipment other than normal wear and tear.
Institution/Investigator/ SMO will be responsible for arranging and paying for any required
electricity supply, backup power supply. intemet connection, telephone line. and/or facsimile
line as necessary to use the Loaned Equipment. Institution, Investigator and SMO shall also be
responsible for maintenance cost and annual calibration cost which is required to keep the loaned
equipment in a working condition. If the Institution. Investigator and SMO fails to return the
Loaned Equipment within the timeframe specified by CRO/Sponsor, the Institution, Investigator
and SMO will be responsible for reimbursing CRO/Sponsor for any penalties, late fees, and/or
replacement costs.

15.3 Institution, Investigator and SMO acknowledges that the Loaned Equipment may involve
valuable patent, trademark, trade name, trade secret, and other proprietary rights of the Loancd
Equipment manufacturer. Institution , Investigator and SMO will not violate and will take
appropriate steps and precautions to énsure that those with access to the Loaned Equipment do
not violate these proprietary rights, including, without limitation:

(1) not removing any label or notice of Loaned Equipment ownership or other rights.

(ii)  not making any copy. reproduction, changes, modification. or alteration of any
software or firmware included with the Loaned Equipment or

(iii)  not disassembling or decompiling any such software or firmware or otherwise
attempting to discover any source code or trade secret related to such software or
firmware.

Article 16 — Force Majeure and Delays

In the event either Party shall be delayed or hindered or prevented from the performance of any
act required hereunder by reasons of strike, lockouts, labor troubles, failure of power. restrictive
government or judicial orders, or decrées, riots, insurrection, war, Acts of God, inclement
weather or other similar reason or cause beyond that Party’s control. then performance of such
act (except for the payment of money owed) shall be excused for the period of such delay:
provided the Party provides notice of the existence of and reason for such nonperformance or
delay in specific detail. In the event of a delay for a consecutive of 90 days, the non-affected
Party will have right to terminate this Agreement by serving written notice to the other Party.

Article 17 — Applicable Law
This Agreement shall be construed, governed, interpreted, and applied in accordance with the

laws of India and dispute under this Agreement and shall be subjected to the exclusive
jurisdiction of courts of the City of Pune without regard to its conflict of laws provisions.
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Article 18 - Recordkeeping and Regulatory Inspection:

18.1 Throughout the term of this Agreement, Institution/Investigator shall maintain and
Investigator shall require SMO, Study Staff to maintain the complete and accurate books and
records (including scientific, clinical and financial records) pertaining to all work performed
and expenses incurred hercunder in connection with the Study and preserve them as per the
directions of Sponsor/CRO for a minimum of fifteen (15) vears from the datz of completion of
the Study or termination of this Agreement, whichever is earlier, or such longer period as
required by the Protocol and the a pplicable laws and requirements. Archival of these records
will be with Institution. Sponsor and its representatives shall have access to these records during
the period of 15 years stated above. If required, Institution and SMO shall provide the copies of
these records to Sponsor.

18.1.1 Sponsor or its designee shall have the right upon prior written notice to have their
representatives review and copy all books and records of Investigator. Institution and SMO
the trial Site and the Study Staff relating to the Study. including without limitation books
and records relating to any funds expended hereunder in connection with the Study. In each
case access to such books and records shall occur during regular business hours (or such
other agreed time) following reasonable notice to Institution whose records are sought for
review.

18.1.2 Sponsor or its designee upon reasonable advance notice, and during regular business
hours (or such other agreed time), shall have the right to access the trial site to carry
out Sponsor’s rights and obligations hereunder and to inspect such trial site’s facilities used in
the conduct of the Study. The Parties agree to maintain the confidentiality of any subject-
identifiable medical records should such information be made accessible under this Article
18.1.2.

18.2 The Investigator/Institution/SMO shall notify the Sponsor/CRO immediately by telephone
or facsimile in case they receive any communication from Food and drug Administration or any
other governmental or regulatory body with regard to Inspection/Audit of the Institution’s
facility relating to the Study during the term of this Agreement and shall allow CRO/Sponsor to
be present at the inspection or participate in any response to the action, and provide to
Sponsor/CRO copies of all materials correspondence, statements forms and records which the
site receives, obtains or generate pursuant to any such Inspection. Investigator and Institution
agrees to promptly take any reasonable actions requested by CRO/Sponsor to cure deficiencies
noted during an inspection or audit.

Article 19 — Electronic Record and Electronic Signature

Investigator/ Institution/SMO acknowledges that Electronic Records (defined hereinafier),
Electronic Signatures (defined hereinafier), and handwritten signatures executed to Electronic
Records, utilized for capturing study related data and for performing services under this
Agreement, will be trustworthy, reliable, and are equivalent to paper records and handwritten
signatures executed on paper.
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As defined in 21 CFR Part 11 “Electronic record” shall mean any combination of text, graphics,
data, audio, pictorial, or other information representation in digital form that is created, modified.
maintained, archived, retrieved, or distributed by a computer system. “Electronic signature™ shall
mean a computer data compilation of any symbol or series of symbols executed. adopted, or
authorized by an individual to be the legally binding equivalent of the individual's handwritten
signature.

Investigator/ Institution/SMO shall remain accountable and responsible for actions initiated
under its Electronic Signature.

Article 20 — Representations and warranties

The Parties each represent and warrant that the execution, delivery and performance of this
Agreement does not conflict with, violate or breach any agreement to which it is-a party and no
Party will enter into any, agreements, assignments or encumbrances binding on it or its
respective Affiliates inconsistent with the provisions of this Agreement.

Article 21 - Assignment:

No Party may assign this Agreement or any interest hereunder without the prior written consent
of other Party; provided, however, that Sponsor may assign this Agreement to any corporation
with which it may merge or consolidate or to which it may sell all or substantially all of its
assets, without obtaining the prior written consent of Institution. In the event of any assignment
by any Party permitted under this Agreement, such assignment will be effective only if (i) the
assignee has the requisite power. authority and capability to fulfill all obligations of the
assignor Party under this Agreement and (ii) such assignee agrees in wnting to other Party, in
a form reasonably acceptable to the other Party, to fulfill all obligations and liabilities of the
assignor Party under this Agreement. Each Party will promptly notify other Party of any such
assignment. To the extent permitted above, this Agreement shall be binding upon and inure to
the benefit of the Parties and their permitted successors and assigns.

Article 22 — Severability

If any provision{s) of this Agreement should be illegal or unenforceable in any respect. the
legality and enforceability of the remaining provisions of this Agreement shall not be affected.
In the event that the terms and conditions of this Agreement are materially altered as a result
of this Amicle 20, the Parties will renegotiate the terms and conditions of this Agreement to
resolve any inequities. adhering as closely as possible to the original intent of the Parties.

Article 23 — Waiver / Modification of Agreement

No waiver, amendment, or modification of any of the terms of this Agreement shall be valid
unless in writing and signed by authorized representatives of all Parties. Failure by a Party to
enforce any rights under this Agreement shall not be construed as a waiver of such rights, nor
shall a waiver by a Party in one or more instances be construed as constituting a continuing
waiver or as a waiver in other instances.
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Article 24 — Miscellaneous

24.1 Institution/SMO will obtain written consent from staff involved in the Study that allows
Sponsor, Sponsor affiliates, and third party suppliers working for Sponsor or its affiliates to hold
and process personal data provided with respect to Study Staff anywhere in the world, both
manually and electronically, for all purposes relating to the performance of this Agreement. for
the purposes of administering and managing the business activities of any company in the
SPONSOR group of companies, and for compliance with applicable procedures. laws, and
regulations. Investigator consents to the use. storage and processing of his/her personal data as
set out above.

24.2 This Agreement, including the annexed Schedules and Appendices | sets forth the entire
understanding between the Parties herein, and there are no other understandings or promises,
written or verbal, not set forth herein, relating to the subject matter hercof and supersedes all
other prior agreements, discussions whether oral or in writing. This Agreement may not be
changed or supplemented, except by a writing executed by all Parties.

24.3 All legal notices to be given by either Party to the other shall be made in writing by hand
delivery or by registered or certified mail, return receipt requested or by other method reasonably
capable of proof of receipt thercof and addressed to the Parties at their respective addresses first
set forth above to the attention of:

If to the Institution, to: Krishna Institute of Medical Sciences
Deemed to be University, Pune- Bangalore.
NH4 Highway, Karad, Dist. Satara,
Maharashtra — 415539
Name: Dr. Shivaji T. Mohite
Designation: Dean
Phone No.: 02164-241555-58
Email: comtactfokimsuniversity.in

If to the Investigator, to: Name: Dr Sujata Patil
Designation: Principal Investigator
Krishna Institute of Medical Sciences
Deemed to be University
NH4 Highway, Karad, Dist. Satara
Maharashtra — 415539
Phone No.: +91-9518723884
Email: kimsmedcollegei@ gmail.com
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If to the CRO. to:

If to the CMO. to:

Name: Mr. Mandar Vaidya, Director - Operations
DiagnoSearch Life Sciences Pvt. Lid

702, Dosti Pinnacle, Plot No. E-7. Road No. 22,
Wagle Industrial Estate. Thane- 400604,
Maharashtra, India

Name: Mr. Mandar Vaidya

Phone No.: 022 6777 6314

Email: mandar.vaidva@diagnosearch com

If to the Sponsor, to: Dr. Hitt Sharma

Additional Medical Director

Serum Institute of India Private Limited 212/2 Hadapsar,
Pune 411 (28, India

Phone: 91-20-26602451

Facsimile: 91-20-26993911

Email: drhjs{@seruminstitute.com

With a copy to:

Name: Makarand Karkare, General Counsel
Serum Institute of India Private Limited,
Sarosh Bhavan, 16/B-1, Dr. Ambedkar Road
Pune 4110601

Phone: 91-20-26100341

Email: mac/aiseruminstitute.com

MName: Dr. Dhananjay Lad

Designation: Director CROM Clinical Research & Medical

Tourism Pvt. Ltd.

Address: CROM Premises Main Administrative building,

Oppo.7 Sea View hotel . Inside Car parking , Arambol

Beach, Goa, 403524

Phone: 9158592177

Email: clinicalresearchgoata gmail.com,
cromgoaf@gmail.com

Or to such other address and any Party may designate in writing from time to time to the other.
Any notice shall be effective as of its date of receipt.

(Left Blank Intentionally)
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SCHEDULE A
PROTOCOL NUMBER: SII-rBCG/COVID-19/IN-01
CLINICAL TRIAL PROTOCOL SYNOPSIS

STUDY TITLE A Multicenter, Phase [lI, Double-Blind, Randomized. Placebo-Controfled
Smdy 1o Ewaluate the Efficacy of Recombinamt BCG VPMIOO2 in
Reducing Infection Incidence and Disease Severity of SARS-COV-
2/COVID-19 Among High-Risk Subjeets

SPONSOR Serum Institute of India Pvi. Lid.

CLINICAL RESEARCH | DiagnoSearch Life Sciences Pyvt. Lid.
ORGANIZATION (CRO)

PROTOCOL ID SI-rBCG/COVID-19/IN-01

CLINICAL. DEVELOPMENT | Phasc Il

PHASE

INDICATION Protection of high-risk population from SARS-CoV-2/COVID-19 through
immune boost/activation by rBCG (VPM1002) vaccination

NUMBER OF SITES Approximately 40 sites will be initiated to enroll the required population

|: STUDY POPULATION A total of 5946 male and female adults =18 years of age who are at a high

risk of SARS-CoV-2/COVID-14 infection

DURATION OF | The maximum duration of study participation for a subject will be 194 days

PARTICIPATION

STUDY RATIONALE

Severe acule respiratory syndrome coronavirus 2 {SARS-CoV-2) infection is accelerating globally leading to an
increase in morbidity and mortality. Although individuals of any age can acquire SARS-CoV-2/COVID-19,
certain individuals are at a higher risk of infection with SARS-CoV-2/ COVID-19, The high-risk group incliudes
the health care workers (HCW) (physicians and paramedical siaff) working amid SARS-CoV-2/COVID-19
infected patients and all other people including household contacts of SARS-CoV-2/ COVID-19 confirmed
patients or people currently residing or working in SARS-CoV-2/ COVID-19 hotspots/outbreak areas where there
is a high nisk of transmission of COVID-1% infection. Though SARS-CoV-2/ COVID-19 infection may cause
mild symptoms in many, nearly 14% develop severe disease that requires hospitalization and oxygen support, and
5% require admission to an intensive care unit (ICU). In severe cases, COVID-19 can be complicated by the acute
respiratory distress syndrome, sepsis, septic shock and multiorgan failure with an estimated case fatality of 3.5%
in China.

The COVID-19 pandemic is rapidly worsening in all parts of the world, overwhelming health systems. There 15 a
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serious threat to HCW capacity in a thickly populated country like India. Also, reports from all over the world |
demonstrate that the discase takés a severe course in the clderly people and people with co-morbid conditions
leading 1o higher morality rates. Thus, there is an urgent niced to ensure the safety and health of existing HCWs
and all other people living in SARS-CoV-2/COVID-19 infected arsas where there is a high risk of discase
transmission and find sirategies to reduce the incidence, duration and intensity of SARS-CoV-2/COVID-19

infection among such population.

Evidence from experimental studies suggest that Bacille Calmene Guérin (BCG) vaccine has beneficial
heterologous effects and proven antiviral and immune modulatery properties that protect againsi infectious
diseases other than mberculosis. BCG vaccine can polentiale immune responses to other vaccines through
induction of trained innate immunity and heterologous adaptive immunity. Based on this evidence 1t is
hypothesized that BCG vaccination may induce protection against susceptibility to SARS-CoV-2/COVID-19

infection.

VPMI1002, a genetically modified BCG vaccine, is being developed with an aim to replace BCG by a vaccine that
has a better safety profile and superior cfficacy. Evidence from pre-clinical and clinical studies demonsirate that
VPM 1002 is safer and more immunogenic. Tt is therefore antivipated that VPMI002 will perform well and may
improve the clinical course of SARS CoV-2/COVID-19 infection.

Even though vaccine manufacturers across the globe have embarked on rapid development, SARS-CoV-2
vaccines are many months away from widespread availability 1o the masses. VPMI100Z 1BCG may act 1o
ameliorate disease severity and mitigate transmission. Even moderate individual efficacy can have dramatic
impact at population level directly by reducing severe disease burden on health systems and possibly indirectly by
reducing the discase transmission and spread thereby sustaining health systems through this crisis. using a saftc.
affordable and available vaccine. The manufacture of VPMI002 using state-of-the-art production methods wiil
help hasten the production of millions of doses in a verv short time and thus would be beneficial in the current

situation.

Investment in large scale manufacturing will depend on sirong evidence of efficacy from randomized evaluation,
Thus, the current study will evaluate the efficacy of VPM1002 in reducing infection incidence and disease
severity of SARS-CoV-2/COVID-19 infection including hospital admissions and clinical consequences of SARS-

CoV-2 infection in the high-risk subjects.

INVESTIGATIONAL VPMI1002

VACCINE The active ingredient of the recombinant BCG wvaccine, VPMIO0D2 is
Mycobacterium bovis rBCG AureC:hly, freeze-dried and standardized 1o
number of viable colony forming units (CFU) of mycobactéria per
application available as lyophilized cake. Afier reconstitution with water for
injection, | dose (0.1 ml) contains VEM 1002, live, 2-8% 105 CFU.

A single dose of 0.1 ml of the reconstituted vaccine is (o be administered as
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an intradermal injection in the arm, over the distal insertion of the deltoid
miscle onto the humerus (approximately one third down the upper arm) OR

1 lateral to posterior aspect of forearm.

COMPARATOR i Placebo. 0. Iml 0.9% sodiom chlonde, will be used as the comparator |

Bk PRIMARY OBJECTIVE 1. Toredoce the incidence or sevenity of SARS CoV-2ICOVID-1%
ﬁ; infeetion up to 6 months (180 days) following vaccine administration |

among health care workers (HCW)

2, Toreduce the incidence or severity of SARS CoV-2/COVID-19

infeetion up to 6 months (|80 days) following vaceine admimsiration

among other high-risk subjects

PRIMARY ENDPOINT 1. Number of subjects with laboratory confirmed SARS-CoV-2/COVID-
19 infection among HCWs

2. MNumber of subjects with laboratory confirmed SARS-CoV-2COVID-
19 infection among other high-risk subjects

3. Number of laboratory confirmed SARS-CoV-2/COVID-19 infection
with severe, eritical or life-threaiening disease severity as assessed by

the Investigator among HOWs

& { 4. Number of laboratory confirmed SARS-CoV-2/COVID-19 infection
with severe. critical or life-threatening disease scventy as assessed by

the Investigator among other high-risk subjecis

SECONDARY OBJECTIVE 1. Toreduce the duration of SARS-CoV-2/COVID-19 symptoms mn
| HCWs

(]

To reduce the duration of SARS-CoV-2/COVID-19 sympoms in ather

high-risk subjects

3. Toreduce severe SARS-CoV-2/COVID-19 diseass outcomes in HCWs

4. Toreduce severe SARS-CoV-2/COVID-19 discase oulcomes in other
hingh-nisk subjects

5. Toreduce severe SARS-CoV-2/COVID-19 disease oulcomes in ¢lderly

subjects {= 60 years of age)

To reduce severe SARS-CoV-2COVID- 19 discase oulcomes in

subjects with co-morbidities

17, Toassess the safety of VPM1002 when administered as a single dose in
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subjects at a high-risk of diseasz exposure duning the SARS-CoV-2

I
;, outbreak

SECONDARY ENDPOINT 1. Daration of SARS-CoV-2/COVID-19 symptoms in HCWs

2. Duration of SARS-CoV-2/COVID-19 symptoms in other high-risk
subjects

Severe Discase Outcomes in HOWs:

S

»  Cumulative incidence of hospital admission among HCWs due 1o
documented SARS-CoV-Z infection
o Cumulatve incidence of ICU admission-among HCWs due to

doecumeniad SARS-CoV-2 infection

s Cumulauve incidence of requirement of mechanical ventilation

among HCWs due to documented SARS-CoV-2 infection

s Cumulative incidence of deaths among HCWs due o documented
SARS-CoV-2 infection

4. Severe Discase Outcomes in other high-risk subjects

o Cumulative incidence of hospital admission among other high-risk
subjects due to documented SARS-CoV-2 infection
o Cumulative incidence of ICU admission among other high-risk

subjects due to documented SARS-CoV-2 infection |

«  Cumulative incidence of requirement of mechanical ventilation
among other high-risk subjects due o documented SARS-CoV-2

infection

+ Cumulative incidence of deaths among other high-risk subjects

ﬁ due to documented SARS-CoV-2 infection

5. Severe Disease Outcomes among 1n elderly subjecis (= 6l vears)

s Cumulative incidence of hospital admission among elderly

subjects due to documented SARS-CoV-2 infection

«  Cumulative ICU admission among elderly subjecis due 1o
documented SARS-CoV-2 infection

s  Cumulative incidence of requirement of mechanical ventilation

among clderly subjects due to documented SARS-CoV-2 infection

e Cuomulative incidence of deaths among clderly subjects due 10
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documentad SARS-CaV-2 infection

6. Severe Disease Outcomes among subjects with Co-morbidities
{including hypertension, diabetes mellitus. COPD, asthma. any other
cardiac conditions})

*  Cumulative incidence of hospital admission among subjects with

co-maorbidities due to documenied SARS-CoV-2 infection

*  Comulative incidence of [CU admission among subjects with co-

morbiditics due to documented SARS-CoV-2 infection

«  Cumulative incidence of requirement of mechanical ventilation
among subjects with co-morbidities due to documented SARS-
CoV-2 miection

s Cumulative incidence of deaths among subjects with co-
morbidities due o documented SARS-CoV-2 infection

7. Incidence of Adverse Events (AE) and Serious Adverse Evenis (SAE)

EXPLORATORY OBJECTIVE | Immunogenicity analysis will be performed i a subset of approximately
500 subjects who provide consent for the same. Blood samples will be
collected at baseling prior 1o vaceine administration and at 3 months post

vaceine administration

STUDY DESIGN

This is a placebo controlled, randomized, double blind, adaptive study to svaluate the reduction in infeetion
incidence and severity of SARS-CoV-2/ COVID-19 infection among high-risk subjects by enhanced wained

immune response through VPM 1002 vaccine.

A towal of 3946 subjects who fulfil the criteria for high-risk will be enrolled across various hospitals treating
COVID-19 patents in India. The Investigator/site staft at cach site will inform the Health care workers (HOWs)
about the clinical trial while other high-risk subjects (household contacts or people living or working in SARS-
CoV-2/ COVID-19 infected arcas) will be recruited through contact tracing of confirmed SARS-CoV-2/ COVID-

19 cases and through posters/advertisements.

All interested subjects will be requested to download a mobile application/portal designed for the smdy on their
smart phone/tablet/Taptops and to register themselves. The study has a screening period of up to 14 days during
which subjects who provide informed consent will be assessed for eligibility criteria which includes RT-PCR
testing to mule out SARS-CoV-2/ COVID-19 infection. Among the household contacts, the laboratory sampling to
rule out SARS-CoV-2f COVID-19 infection will be done 14 days afier the last contzet with the confirmed SARS-
CoV-2/ COVID-19 patient while in other high risk subjects, the laboratory sampling will be performed on the day

of screening. The subjects who fulfill all the éligibility criteria will be randonmuzed ina 2:1 ratio o recaive a single
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[ dose (0.1 ml) of either VPM1002 or placebo, administered as an intradermal injection. The preparation and
administration of the study vaceine will be done by designated unblinded personnel who will not participate in any
of the chnical ‘study evaluations. Considering that India 15 curremtly in a lockdown sitsanon, the vaccine
administration may happen at the snidy clinic or at the place of isolation of the subject: All the study personnel
working with the subjects will wear personal protective equipment with adequate gloves as recommended by
Indian Council of Medical Research (1CMR) and Ministry of Health and Family Welfare (MoHFW). The study

vaccine should be admimistered within 48 hours of randomization.
Post vaccination the subjects will be observed for 20 minutes for any hypersensitiviny/anaphylactic reactions.

While the monthly follow-up visits are telephonic for all subjects, in case of HCWs, these may be clinic visits
depending on the circumstanees (e.p., if they are reporting for their routine duty at the study site). Subjeces can
consult/visit the study site or request for home visit anytime during the study for emergencies or any safety
concoerns.

Follow-up information must be entered by the subjects regularly. In case the follow-up information is not
completed within 7 days, subjects will receive reminders via the mobile application/portal and further telephonic
reminders, il required. In case the subjects do not answer the telephone, information on subject’s well-being and
symploms may be obtained {rom alternate contacts. Addiionally, follow-up information regarding hospital
admission, ICU admission or death will alse be retrieved from the hospital.

The duration of follow-up will be based on the results of interim analysis however the maxamum follow-up perod

will be up wa 180 days.

Immunogenicity analysis is planned in a subset of approximately 300 subjects. Immunogenicity samples will be
collecied, from approximately 500 subjects who provide consent for the same, at two time-points, at baseline prior
o vaccine administration and at the end of at 3 months (+ 14 days) post vaccination. Based on the circumstances,

if necessary, the immunogenicity sampling may be done at subject’s place of isolation.

During the follow-up, if any subject experiences fever AND cough and/or shortness of breath. all attempts should
be made 1o obiain a throat | nasopharyngeal andfor oropharyngeal) swib or any appropriate sample ds directed by
the treating physician. Subjects can consult/visit the study site gnytime during the study for emergencies or any
safety concerns. The sample will be collected by trained health care professionals who shall wear appropriate PPE
with adequate gloves (as recommended by ICMR) while collecting the sample from the subject and maintain

proper infection control when collecting specimens.

All reatment protocols for HCW and houschold contacts as recommended by ICMR and MoHFW will be

permitied throughout the duration of the study.

Subjects will receive a notification on the mobile application/portal whenever the study ends and will be requested
w fill in an end-of- study questionnaire, A subject is considered 10 have completed the study 1f he/she completes
the end-of-studly questionnaire. The end of the study is defined as the fast subject’s completion of end of siudy

questionnaire in the mobile application/portal,
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Interim analyses are planned at 2-monthly intervals during the smdy to assess the efficacy and finility based on
which the study will be stopped.

An independent Data and Safety Monitoring Board (DSMB}) will be appownted to review the safery and primary
endpoint data for efficacy/futility. Saferv data pertaining to incidences of SARS-CoV-2/COVID-19 infections.
hospitalizations. [CU admissions and deaths and interim analysis data will be provided to the DSMB, at 2-monthly
intervals. The DSMB will provide their observations to the sponsor with recommendations as to whether there are
safety concerns and whether the study should continue without change, be madified, or terminated. The DSMB

recommendations will be carefully considered by the sponsor. The final decision rests with the sponsor.

STUDY ELIGIBILITY CRITERIA

INCLUSION CRITERIA Subjects are eligible to be included in the study only if all of the following
criteria apply
I. Male or Female subjects = 18 years of age at high-risk of SARS-CoV-
2/COVID-14 infection
Subjects with high-risk of infection to COVID-19 cases defined as:

s Health care workers (physicians, nurses, ward boys, paramedical

staff) working in direct contact with COVID-19 patents
s Dther hizh-nisk subjects:

= House-hold contacts® defined as a resident in the same dwelling
as 3 confirmed case of COVID-19

oPeople currently residing or working in COVID-19
hotspots/outbreak arcas with a history of contact* with suspected
or confirmed case of SARS-CaoV-2/COVID-19 infecction

* Defimuon of contact

= Fage-ti-face conlact with & suspected coafirmed case (as applicable) within | meter

and for mone than 15 minwes

. Dircer physical contat with a suspectedicontirmed case (as applicable)

. Drrect carc for a paticit with a confimmed COVID-19 discase withou! wding proper
personal protective eguipment. OR.

. Cither situations as indicated by local sk pssessments

Adapted from WHO Definition [Error? Reference source not foond.]

2. Test negative for SARS-CoV-2 infection (RT-PCR test) at screening

&  For Housc-hold contacts, the sampling should be performed 14 days

after the last contact with the confirmed SARS-CoV-2 patient and

the result should be negative.
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s  For HCWs and other high- risk subjects, the sampling can be done

on the day of screening

3. Capable of giving informed consent

EXCLUSION CRITERIA Subjects are cxcluded from the study if any of the following criteria apply

i 1. Previous history of Tuberculosis or known active Mycobacterium

tuberculosis infection
2.  Received BCG vaccine within one year prior to screening

3. Fever (= 3% °0/100 4°F) or any other respiratory sympioms/illngsses

within the past 14 days
4.  Pregnant or lactating women

| 5. Women of child-bearing potential not agreeing to usc adequate

contraception

6. Cwmrent active viral or bagteral infection

7. Expected vaccination during the study period, independently of the

type of vaccination

ki | 8  Severcly immunocompromised subjects. This exclusion category
ﬁ‘ comprises a) subjects with known infection by the HIV: b) subjects
with solid organ transplantation; ) subjects with bone marrow
ransplantation: d) subjects under chemotherapy radiotherapy: ¢}
stibjects with primary immunodeficiency; g) reatment with any
anticytokine therapies. h) treatment with oral or intravenous steroids
defined as daily doses of 10mg prednisolone or equivalent for longer
than 3 months from the ime of screening, or probable use of oral or

intravenous steroids in the following four weeks

S.  Active solid or non-solid malignancy or lymphoma within the prior

WO Years

10. Individuals known to be hypersensitive to any component of the

vaccing

| 11. Eczema or other sigmficant skin lesion or infection at the site's of

injection.

12. Any other mzdical condition which in the opinion of the investigator

may affect the subject’s safery or study participation and conduct

SAFETY ASSESSMENTS Subjects will be observed for 20-minutes post vaccination for any
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hypersensitivity/ anaphylactic reactions. After this, damm regarding
documented SARS-CoV-2/COVID-19 infections. hospitalizations, any
other AEs will be obtained via various short guestionnairés configurcd in
the mobile application/portal. The investigators will review the safety daw
and if required, may call the subject 1o obtain more details or may ask the
subject to visit the site for further evaluation.

All AEs and SAEs will be collected from the time of informed consent until
the end of study.

The investigator/designee will report all SAEs, irrespective of causality or
expectedness to the sponsor, DCG(I) and ethics committee (IEC) within 24
hours of occurrence of the SAE.

AT

s ! SAMPLE SIZE This is adaptive design based on Bayesian approach. Since sufficient data is
& not available for COVID-19 disease if assumptions change then sampic size
re-cstimation can be done.

For inital sample size calculation, we used Fisher's exact test for lesting
twio independent proportion in terms of Relative Risk (RR) [Hazard ratie
(HR) for cox proportional hazard model], considenng  following
assumptions:

RR under H, = 0.7 {30% reduction in incidence of laboratory confirmed
SARS-CoV-2/COVTD-19 infection observed in Other High-Risk Subjects /
HCWs. Same assumption is used for two primary endpoints defined for
each strata},

Power =~ 90%

a = 00125 {one-sided, adjusted for two primary endpoinis analyzed for
strata: Other High-Risk Subjects)

Allocation Ratio: VPM 1002 group: Placcbo group = 2:1

The study is separately powered in “Other High-Risk Subjects” and

“HCWSs" treating them as strata.

o Other High-Risk Subjects:

Assumption - Percentage of “Other High Risk™ Subjects in Placcbo group
showing laboratory confirmed SARS-CoV-2ICOVID-19 infection = 20%
(same assumption is uszd for two primary endpoints)

Thus, for stramm “Other High-Risk Suobjects”, the total sample size
caleulated is 2228 evaluable subjects, 1485 in VPMI1002 group and 743 in
Placebo group. Considering approximately 10% drop out rate we need 1o
randomize 2478 subjects. 1652 in VPMI002 group and 826 in Placebo
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group.

s  HCWs

Assumption - Percemtage of HCWs in Placebo group showing laboratiry
confirmed SARS-CoV-2/COVID-19 infection = 15% (same assumplion is

used for two primary endpoints)

Similarly, for stratum “HCWSs" for the total sample size calculated is 3119 |
cvaluable subjects, 207% in VPM 1002 group and 1040 in Placcbo group.

Considering approximately 109 drop out rate we need 1o randomize 3468

subjécts, 2312 in VPM D02 group and 1156 in Placebo group,
Thus, we require 5946 randomized subjects in two strata distributed in 2:1

ratio in twa groups VPM 1002 and Placcbo.

STATISTICAL ANALYSIS Data will be reported quantitatively. Efficacy analyses will be pen‘on'md on
FAS population using the intention-to-treat principle.

Two primary endpoints for each strata are “Number of HCWSs / Other High-
Risk Subjects with laboratory confirmed SARS-CoV-2/COVID-19
infection” and “Number of HCWs / Other High-Risk Subjects with
laboratory confirmed SARS-CoV-2/COVID-19 infection with severe,
critical ar life-threatening disease severity as assessed by the Investigator”,

These endpoints are reated as Time-to-event data. The endpoints represent

Lt

incidence of first laboratory confirmed SARS-CoV-2/COVID-19 infection
% with severe, critical or life-threatening disease severity as assessed by the
Investigator. The events will be considered till time point when study is
stopped due 1o decision rule of interim analysis or patient is discontinued
dug to any reason or followed up o maximum follow-up of 180 davs (6
months follow-up). To analyze this endpoint hazard ratio (HR) is caleulated
and compared between VPMI002 vaccine group and Placebo group, Cox
proportional hazards model will be used treating treatment groups as fixed
effects and hospital, age. comorbidities, severity, time to recovery will be
evaluated as covariates for including them in the model.

Secondary endpoints related to severe disease outcomes in HCWs. Other
high risk subjects, Elderly subjects (= 60 years) and subjects with co-
morbiditics measured in terms of incidence such as cumulative incidence of
hospital admission due to documented SARS-CoV-2 infection, Cumulatve
incidence of [CU Admission due to documented SARS-CoV-2 infection,

Cumulative incidence of death due to documented SARS-CoV-2 infection.

Cumulative incidence of requirement of mechanical ventilation due to

| | documented SARS-CoV-2 infection will be analyzed using cox
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proportional Hazard model.

Secondary endpoints refated to duration such as Duration of SARS-CoV-
LICOVID-19 symproms in HCWs and Other high-risk subjects will be
analyzed by analysis of covariance using mixed model analysis.

Continuous baseline characteristics will be reported as mean and standard
deviation or median and inter-quartile range. as appropriate. Categorical
baseline characteristics will be reported as count and percentase. No
statistical testing for baseline characteristics will be performed.

Safery data related 1o AE, SAE will be analyzed as frequency and % by
System organ Class (S0C) and Preferred term (PT) Coded using MedDR A
The frequency and % will be provided for overall AEs, AEs by severity and
relatedness.

INTERIM ANALYSIS

An intenim analysis will be performed by the siudy statistician of the mal,
aonce every 2 months. The results if available for futility or efficacy (with
group level unbhnding) will also be provided to the DSMB, once every 2
months along with safetv data. In case of supgested futility or efficacy. the
DSMBRB statistician may independently replicate the full data analysis before
drawing conclusions. The Bayesian model used for primary endpoint yields
a posterior distribution ol the relative risk RR (hazard rato (HR) of
incidence rates). The posterior probability of the superiority hypothesis (RR
< 1) will be caleulated as well-as the posterior probability of futilicy
hypothesis (RR = 0.7}, If during any of the interim analyses, the posterior i
probability of superiority i1s > 0992 or the posterior probability of futility is
= (.99, a conclusion is reached, and the mal will be stopped. These
posierior probability breakpoints have been chosen such that the type-1
error rate 18 <0.025 (similar 1o a two-sided alpha of 0.05) and the power of

detecting superiority is = 90% if the true RR 1= 0.7
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SCHEDULE B
STUDY BUDGET AND PAYMENT SCHEDULE

No. | Budget Head Linit No. of Unit Fees; | Total
Subjects Cost
1 Investigator & Siie Team Fees Screening visit + 175 INR INR
{Sereening visil + vaccination) vaccination 3,000.00 8,73.000.00
2 Investigator & Site Team Fees {Post Post screening 175 NR INR
sereening visit data completion) visit data 4.000.00 T.00,000.00
4 completion
%1.' 3 | Investigator & Site Team Fees (End of | End of study visi 175 INR INR
¥ study: visit data completion) data completion 2, 000,00 3,50,000.00
4 | Transporlation expenses for home Subject . 100 INR INR
visits {assumed average one per subject I 1. 000.00 1,00,000.00

| for High Risk Subject) *

5 | Subject compensation (transportation Subject
expenses for site visits, if required) **

For Health care workers 04 vigits ( Per visit 15 INR INR
Rs. 5000 2.000.00 1,50,000.00
For High Risk subjects 02 visits { per | 0 INE INR
vigit Rs. 500) 1.000.00 b0, 000,00
f Advertisements, recraitment Site 175 NR TNR
Related, Referrals expenses S0.000.00 32300000

CRC marketing strategies,
miscellaneous charges

= |

Pavment for screen failures %% Screen failed I INR INR

£i subject** 400000 72,000, 00
E 8 | Institutional overheads (applicable on | Percentage | 20% on Sr. INR
i Investigator & Site Team Fees and No.1,23 JR5000.00
3 Payment for screen failures) i
9 | Archival expenses Site 1 INR | INR I
30,000.00 | 50,000.00
Total INR
33.07.000.00

* | Transporiation cost will be applicable for visits outside site i.e. for home visit of high risk subjeets or in
rare case Health Care workers as well

** | Average number of subjects estimated per site. Since recruitment will be competitive. the 2etudl number
per site may vary and even the proportion of Health Care worker and other High risk subjects may also
vary accordingly subject compensation visits will also vary

*®% | Payment for screen failures refers o payment for the Investigator's and site team members' tme towards
activities conducted for screen-fatled subjects. For each 10 eligible subjects, payment will be made for one
screen failed-subject.

, **** | Cost of RT-PCR COVID test will be reimbursed,

I i **#++ | Expenses for medical care for refated AEs and expenses related to treatment or compensation in case of
¢ rclated SAEs has not been included herein. These will be paid at actuals.

' wakke® | Personal Protactive Equipment cost will be provided to the site,
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In connection with the Study, Sponsor will pay in accordance with the terms set forth in the
Budget (schedule B):

L.

i

Recruitment for this Smudy will be through competitive enrolment. and Institution and
Investigator may enroll more or less depending on the enrolment at other sites. Investigator
agrees that enrolment in the Swudy will be restricted pursuant to the Protocol based on the
Inclusion / Exclusion criteria. CRO/Sponsor retain the right, to be exercised at
CRO’s/Sponsor’s sole discretion, to terminate this Agreement for any reason, including poor
enrolment.

The Investigator /Institution/SMO shall complete and deliver the work to CRO/Sponsor
(including any technical report and financial statement that may be required) by the date
fixed in this Agreement or any additional period that may be granted by CRO/Sponsor. [f the
payment schedule on the face of this Agreement provides for a final payment upon
completion of the work, this final payment shall be made only after satisfactory receipt of all
deliverables called for under this Agreement, including any technical report and financial
statement.

In full and complete consideration of Investigator’s, Institution’s and SMQ’s participation in
the Study and of their covenants and obligations hereunder, within the date agreed in the
Agreement or any altermative that may be granted by the CRO/Sponsor (including
submissions of technical report and financial statements that may be required under the
Agreement), and to cover their respective costs connected with the conduct of the Swdy,
CRO shall pay amount as set forth in Schedule B. Said amount is based on Subjects
completing the Study in full compliance with the Protocol for whom completed case report
forms have been delivered by Investigator to CRO/Sponsor or CRO’s/Sponsor’s designee
and all queries have been resolved. The Parties agree that these payment terms are consistent
with the principles of fair market value payments for the performance of Study-related
activities. If the payment schedule on the face of this Agreement provides for a final payment
upon completion of the work, this final payment shall be made only after satisfactory receipt
of all deliverables called for under this Agreement. including any technical report and
financial statement.

Institution, Investigator, SMO agrees to apply all funds received from CRO. including all
interest accrued on such funds, if any, toward the performance of the Study. Within the
Study Budget as provided in Schedule B, Institution may adjust budget line item amounts
as reasonably necessary for performance of this Agreement; provided, however, that such
adjustments shall not exceed ten percent (10%) of any line item without the prior written
approval of Sponsor. Without the prior written approval of Sponsor/CRO, the total
payments to Institution shall not exceed the amounts set forth in the Study Budget.

If a subject does not complete the Study, the amount payable will be pro-rated according to
the number of visits attended by said Subject; provided that, prior to any payment by CRO
completed case report forms for such Subjects have been accepted by CRO/Sponsor.
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5

14.

There is no payvment for Subjects who are chart screened, but who do not have a informed
consent as required by the regulation for the research project and do not complete any of the
Screening Visit procedures.

All payment obligations are conditioned upon Institution’s and Investigator’s compliance
with the standards identified in this Agreement. CRO will not make payments for or, if
payment has been made, Institution/Investigator/SMO will repay to CRO any payments for
Study visits. procedures, or other work associated with a Study subject if CRO/Sponsor
determine that the Study visits. procedures or other work associated with the subject was not
conducted by Investigator, sub investigator or Study Staff in compliance with the Protocol.
applicable law or regulation, or ICH/ GCP Guidelines.

Investigator, Institution and SMO are responsible for all applicable direct taxes including but
not limited to State, Central and municipal taxes presently or hereafter imposed upon any
and all such amounts. including but not limited to professional and incomes taxes, Wealth
Tax, Transaction tax. However CRO agrees to pay any indirect tax that may be introduced by
any local, state, Central Government / authority including but not limited to service tax.
excise, Goods and service tax (GST) based on the revenue and ‘or out of pocket expenses
that are paid/payable by CRO to the Investigator/Institution/SMO under this agreement.

The payments represent all Study costs, and no other money will be pavable by CRO.

. Payments (Investigator Grant, Institutional overheads and Patient Compensation) will be

made on monthly basis for the amount proportional to the no. of subject visits completed in
the preceding month. Site should submit the invoice for the completed subject visit at the end
of each month. Sponsor/ designee will arrange to remit the funds to site within 45 days of
receipt of correct invoice from the site. If for any reason, site is unable to randomize even
one patient in the study. the advance payment(if applicable) will be returned to the Sponsor/
designee within a reasonable period (not exceeding 30 calendar days) on receipt of written
communication from Sponsor/ designee to refund this amount.

. Monthly invoices will be cleared by the Sponsor/ designee within 45 days of submission

irrespective of the data being source verified by the monitors. However, site needs to ensure
that source data i1s updated real time and electronic Case Report Form is filled within 03
working days of subject visit. While clearing the invoices at Sponsor/ designee end. in-house
monitors will remotely review the compliance to the data entered vs. actual patient visit in
the period of invoicing

. Payment will be pro-rata based on the actual no. of visits completed by the subject.

Screen failures would be paid at 4000 INR per subject. Notwithstanding the foregoing, the
maximum number of screen failures for which Investigator shall be compensated shall not
exceed 10% of randomized subjects at site.

Reimbursement for any investigation performed for safery evaluation will be on actuals on
submission of bills.
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Ukeiver Terms and conditons:

I

1

Investigator acknowledges that the Swudy is & multicenter study and the recruitment Jir this
Study will be dwough competitive enrolment, and nvestigator may entol] more or less
der:lldmg on the enrolment ot other sites. Invistipator gurdes that enmoliment i the Study
will be restncted purseant to the Protcol based on the inclusson | exeluston enteria, TR
Sponsor retain the right, 10 be exercised at Spensor's sole discretion. 10 terminge Ui
Agreement for any reason. including poor enralment,

Payment for drop ows or carly termimated subjects would be pro-rted depending on 1y
number of completed study visits. Invoiee for completed visit will be raised ot ihe Ginl of
each month

It the payment towards the Institulional sramt anil stibject compénsation s paid o the
mvestigilor/mstitute dicectly by DiggnoSaareh then it will be sale responsibiliny of the
mvestigatur/institate to gay the same io the concerned partics * ndividind (as applicabile )

PAYMENT INSTRUCTIONS

All payments except subject compensatnion will be released after deduction of applicable taxes.

Payments will be made through chegue ¢ bank trinsfor a< per the pavee detanls provided below

|Tu SMO
F“M Name: CROM Chimcal Besearch-& Medical T Pao
} L1d,
! - = =
. ICICT Bank
Bank Address 2139, B Ward. hﬂicﬁcar 1349, B Ward, I{t_rh..hdr 1
L Tiku, Mangaiwar Peth. Kolhapur . |
Beneficiary Account No. OISNIINOTI ] |
TAX ID NUMBER (PAN) | AAFCC4022N B
1FSC Code | ]{'lfﬂl]ﬂh.?':lll'
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Other Terms and conditions:

1.

!:aj

Investigator acknowledges that the Study is a multicenter study and the recruitment for this
Study will be through competitive enrolment, and investigator may enroll more or less
depending on the enrolment at other sites. Investigator agrees that enrolment in the Study
will be restricted pursuant to the Protocol based on the inclusion / exclusion criteria. CRO /
Sponsor retain the right, to be exercised at Sponsor's sole discretion, to terminate this
Agreement for any reason, including poor enrolment.

Payment for drop outs or early terminated subjects would be pro-rated depending on the
number of completed study visits. Invoice for completed visit will be raised at the end of
each month.

If the payment towards the Institutional grant and subject compensation is paid to the
investigator/institute directly by DiagnoSearch then it will be sole responsibility of the
investigator/institute to pay the same to the concerned parties / individual (as applicable)

PAYMENT INSTRUCTIONS

All payments except subject compensation will be released after deduction of applicable taxes.

Payments will be made through cheque / bank transfer as per the payee details provided below.

To SMO
]P ayee Name: CROM Clinical Research & Medical Toutism Pyt
Ltd.
Bank Name: ICICI Rank
Bank Address 2139 B Ward, Kolekar 2139, B Ward, Kolekar
Tikti, Mangalwar Peth, Kothapur.
Beneficiary Account No, 639005500711
TAX ID NUMBER (PAN) AAFCC4022N
FSC Code ICICO006390

efpornd
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