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MEMORANDUM OF UNDERSTANDING
DATEDTHIS ___ DAYOF 2017
BETWEEN
KLES DR. PRABHAKAR KORE HOSPITAL AND MEDICAL RESEARCH CENTRE, BELAGAVI
AND
ROTARY CLUB OF BELGAUM, BELAGAVI (ROTARY DISTRICT 3170)
AND

NATIONAL BURNS CENTRE (NBC) & ROTARY CLUB OF BOMBAY NORTH (RCBN)

THIS MEMORANDUM OF UNDERSTANDING. is made and confirmed into at Belagavi on this
day of 2017,

BETWEEN

KLES Dr. Prabhakar Kore Hospital and Medical Research Centre, Belagavihaving their office
Nehru Nagar, Belagavi, represented by their duly authorised representative, Medical Director &
Chief Executive, {hereinafter referred to as “KLESH");

' AND
Rotary Club of Belgaum, Belagavi, (Rotary District 3170) an unregistered association of persons,
represented by its Club President (hereinafter referred to as “RCB")

AND

(i) National Burns Centre a public charitable, society registered under the Bombay Trusts Act, and
having their office at National Burns Gentre, Sector 13, Plot No.1, Samarth Ramdas Swami Marg,
Airoli, Navi Mumbai- 400708 represented by their duly authorised representative, Dr. Sunil
Keswani, (hereinafter referred to as “NBC"); and (ii) Rotary Club of Bombay North, an
unregistered 'association of persons, represented by its Club President (hereinafter referred to as
"RCBN”) which together operate the RCBN Skin Bank as an unregistered association ( hereinafter
referred to as “RN") (which expression shall unless it be repugnant to the context or meaning
thereof be deemed to mean and-include the. members of the Governing Council / Board of RN,
their successors or successor the survivors or survivor of them and the heirs, executors and

)

Medirs
KLF
Mec -~
Registrar
KLE Academy of Highe. Education and Research, 6 9
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KLESH, RCB and RN are hereinafter collectively called the 'Parties”,

AND WHEREAS KLESH has a 11 Bedded Burns Care facility serving over 100 Burns victims annually and
has the necessary infrastructure and expertise in treating victims of Burng.

AND WHEREAS the RCB is a charitable organization bringing together business and professionai
leaders to provide philanthropic and humanitarian service, encourage high ethical standards in all
vacations and help build goodwili and peace and is a part of the Rotary International.

WHEREAS RCBN has set up a skin bank known as RCBN Skin Bank at NBC situated at Plot No 1, Sector
13, Samarth Ramdas Swami Marg, Airoli, Navi Mumbai 400 708 in collaboration and with the
guidance of Eura Skin Bank for promoting and spreading awareness of skin donation and is in the
process of setting up skin banks in various places in India.

AND WHEREAS the RCB desires to set the Skin Bank/Skin Collection Centre through KLESH as part of
its Community Service Project {CSP) and desires to participate in the Project.

AND WHEREAS KLES Hospital with the objective to reduce the intensity of suffering and the number
of deaths due to burns, intends to participate in setting up of a skin bank within the city of Belagavi
with the assistance from RCBN and NBC, in the space provided by KLESH within the KLES Dr.
Prabhakar Kore Hospital premises. The purpose of such a skin bank/ skin collecticn centre as a part of
“the Project” shall be harvesting of cadaver skin on call, processing, preservation of the skin and
dispensing the skin to the burn victims being treated within, nearby Hospitals and elsewhere at 2
reasonable cost without any discrimination to any group, caste, colour, creed or place and to make
available this service to the public at large as a HUMANITARIAN SERVICE.

AND WHEREAS the Parties have willingly agreed to participate in the collective Project and provide all
resources and assistance to establish a skin bank to make it a suceess.

NOW THIS MEMORANDUM OF UNDERSTANDING WITNESSETH AND IT i5 HEREBY AGREED ANd
UNDERSTOOD BY AND BETWEEN THE PARTIES HERE TO AS FCLLOWS:

1. The Project shall be implemented in accordance with the technical guidance from NBC/RCBN Skin
Bank and the funds of $ 31500 for the implementation of the Project will be provided by RCB
&through The Rotary Foundation. The project will be implernented as Global grant project no.
1746862 registered with Ratary Foundation and after the necessary sanction and disbursal of
funds from the Rotary Foundation.

7. The Skin Bank/ Skin Collection Centre shall have the plague in the fallowing format

KLE ROTARY SKIN BANK/ SKIN COLLECTION CENTRE
in technical collaboration with RCBN Skin 8onk and NBC
financed by Rotary Club of Belgoum under the Global Gronts of the Rotary Foundation

3. The Parties have agreed to cooperate with each other in collectively executing the Project and to
achieve the objectives of the Project and for this purpose the Parties shall constitute a joint
committee comprising of three nominees of KLESH, one nominee of NBC and three nominees of
RCE (hereinafter called the “Supervising Committee”), The Supervising Committee shall be
respansible for taking all decisions relating to the Preject. The Supervising Committee meetings
<hould be conducted as and when required, but at least once every month to review the progress
of the Projact and to 1ake necessary steps for the smooth establishment and functioning of a Skin
Bank and reports of all aspects of its activities shall be recorded in the minutes of such meetings

P -
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4. The Supervising Committee will supervise the setting up of the Skin Bank /Skin Collection Cenfre
and monitor the functioning of Skin bank/Skin Collection Centre thereafter, in consultation with
and underthe supervision and guidanceé of RN,

e e Ty T

5. The roles and responsibilities of the pariies to this MOU are defined as follows:

5.1. KLESH: HOST

5.1.1

5.1.2,

5.1.3.

5.1.4.

5.1.5.

5.1.6.

S.L7.

5.1.8.

5.1.9.

KLESHshall be responsible to maintain and operate a state of the art Skin Bank /Skin
Collection Centre as per international guidelines with guidance from NBC/RCBN Skin
Bank and maintain adequate records and report statistics of Beneficiaries periodically
to RCB and RCBN.

KLESH shall provide and maintain a dedicated air-conditioned clean room space of
about 1000 square feet with adequate lighting, furniture and partitions within KLES
Hospital Premises.

KLESH shall procure all necessary clearances, approvals and/or permissions from the
local, municipal, civil, government departments such as Tissue Bank License for the
purpase of legitimate execution and functioning of Skin Bank/Skin Collection Centre.

KLESH shall maintain the dedicated skin harvest vehicle provided by RCB and will
ensure that it shall be available 24 hours a day and for 365 days and provide alternative
vehicle in case of its break down.

KLESH shall be responsible for recruitment, training and monitoring of dedicated
human resources required for harvesting, processing, preservation, dispensing the
cadaver skin and also the remuperation payable to the human resources including thelr
salaries, fees, ESl, Provident Fund Contribution, Gratuity and all other statutory dues.
The staff appointed shall be of KLESH only and they shall not have any relation or
privity of contract with RCB/RCBN/NB, -

KLESH shall ensure uninterrupted supply of all essential consumables, alectricity, water,
gas, telephone and anything else that may be required for the smooth functioning of
Skin Bank.

KLESH will provide all their expertise and assistance to RCB in procuring all the
necessary equipment as well as cansumables,

KLESH shall maintain and keep all equipment provided by RCB for the Project in good
working conditfon and shall enter into AMC contracts by paying charges for the
maintenance of the equipment at the Skin Bank.

KLESH surplus to be reinvested for maintenance shall reinstate any equipment owned
and provided by RCB for the Skin Bank after the expiry of its useful life or break down
after its warranty period. :

5.1.10.KLESH shall maintain a dafly log record beok and registries wherein, it shall record the

calls for donation, requests, registered volunteers, details of skin donations, size of skin

harvested, size of skin in store, details of beneficiaries in such format and periodically
as may be mutually agreed amongst the Parties. Upon request, one copy of this shall be
sent to RCB and the Donor every month for their records.

)

% ol e
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Registrar
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5.1.11.

5112

5.1.13.

5.1.14.

5.1.15.

5.2. RCB:
5.2.1.

5.2.2.

52.3.

5.2.4.

5.2.5.

5.3. RCBN
5.3.1

5.3.2.

5.3.3.

KLESH shall dispense skin from:its Skin Collection Center at a very nominal fee on Non-
Profit basis to make it affordable to all segments of public. KLES Rotary skin Bank shall
set up a separate Bank Actount to secure the Tunds raised from dispensing of skin and
donations received towards the Project. Such“fuiids shall be exclusively used towards
up keeping, expansion and prombting-the benefits of the Skin Bank.

KLESH shall designate a Faculty member of Department of Plastic Surgery, as an in-
Charge of the Skin Bank to ensure the smooth functioning of Skin Bankat any given
point in time,

KLESHshall manage day to dayactivities of the centre.

KLESH along with RCB shall be responsible for creating awareness and creating publicity
for the Skin Bank and the importance of skin donation in consultation with RCBN Skin
Bank.

All the responsibilities of KLES Rotary Skin Bank ander this MOU shall be at the expense
of KLES Rotary Skin Bank Account.

ROTARY COMMUNITY SERVICE

RCB shall procure and defiver the Capital equipment and instruments as required for a
full-fledged Skin Bank (hereinafter referred to as the "said equipment” and more
particularly listed in Schedule 1 hereto). RCB shail take into account the
recommendations: made by KLES & NBC RN in respect of the equipment ta be
procured,

RCB shall be responsible for the Installation of the said equipment as prescribed by
NBC and RCBN Skin bank from time to time.

RCB shall provide a dedicated skin harvest vehicle spacious enough to harvest skin
from cadaver on board and shall ensure that értfall times the Skin Harvest Vehicle has
the necessary capital instrumentation.

RCB shall be entitied to monitor the functioning of the Skin Bank and check the
recards, reports, impact on beneficiaries as well as the maintenance of the sald
equipment.

RCE shall support KLESH in creating public awareness about skin donation and
pramoting the usage of cadaver skin in burn care in the region using its Rotary
Network. i

& NBC; GUIDE
RN shall provide all the necessary guidance required during the estabfishment of the
Skin Bank.

RCBN Skin Bank shall provide. Standard Operating Procedures (SOPs) and Protocols to
be adhered to by the Skin Bank as per International Guidelines.

RN shall train the human resources recruited and designated by KLESH to operate the
Skin Bank,

. KLES DLL;fe’ct’er 3 Chief Executive
" Slea Dr Prabh/kar Kore Hosp
Medical Researgh Cenir Hospital &

g{ﬂ\ﬁ‘fw” Medica /

Registrar
KLE Acadamy of Higher Education and Research L ) )
(Deemed-lo-be—Universu‘y Ws 3 cf the UGC At 1956} '
Belagavi-590 010,Kamalaka 7 2
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10.

11.

5.3.4. RN shall conduct periodic audits of the Skin Bank twice a year for the ﬁrst' two years
and carry out an annual audit thereafter every year. The result of the audlts. sh.all be
conveyed in a timely manner to the other parties. The expenses on local hospitality for
the auditing will-be providéd by the skin bank: Travelling expenses will be horne by the
auditing organization RN. )

5.3.5. RN shall conduct yearly meetings with the entire Skin Harvesting Team and the
Supervising Committee of the Skin Bank and give necessary technical assistance and
guidance and share the experiences and rescarch in skin harvesting, processing and
storage with them. In thre- first year RN shall conduct meetings twice a year to Iron out

teething problems,

5.3.6. RN shall be entitled to provide all the details in respect of the Skin Bank including
contact details of members of KLESH and RCB involved with the Project on its website
along with direct links to the websites of the Skin Bank, RCB and RCBN.

5.3.7. The Skin Bank/ Skin Collection Centre shall provide periodic reports every 3 months to
RN in agreed formats.

KLESH shall be solely responsible for obtaining all statutory permissions and consents as may be
required for harvesting of cadaver skin and neither NBC nor RCBN shall be held responsible for
any non-compliance by KLESH in respect of obtaining permission and consent.

KLESH & RCB shall have the right to nominate the person who will inaugurate the Skin Bank on the
inauguration date.

KLESHshall have the right but not an obligation to monitor and supervise the operations of the
Skin Bank and also collect data and reports of the patients and other hospitals who receive
support from the Skin Bank every quarter.

KLESH, RCB and RN shall organize a press meet to promate the importance of skin donation and
creating a Skin Bank, All Parties will make all efforts to promote the message of skin donation.
KLESH &RCB will have a complete right to carry out their PR activity before, during and after the
inauguration of the Skin Bank. Any public announcement with regard to the Project, contents or
subject matter of this MOU shali be made only with the mutual agreement of the Parties as to
content and timing of such announcement.

KLESH shall permit visitors introduced by RCB and/or RN to showcase the Skin Bank as well as to
inspect. its functioning with prior appointment and without disturbing the operations of the Skin
Bank. '

All intellectual property rights belonging to each of the Parties as well as RCBN Skin Bank shall
belong te each of them respectively-and none of the Parties heretao shall utilize or misuse any such
intellectual property of the others of them or claim any rights in respect thereof. It is agreed that
wherever any names, trademarks or other Intellectual property of the Parties hereto or RCBN Skin
Bank is-to be used by any one or more of the parties hereto for'the Project, they will seek written
permission of the party owning such name, trademark or other intellectual property before any
such use, :

My
Medical Ctvectar?d Chief Executive
Sund,
Z WA IMAMEAY B D #Tabhakar Kore Hospital &

—TMedical Research Centre, BELAGAVI.

Dr. VA Kothiwale

Registrar \ .
KLE Academy of Kighe: Education and Research, _{ 3
{Deamed-to-be-Unwersity ws 3 of Ihe UGC Act, 1958)
Belagavi-590 010,Karnataka
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12. This MGOU has been entered inta with good faith by the Parties for providing service to burns
victims with the intention to save more.lives. NBC will make all efforts to provide good technical
training to the KLESH technicians ‘and help set up the Skin Bank using their expertise and RCB
together with RN will use their respective organizations for facilitating the development of the
Skin Bank and KLESH will use the Skin Bank lo provide better treatment and outcomes to burns
patients.

13. The Parties undertake not to operate the facility as a commercial enterprise and agree to provide
the Skin Bank servicas on HUMANITARIAN CONSIDERATIONS only.

14. The tenure of this MOU shall be for a peried of five years. Subscquently, upor evaluation, if the
RN and KLESH& RCB are satisfied with functioning of the Skin Bank, this MOU will be renewed on
such terms as may be mutually agreed upon at that time. Notwithstanding what is stated in this
MOU if in the opinion of RN the Skin Bank is not running as per the standards suggested or laid
down by RN then RN may at its discretion and without being subject to any liability terminate this
MOU farthwith.

15. KLESHhereby indemnifies, and agrees to defend and hold harmless NBC, RCBN& RCB and their
nominees from any and all actions, losses, claims, demands actions, causes of action, suits, costs,
damages, expenses, cotnpensation, penalties, liabilities and obligations of any kind (hereinafter
collectively referred to as ‘Loses’) resulting from acts, misconduct or omissions of KLES Rotary Skin
Bank or the Supervising Committeeits agents or employees including but not limited to obtaining
all statutory permissions and consents for harvesting, processing and storing of cadaver skin.

16. All disputes, differences and/ or claims arising out of this MOU or the construction, meaning ér
effect thereof or the rights, obligations and liabilities of the parties hereto or otherwise relating to
the Skin Bank shall be referred to arbitration to be-conducted in accordance with the Achitration
and Conciliation Act, 1996 or any statutory amendments or re-enactment thereof by appointing a
Sole Arbitrator as mutually agreed upon between the parties and such Arbitration shall be held in
Befagavi The Award of the Sole Arbitrator shall be final and binding.

17. This MOU shall be executed in three counterparts; each of which shall be deemed to be an
original and each party ta this MOU shall retain a counterpart. All three counterparts shall
constitute one and the same MOU.

18. This MOU may be reviewed and renewed by mutual agreement of the parties to this MOU.

IN WITNESS WHEREOF the Parties hereto have set and subscribed their respective hands the names
to this writing on the day and the year first hereinabove written.

,\,{;ﬁw\f : @ ;:_C\\;V\GL’\’L‘ZCW
Medical Direct& Thiet [ xacutvgl>" —_—
LES Dr Prabhakar Kore Haospital &

Medical Reseasch Centre BELAGAV,

Or. VA Korhivale
Fegistrar
KLE A sdemy of Hahe: Educalion ang Research

(DEE‘mE’-‘d-D-b-‘-'JnI\'HS 1
2 7 WS 3 of the UGE Act 19
Belagawi-56 Cid.Kamalaka o T &




" Witnesses:

Signed and delivered by the _
Within named KLES Dr. P K Hospital & MRC, Belagavi

Represented by:

1. Dr. M. V. Jali,
Medical Director& Chief Executive \

KLES Dr. P K Hospital & MRC, Belagavi i oy - k‘?, 2k
ical Dire;Pol & Chi .
“RLESRnstutesic, x.- Cxecutive

Witnesses: Pt tkar Kore Hospil
Medical Research Centre, BEOLEgi\ﬁ
1. Dr. Rajesh Powar )

Chief Consultant
Department of Plastic Surgery

KLES Dr. P K Hospital & MRC, Belagavi Senior Lonsuliant & Head 7
Dept, of Plastd & frconstruclive f_lmgﬁ-‘-
2. Mr.Vinay Bedre KLES Cu Prabhakar Wore Hospitat &
ARG Beloaum.

Administrator- Finance & Accounts
KLES Dr, P K Hospital & MRC, Belagavi

Signed and delivered by the

Within named Rotary Club of Belgaum
Represented by its Trustee President gm\g\,«@w@v
Dr. Satish Dhamankar —_—
Rotary Club of Belgaum
Witnesses: . Signatures:

1. Dr. Mukund Udachankar -

Vice President \\'\‘ISS’L .

Rotary Club of Belgaum
2. Mr.Sachin Bichu

President Elect . .
Rotary Club of Belgaum Zjﬁ@%’(_,u d

Signed and delivered by the
Within named National Burns Centre& Rotary Club of Bombay North
Represented by :
Dr. Sunil Keswani

1, SanaL'_[.a PCIU\GQQ
Ref o Ificer

2. (R@S(J\M:‘ '\fc'\r‘f Lue.- v ['/\/

l??gc.uvt[/\ J\S’.sou"lc&e

Or. VA Kothiwale
_ Registrar
KLE Academy of Highe: Education and Research,

(Deemed~to—be-Uni\_rersuy ws 3 of the UGC Act 1 936} 7 5
Belaoavi-590 010,Karnataka
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KIE'S DRUPRABHAKAR KORE HOSPITAL & MRE,

NEHRU NAGAR. BELAGAVI-500010

SUBJECT: UNDERTAKING REGARDING HANDLING OF FINANCES FROM TIHE

CLINICAL TRIALS AND RESEARCH PROJECT BY

DR. BHAGYASHRI PATIL.

Or. V.A Kothiwale
_ Reaistrar
KLE Acadamy of Highe. Education and Research 7 S
(Degnied to-ce-University u's 3 of the UGG Act, 1958) '
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IJ)@&Q”L&UA&\:A&SQL&«E&@: the undersign is Principal investigator for the clinical irial
and the Phase 3 Swudy for Lraspective, Mulii-Centric. Double Blind. Parallcl Group, Active
Controlled Randomized Stuy 10 Evaluate the Efficacy and Safety of Bilastine in Adult and
Adolescent Patients with Seasonal Allergic Rhinitis. | have Co-Investigator is Dr. Shama
Beliad Research Coordinator is Miss Snehal Wandre,

I'hereby give an undertaking that 1 will conduct the investigations/clinical trials as per Lhe
agreed terms and deposit 20% ol (he 1otal funds (as and when received from time to time)
to the second party (Medical Director & CE KLE'S Dr. Prabhakar Kore Hospital and
Medical Research Centre, Belagavi) to the instiwtion as mentioned in the Judicial
agreement made. The pavment from SpOnsors

Ewill mamtam records of al] the receipts from the third party as well as payments to second
party throughout the trial period and submit 2 linal report about the finances including
mstitutional charges. when 1 conciude the wial. The payments if any. to the associated stafl
will also be elear)y brought out in the periodica) reports.

AP
NG,
"?f; i
Date: 2 Jan 701 Signature 81 PJ

Place: Belagavi

Or. VA KOthiwale
Registrar
KLE Academy of Highe: Education and Resaarch, 7 7
(Deemad-to-ba-Unreersity ufs 3 of the UGE Act, 1856)
Belagavi-550 010, Karnalaka
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CLINICAL TRIAL AGREEMENT

This Clinical Tral Agreement (“The Agreement™) is made and execuled on 28t

November 2017 by und between

HETERO LABS LIMITED (hereinafter referred
M

T .

U241 10TG1989PLCOGY 7237-2-A2,

lo s “SPONSOR™. with jts CIN #

Hetero Cormporate, Industrial Estates, Sanathnagar,

Hyderabad - 500 013, Telangana State, India. 4 company regisiered under the

companies Act 1956, represented by its Dircctor and hereinafter called “Sponsor”

(which expression unless fépugnant to the subject or context therein shall mean and

include its assiunees, affiliates. employees, subsidiaries, nominces, agentls and

suceessors-in-interest) of the one part;

And

CLINSE LABS PRIVATE LIMITED g Company incorporated under the

Companics Act, 1956 witl g CIN # U242394P2005PTCO47365 and having it
Registered at 7-2-A2. Industrial

=

Estates. Sanath Nagar, Hydcrabad - 500018

(hereinafier referred o s "CRQA", which expression shall unless repugnant to the

context o meaning thereol shall mean and include its suceessors and permitted

assigne) of the Sccond Py

And

Dr. VA Kothiwale 2 _\30;
Registrar AU 8
KLE: Academy of Highe' Sgucation and Research, 7

{Deemad o pe-Univsrsty uls 3 ol (e LGC Act, 1956)
Belagav-50) 010, Karnaiaka



Dr. Patil Bhagvashri Bhimgonda, KLES Dr Prabhakar Kore Hospital and
Medical Research Centre Nehrunagar, Belgavi-590010, Karnataka, India
Hereinafier referred w as the “Principal Investipator™ (which cxpression unless
repugnant to the subject or context therein shall mean and include his heirs, executors

and successors-in-intgrest) of the Third part,

And
KILES Dr Prabhakar Kore Hospital and Medical Research Centre Nehrunagar,
Belgavi-590010, Karnataka, India Hereinafier referred to as the “Institution™ (which
expression unless repugnant lo the subject or context therein shall mean and include

his heirs, execuntors and successors-in-interest) of the Fourth part,

And
KY Clinical Research Services, MIG 11/253 Sector -1,Pt.Deendayal Upadhyay
Nagar, Raipur-492001, Chhattisgarh hereinafter referred to as the “Site
Management Organization™ Hereinafter referred to as the “SMO” (which expression
uniless repugnant to the subject or context therein shall mean and include his heirs,

exccutors and successors-in-interest) of the Fifth part

“Sponsor”, “CRO™ ‘'Investigator”™. “Institution” and *SMO” are hercinalier

collectively referred to as *Parties™ and individually as a “Party™.

WHEREAS

e

The Sponsor has appointed CRO for conducting a clinical trial entitled, Study title: -
g T A Prospective, Multi-Centric, Double Blind, Parallel Group, Active Controlled
g Randomized Study to Evaluale the Efficacy and Safety of Bilastine in Adult and
:% Adolescent Patients with Scasonal Allergic Rhinitis (Exhibit A)
g

A. A Vide leuer dated 23" Aug 2017, the Principal Investigator agreed to conduct the
aforesaid Clinical Trial al IKLES Dr Prabhakar Kore Hospital and Medical Research
Centre Nehrunazgar, Belgavi-590010, Karnataka, I[ndia. Adult and Adolescent

Patients with Seasonal Allergic Rhinits 1o confirm the efficacy and  {olerability and

Safety of the aforesaid drog. A/ N
é d‘:’/ i‘l
Dr. VA Kothiwgle Kh/

‘s Registrar =
cademy of Highe: Education and Research,
{Ceemed- to—teUnwers.ry ufs 3 of the UGC Act, 1 ng) -{ q
Beiagavi-530 010,Kamataka
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At

e

1.0

2.0 The Principal Investigator will conduct the Clinical Trial sirictly as per Protocol 1D No.

[~
2

SPONSOR is the owner of Protocol and is desirous and willing o conduet this Clinical

Trial through the CRO herein by engaging the PRINCIPAL INVESTIGATOR

AND WHEREAS the institution is equipped and gualified to undertake the study and
Institution and Principal Investigator lave agreed to perform the study on the terms and
conditions hereinafter set forth

CRO has confirmed its ability to perform the Services designated by Sponsor in

accordance with terms and conditions of the Clinical Service Agreement and the

applicable provisions of law, guidelines, the standurds and praciices that are generally
cepted in the industry in performing similar services inciuding but not Hintted to the

terms and conditions of this Agreement.

CRO further agreed Lo act professionally and responsibly as the neeessary interface

between the Principal Investigator, Institution, Site and SPONSOR:

NOW THEREFORE THIS AGREEMENT WITNESSES AS FOLLOWS:

The Clinical Trial Period shall be approximately 06 moenths from the date of {his

agreement, which may be extended by mutuel consent in writing,

HOR/IYBISAR03/2017 (Annexure 1) (“Clinical Trial Protocal™) as approved by the

Institutional Ethics Committee in accordance with applicable regulatory requirements.

The Principal Investigator confirms that he has studied and understood the Clinical
Trial Protocel and has agreed to conduct the Clinical Trial according to the guidelines

prescribed by the Drups Controtler General India,

The Prineipal Investigator hereunder shall perfonm the Study at the Clinie hospital/
Institution mentioned in the investipator undertaking. The following person shalt be
acting as collaborators if applicable. in the conduct of the study and agree w be bound

by the terms of this Agreement (the “cotlaborators™)

The Principal investigator further represent. warrant and covenant that the Principal

Investipaloris and at all times, during the term of this Agreement, shall be: (u) in good

o]

Dr. V.A Kothiwale
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professional standing. (b) in possession of all requisite professional licenses, {c) fully
qualified to conduct the Study and to act as the Principal Investigator under the
Agreement. (d) fully experienced and knowledgeable with respeet to all matters
pertaining to the study and (e) responsible for the supervision of all persons who may
assist the Principal Investigator or otherwise be engaged in the study. The Principal
Investigator shall be responsible for the performance of the study as per the highest
standards of medical and clinical rescarch practices. Prior to commencing the Study,
Principal investigator shall require and each Collaborator engaged in the Study (o
complete and rcturn to SPONSOR the Disciosure of Financial Interesls and

Arrangements, if any, in the study,

The Principal Investigator agrees to use his / her best efforts and prolessional cxpertise
to perform the Study in accordance with the Protocol and the terms and conditions of
this Agreement. In the event SPONSOR do not approve, SPONSOR may terminate
this Agreement in accordance with the Termination section below and Institution shall
take all necessary steps to f:f‘fcctuale such termination.
|

The Principal Invcsligatorl agree to ensure o his best cfforts that no subject in this
study may participate concutrently in any ancillary study (technigue, procedure,
questionnaire or observation other than those set forth in the Protocol) without prior
approval in writing from SPONSOR. In the event that SPONSOR approves such
participation, the Principal Tnvestigator agree that the ancillary study will be conducted
in accordance with all applicable Laws, Rules and Regulations, mecluding but not
limited to Schedule Y to Drugs & Cosmetics Rule 1945 under Drups & Cosmetics Act
1940, Guidelines of Indian Council for Medical Research. India Good Clinical
Practice of the Central Dm%;s Standards Contro! Organization, ICH Guidance for Good
Clinieal Practice, Declaration of Helsinki. Principal Investigator agree to provide
SPONSOR penedically and in a timely manner during the term of this Agrcement
with all Clintcal Trial results and other data called as per the Protocol on properly

completed (written or eleetronic) Case Record Forms.

Reqistrar

KLE Acacamy of Highe: Educalion and Research, 8 1
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Principal Investigator agrec 1o report to SPONSOR all SAEs and important medical
events. as identified in the protocol, affecting any trial subject in the Clinical trial as
per applicable repulatory guidelines {including Lot not limited 10 schedule Y
guidehnes). Principal Investigator lurther agrees to follow up such report with detailed

writien reports in compliance with all applicable legal and repulatory requirements,

2.7 The Principal Investigator undertakes to indemnify and hold harmless the Sponsor, its

directors, employees and agents from any claims, demands, costs or judgments against

them resulting from their f{ailure and/or the failure of their employees and/or the agents

i
=
;

=

of KLES Dr Prabhakar Korc Hospital and Medical Rescarch Centre Nehrunagar,
Belgavi-590010, Kamataka, India to adherc to the terms of this agreement or
procedures/terms of the protocol for the trial and/or failure to comply with any/all
applicable laws, regulations, guidelines and/or from the wronglul/ unauthorized use of
the Clinical Trial Drug and/or from the data/information/ result/reports submitted to
Sponsor and/or from acts of ncgligence, malice, fraud by Principal Investigator and/or
the employees and/or the agents of KLES Dr Prabhakar Kore Hospital and Medical
Research Centre Nehrunagar, Belgavi-59G010, Karnaiaka, India

The Sponsor appoints Dr, Neetu Naidu Rayala Clinical Development & Medical
Affairs as Monitor for the Clinical Trial and reserves ils right ta nominate any other

person as Monitor.

The Sponsor will supply the aforesaid Drug to the Principal Investigator free of cost,
casc record forms. consent forms, patient information sheets and other stationery as
may be required. The Sponsor will bear the Consultation Charges, Rescarch Assistant
Fee, Laboratory Investigaiion charges, other miscellaneous and sundry expenses as
detailed in Annexure JI1. All amounts will be paid by means of crossed cheque with

available payee details,

The Spensor has to previde appropriate Instruments/Equipments to conduct the study
at site. In case of injury or death during a clinical trial, patient shall be given free

medical management as long as required by the sponsor,

In case the injury occurring 10 the clinical trial subject is related to the clinical tnal, the

subject or the subject’s nominee(s) shall also be entitled for financial compensation as
§reg \f)
Bt - ’X

,4’% L
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-2 order of Licensing Authority deflined under clause (b) of rule 21 and the financial
sampensation will be over and above any expenses incurred on the medical

management of such subject.

The expenses on medical management and financal compensation in the case of
clinical trial injury or death of the tral subject shall be borne by the sponsor of the

clinical trial.

The Sponsor undertakes to indemnify and hold hammless Principal Investigater and
other employees of, KLES Dr Prabhakar Kore Hospital and Medical Research Centre
Nehrunagar, Belgavi-590010, Kuamataka, India who are dircetly involved in the
Clinical Trial under their supervision, from any claims, demands, costs or judgments
arising out of adverse reactions 1o the patients on Clinical Trial involving the Clinical
trial Drug provided, however, the Sponsor shall not be responsible tor any liability,
loss or damages resulting from a failure by Principal Investigator and/cr the
employces and/or the agents KLES Dr Prabhakar Kore Hospital and Medical
Research Centre Nehrunggar, Belgavi-590010, Karnataka, India to comply with the
terms of this agreement or any/all applicable laws. regulations. guidelines and/or acts

of malice, negligence, or fraud.

3.0 Dispule Resolution:

This Agreement shall be governed by and shall be construed in accordance with
Indian Laws. The Parties agree that they shall in good faith work towards
implementation of this Agreement and any dispuie arising out of or in relation to this
Agreement shall be first attempted to be resolved amicably by mutual negotiations,
failing which such dispute shall be referred to Arbitration in terms of Arbitration &
Conciliation Act, 1996. All disputes, controversies or claims arising out of or
relating 10 this Agreement including interpretation thereof, or breach. termination or
invalidily thereof shall be referred Lo arbitration to a sole arbitrator to be appeinted
mufuatly hy the Sponsor and the Institution. The Venue of Arbitration at Hydurabad
and thie Arbitration proceedings shall be conducted in Eoghish language. The
decision of such arbitrator shall be final, binding and conclusive on the Parties,
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. The validity of the agreement is for a penod of four vears from the date oof the

.zreement or the completion of the Clinical Trial, whichever 1s carhier,

0
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Termination: This agreement may be terminated-

By cither party if the ather pariv commits breach and fails to remedy such hreach
within 30 days from the date of receipt of wrilten notice detailing the same. The
other party on receipt of the notice shall immediately take all steps to ccase conduct
of the trial as soon as possible to protect the welfare of subjects participating in the
irial. Further, cither parly may terminale this Agrecment with immediate cfiect by
written notice to the rospective party if the Investigator is no longer availabic and

Institution and the Sponsor fail 1o appoint an Investigator mutually.

By Sponsar with 30 days prior written notice:
Sponsor, in its sole discretion, shall have the right o terminate agreement and stop
the conduet of the trial at any time by giving notice {o the principal investigator

accordingly

Termination by the lnstitution / Investigator:

Institution / Investigator shall have the right to terminate the conduct of the trial if

necessary Lo protect the wellare of the subjects by giving notice 1o sponsor.

Respective obligation in the eveni of early termination: If the trial is (erminated prior

lo its completion, the Sponsor shall pay lo the remuneration detailed in the

Agreement by the milestones that have been duly achieved to the date of temnnation.

[n the case of early termination of the trial for any reason. the Institution / Prmeipal
lnvestigator shall provide all such assistance as Sponsor shall reasonably require 0
cnsure an cfticient handover ol conduct of trial to a third panty and with due regard

for the welfare of the subjects.
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Reunon of Materzals Prancipat Invesugator shall return to SPONSOR any unused

Study Drug and ail SPONSGR Confidential Informanon. as defined in the

? Conftdentiality: Secvan of this Agreement. on the conclusion of the Study or

termination of this Agreement us the case mav he.

6.0 Ownership of Daia. Confidentialitv and Publication:

NI ¥

™

h i

0.1  Qwnership., All case repont forms and ather data (including withowt limitation,

wrilten, printed, graphic, video und avdio material and information contained in any
computer data base or computer readable form) generated by the Principal
Investigator in the course of conducting the Study (the “Data”™) shall be property of
SPONSOR. which may ulilize the Data in any way 1t deems appropriale, subject fo
and in accordance with all applicable (a) Indian laws and regulations and (b)
privacy und sccurity laws of India and other countrics. Any copyright work created

in connection with performance of Study and contained 1n the Data (exeepl any

publication by the Principal Investigaior as provided for hereinafter) shull be

properly of SPONSOR as the author and the owner of copyright in such work

0.2 All information, including, bul nat limited to, the Study Drug or SPONSOR
operations, such as SPONSOR’s patent applications, formulas. manufacturing
processes. busie scientific data, prior clinical data and formulation information
supplied by SPONSOR to and/or Principal Investigator and not previously published
(the “"SPONSOR Confidential Information™) are considered confidential and shall
remain the sole property of SPONSOR. Both during and after the term of (his
Agreement, and Principal Investigator will use diligent efforts (o maintain in
confidence and use only ftor the purposes contemplated i this Agreement (i) the H

information which is identified in the preceding sentence as confidential or which a

reasonaeble person would conclude as confidential and proprictary property of

SPONSOR and which is disclose by or on behalf of Principal Investigator and (ii)

Data which 1s generated as a result of this Study. The preceding obligations shali 1ot

apply e date or information () winch has been published through no Taull of

tnvestigator, or (i) which SPONSOR agree. in wriling, may be used or disclosed, or

(111} which is pubhshed in accordance with paragraph O of this Section (iv). The

provisions m this paragraph shall survive the termnation or eapiraion of ihis

—

Agreement for a period of ten vears, AT 06,
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pubiication: The Principal Investigaior acknowledges that all the intelleciual
property rights in the Confidential Information of and belonging 1o Sponsor which
is disclosed to the Principal Investigator is and shall always remain the sole and
exclusive property of Sponsor. The primary right in the data gencrated during and
in connection with the conduct of the wrial, including publication rights, resis with
the Sponsor. FHlowever, the Principal Investigator may publish data generated at
their (own) site, only afler gefting written approval from Sponsar and only aiter the

first publication of such data by the Sponsor or as mutually agreed by the Parties.

6.4 Patents: All rights to any discovery or invention conceived and reduced 1o practice
as a result of the work conducted under this Agreement shall belong to SPONSOR.
The Principal lnvestigalor agree o assign 1o SPONSOR, the sole and exclusive
ownership thereto, upon the payment of costs hy SPONSOR, if any. incurred by
principal investigator in assisting SPONSOR in their filling. proseccution, 9r
maintenance of any patent application or patent issued thercon, Such patent
applications, if any. shall be filed and prosecuted by SPONSOR.  Principal
Investigalor shall promptly disclose o SPONSOR any invention or discovery
arising under this Apresment. Principal Investigator shall exccute and shall have its
employces exccute all documents necessary 10 transfer all righis, titles and interests

in and to any such invention or discovery (0 SPONSOR.

7.0 Data Usc A greement:

7.1 Encoding study data: Principal Investigator shall ensure that the patient identifiable
information that is disclosed during the study and provided 10 the SPONSOR under
{his study fulfilled all privacy obligations under applicable legislations and

regulations.

7.2 SPONSOR us¢ of data_sct: SPONSOR shall not use or disclose information that
would violate the requirements of any privacy legisiation. SPONSOR will limit
access 1o the dalr 10 personnel responsible for research and development function
within their respeetive organization or within alfiliated companics of SPONSOR.
SPONSOR may alse provide access Lo contract rescarch orgamzations and other
congnitants or agenis working witly the rescarch and development funclions ol thesc
entities on the research activities detailed above. SPONSOR will ensure that all such

|
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8.1 SPONSOR shall securc and maintain

8.2 Principal investigator shall sacure and maintain in

parties assume the data protection responsihifities of SPONSOR as set 1omn

paragraph (¢} of this section.

he data. GPONSOR shail, with respuet 1o the information continued in

Proteciion of L
¢ the information other than as permitied or

the data (1) not us€ or further disclos

required by this agrecment oOF a8 otherwise required by law; (i) usc approprialc
safeguards lo prevent use or disclosure of the information other than as provided for
by this Agreement, ('iii) report 1o Principal Investigator any usc or disclosure of
information not provided for by this agreement of which it becomes awarc; (1v)

hat any agent O assignee, including a subcontractor. 10 whom it provides the

information agrees to the same restrictions and conditions that apply to SPONSOR

ensure

with respect io the data and (v) not identify the information or contracts of the

individuals to whom it pertains.

8.0 Insurance

in full force and ellect, through the

performance of the study (and following termination of the study to cover aity claims

arising {rom the study) Insurance coverage for eencral liability in  amounis
i = -

ot of business activities and the services contemplated by

appropriate o the condu

the study.

fall force and cffect, through the

performance of the study (and following termination of the study to cover any claims

arising {rom the study) Insurance COVCrage for medical. professional and medical

malpractice liahility, in amounts appropriate 10 {he conduct of business activities

I
and the services coniemplated by the study.

3 Upon request, cach party sha

certificate setting forth the forcgaing coverage.

4

{Deemed-to-te-Universiy ws 3 of the UGC Act 1956)  ~ ~
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| provide o the other parly @ copy of the insurance
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9.

Debarment / Financial Disclosure: Principal investigator shail not employ, contract with

or retain any person dircctly or indirectly to perform. service under this Agreement il
such a person incurs any disqualificution of any nature under any statute in force cither
in India. Upon written request from SPONSOR, principal investigator shall, within ten
days, provide written confirmation thar it has complied with the foregoing obligation.
Principal investigator shall also provide 1 SIP'ONSOR all information necessary to
comply with any disc}osuréc requirements mandated Drugs & Cosmetics Act 1940,
including any information Ircquircd to be disclosed in connection with any financial
relationship between SPONSOR and Principal Investigator. This disclosure requirement
shall require disclosure of information invoiving immediate family members of those

volved in the study.

10. Independent Contractor; Principal Invesligator act in the capacity of independent

11.

contractor hercunder and not as agents or employees of SPONSOR. The Principal
Investigator will make no claim against SPONSOR for compensation, vacation pay,
sick leave, retirement benefits. social sceurity  benefits, workers compensation,
disability or unemployment benefits or employee benefits of any kind, including

right/status as an employce of SPONSOR.

Publicity: Nene of the parties shall use the name of any other pany for promotional

purposes withoul the prior written consent of ihe party whose name is proposed i be
used nor shall cither party disclose the existence or subslance of this Agrecment except

as required by law.

Agreement Modifications: This Agreement or any of its Exhibits shall not be altered,

amended or modified except by written document signed by all parties Hereto.

Assignment: SPONSOR shall have the right to assign this Agreement 1o an affiliate of
SPONSOR upon prior writlen notice to Principal investigator. In all other instances,
neither party shall assign its rights or ditics under this Agrecment o another withew
prior written consent of the other party. Subject to the foregoing. this Agreement shall

bind and inure 1o the respective parties and their suceessors and assigns.
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4 Conflict with protocol: I any 7 2h

provision of the protocal. ihis Aoy

In witness whereof. the paries hiawve

authorized representative

Hetero Labs Limited

n D \ . g\l\
Junbetlgh Ak
Dr. Shubhadc\cp Sinha

Authorized Signatory

Clinse Labs Private Limited

(%

B. Mohan Reddy

Senior Manager — Clinical Research

KLES Dr Prabhakar Kore Hospital&:

Medical Research Centre

Auihdrized Signatory

KV Clinical Researcels Services

Dr. Vikas R Chandrakar
Managing Dircclor

ne provisions of this Agreement conflict with any

ent shall take precedence.

+# caused this agreement (o be executed by their

on the date. month and vear first above mentioned

R T SOT P

I

Hetero Labs Limited

0 AN ?

N 0,3{ e | e3¢

M. Jayapal Reddy
DGM-1.egal

Rl e i e T S D e T A 2l e W
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Principal Investigator

. o\
.Q—:QJ\L/Q, \C\ﬂ e

Dr. Patil Bhagyashri Bhimgonda

Dr. VA Kothiwale
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Annexure I1

CLINICAL TRIAL PROTOCOL

(Atlached Scparately)
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Araesure- T
PAYMUENT TERMS AND SCHEDULE

Estinuttcd cust per one corpleied patient:

—q - i :
| : !
5.No Details Cpervisit | visie 0 ho T | roa
5 i ¢ Visits
! ;
[nvestigator L | ]
o 2000 1 : )
: Consultation Charges | _ i 1 8000
2 | 12 Lead CCG 500 1 ! 4 | 2000
3 | Patient Conveyance 500 1 4 2000
[nstitutional charges [ . L
i 20% of items 1] ) ]bOO-_
CRC Fee V1{800),V2(700),V3(700),v4(800) L
I'otal Cost of the project for 1 completed patient 13600
1. Pavment terms:
a. Payments will be made every month as per the invoice received against ¢-CRF

Campletion and all queries should be resolved for completed visits.

h, Payment of Rs. 50.000/- will be paid zs an advanee afier signing the agreement before
or after the site Initiation visit. This amount will be adjusted m the subsequent
mviriees received.

c. The final payment to the site will be paid based on the number of patients enrsiled.
completed, Withdrawn/dropout and screen failures before the site closure visit.

d. If the site is terminated or doesn™t progress in (crms of recruitment for al leas: 3
months after Initiation / paving the advance, then the amount paid should be returmed
by the PlInsttion to the Spousor after making necessary deduciions and
adjusunents

The archival of study documaents afler site clescout and the complete responsibilily
) f I )

<.
hold witht the Sponsa/CRO for 15 vears,
[ Gl ax per applicable yovernment ruics
o THS will be deducted at final payment (afier deduction of GSTY s per meconi tax
appheable rules
h. Sereen lailure cost as per completed sereening visit
sm~ T
M
N2
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Pavee Details :

The CRO will make the payment alier s deduction gl source. The account payee crossed

cheques will be 1ssued in

Payee Name

KV Clinical Research Services

Payee Address

KV Clinical Research Services, MIG
117253 Sector -1,Pt.Deendayal
Upadhyay Nagar Raipur-492001,

. Chhatlisgarh
Tax ID  Number (PAN AAPFRT058P
Number)
GSTIN 22AAPFKT7058P1ZM

O\ \L
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CLINICAL TRIAL AGREEMENT ORDER

This Order ("Order"), effective as of the Effective Date (defined below), is entered into by and among
Amgen Technology Pvt. Ltd., Dynasty Business Park, AWing, Level 4, Andheri-Kurla Road, Andheri (East),
Mumbai, 400059 India ("Company"); KLES Dr. Prabhakar Kore Hospital and Medical Research Center,
Nehru Nagar, Belgaum-590010, Karnataka, India {"Institution"); and Dr.Niranjana Mahantshetti, KLES Dr.
Prabhakar Kore Hospital and Medical Research Centre, Nehru Nagar, Belgaum-530010, Karnataka, india
("Principal Investigator"), in accardance with, and shall be governed by, the terms of that certain Clinical
Trial Agreement (contract number 181106) {"Agreement”).

1. GOVERNING TERMS AND EFFECTIVE DATE

1.1 Governing Terms. By executing this Order, the parties agree that this Order and the parties’
performance hereunder shall be governed by the terms and conditions of the Agreement, which are
incorporated by this reference as if fully set forth herein. The parties hereto agree that for purposes of this
Order, the term "Site" as used herein and in the Agreement shall be defined to include each and every non-
Company party identified above, and their respective representatives. Terms used but not otherwise
defined herein shall have the meanings ascribed to such terms under the Agreement.

1.2 Effective Date. For purposes of this Order, “Effective Date" shall mean the last date on which a
party executes this Order. This Order shall remain in full force and effect until the completion by the Site

of the Study or earlier termination pursuant hereto.

1.3 Records. The parties agree that for this Order the provision regarding Records in the Agreement
shall be amended to state: "Site shall maintain all records required under Applicable Law and the Protocol
for ten (10) years following completion of a Study or longer if required by Applicable Law. Site shall take
reasonable and customary precautions to prevent the loss or alteration of any such records."

1.4 indian Law. Without limiting the generality of Site's obligations, the Site shall carry out the Study
with due observance of safety of Subjects, confidentiality and protection of Subjects' rights. The Study will
be conducted by the Site in accordance with the Ethical Guidelines for Biomedical research on Human
Subjects issued by the Indian Council of Medical Research Guidelines, 2000, Scheduie Y of the Drug and
Cosmetics Act of 1945 the Central Drugs Standard Control Organization's Goed Clinical Practices
Guidelines in India, and all applicable Indian regulatory requirements, whichever affords the greater
protection to the Subject.

2 STUDY CONDUCT

2.1 Erotocol. The Protocol for the Study is Company Protocol No. 20140444 entitled "A Phase 3
Randomized, Double-blind, Placebo-controlled, Parallel-group Study to Evaluate the Safety and Efficacy of
Denosumab in Pediatric Subjects With Glucocorticoid-induced Osteoporosis”, as may be amended.

Site Representatives and/or Principal Investigator shall attend any meetings regarding the Study as
reasonably requested by Company ("Investigator Meetings"). Such meetings may be conducted by
Company to convey or exchange information with principal investigators, sub-investigators, or other
research site staff to support the effective conduct or close-out of a Study. Site and Principal Investigator
each agree .that Company and ils authorized representatives may (i) record any Investigator Meetings
through audllo and visual recording technology (whether existing or future technology), which may include
attendees’ (including Site Representatives) names, words, images, and likeness ("Recordings"), and (ii)
use, edil,. and reproduce Recordings worldwide for education and training purposes related to Company's
cI}nlcaI trlalg. Company will comply with all privacy laws applicable to Company's use of such Recordings.
Site and Principal Investigator may contact the Amgen Privacy Office at privacyofiice@amgen.com for
furthef information about any rights to access and remedy information held by Company. Site and Principal
Investigator each agree that no additionai compensation shall be due hereunder for Site Representatives
or Principal Investigators re:spective participation in Investigator Meetings. Company may reimburse or pay
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Site for reasonable pre-approved expénses incurred by Site Representatives or Principal Investigator for
participating in Investigator Meetings upon receipt of documentation in form and detail sufficient for
Company to recognize such expenses for Company’s tax reporting purposes, provided that Site complies
with Company instructions and Company's applicable standards and policies related to travel and
hospitality and other policies governing interactions with healthcare professionals.

The Principal Investigator will direct and supervise the Study.

22 Data Protection. Subject to applicable law, Company may collect and process information regarding
investigators or other personnel involved in Studies. Company will notify such personnel as required by
applicable law.

2.3 Use of Electronic Data Capture. Company utilizes Electronic Data Capture ("EDC") to collect from
Site and deliver to Company Study data, specifically as the electronic case report form ("eCRF"). Site
agrees that it will (i) enter such Study data into EDC within five (5) business days of the Subject visit, and
(i) resolve all queries issued in the EDC system within five (5) business days of the query being issued. In
the event of delay(s) by Site in complying with these timelines Company, at its option, may delay payment,
lock of IVRS, suspend enroliment, conduct quality audit or pursue any other remedy. Principal Investigator
is responsible for and warrants quality data entry. Data entry shalt be conducted under the supervision of
the Principal Investigator.

2.4 Supervision. The Principal Investigator shall supervise and be responsible for all activities
performed by members of the Study team or other external personnel to whom the investigator delegates
some of his/her responsibilities under the Protocol. The Principal Investigator shall ensure compliance with
the Protocol at all times.

2.5 Informed Consent. Site agrees and warrants that it will obtain a valid informed consent form from
each Subject in the Study or its legal representative in accordance with Applicable Laws and this Agreement.
Site shall ensure that such consent permits Caompany's use of the Biological Materials and Study data for
at a minimum the purposes of monitoring the accuracy and completeness of the research data, performing -
clinical and scientific research, and medical product development.

3. REAGENTS AND STUDY DRUG

31 Company shall provide or reimburse the following Study Drug(s) to Site as required by Protocol:
Prolia® ("Study Drug(s)"). If Site is responsible for obtaining Study Drug for use in the Study, Company
will reimburse Site for purchase costs of Study Drug as detailed in a proper invoice. Such purchase or
reimbursement cost shall not exceed the amount set forth in Schedule A. The Site agrees and warrants
that it will not seek payment or reimbursement from any Subject or third party for the cost of the Study
Drug(s) or the Study Drug that is provided without charge or reimbursed by Company under this Order.

32 The cost of non-Company drug(s) and/or materials and/or reagents is not paid or reimbursed by a
third party, however it is required by the Protocol for Subjects participating in the Study ("Required
Materiai(s)"). Company will reimburse the Site for the cost of the Required Material(s) as detailed in a
proper invoice. Such purchase or reimbursement costs shall not exceed the amount set forth in Schedule
A. The Site agrees and warrants that it will not seek payment or reimbursement from any Subject or third
party for the cost of any Required Material(s) that is provided without charge or reimbursed by Company
under this Order. Sile also warrants that it shall not seek or accept reimbursement from any Subject or
third party payor for procedures, tests, treatments, items or services that are funded or provided by
Company pursuant to the Agreement.

3.3 The parties agree that for this Order the section(s) in the Agreement restated below shall be
amended and restated in its entirety as follows:

(i) Access. Company agrees to provide or, as appropriate, reimburse Site for materials that
Company is required to provide per the Protocol including Study Drug, devices, reagents
and supplements as further detailed in the applicable Order ("Materials"). Only those
persons who are under the principal investigator's direct control and who will be using the
Materials for the Study shall have access to the Materials. Upon termination or completion
of the Study, Site shall destroy all unused Materials or, at Company's sole option, return to
Company, in accordance with Company's instruction and Applicable Laws,
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4. PERFORMANCE PERIOD AND ENROLLMENT OF SUBJECTS

4.1 The Study will commence upon execution of this Order, approval of the IRB/IEC, and any required
approvals of applicable governmental authorities, including the Drug Controller General of India (DCGI),
and will continue until completion of the Study as required by the Protocol (including any amendments
thereto) uniess this Order is terminated eartier pursuant to the Agreement,

5. REQUIRED EQUIPMENT

5.1 The parties acknowledge that Site will require the following equipment for the performance of the
Study (“Required Equipment"). Laptop . Such Required Equipment will be lent by Company or its
representative to Site for use in the Study.

52 Delivery. As necessary, Company or its representative shall arrange for the delivery of the Required
Equipment, which such equipment shall be delivered to the Site at the following address: KLES Dr.
Prabhakar Kore Hospital and Medical Research Center, Nehru Nagar, Belgaum-590010, Karnataka, India.

5.3 installation of Reguired Equipment. Company or its representative shall provide for installation of
the following equipment: Laptop .

54 Technical Support of Required Equipment. Company or its representative shall provide for technical
support and maintenance of the following equipment: Laptop .

6. COMPENSATION

6.1 Compensation and payment terms are as set forth in Schedule A, attached hereto and incorporated
herein. '

8.2 Unless otherwise specified in Schedule A, in consideration for performance under the terms of this
Order, Company will make payment within a reasonable time after receipt of (i) a proper invoice and (ii) the
Case Report Forms or any similar document detailing the procedures performed andlor visits completed as
set forth in Schedule A, as monitored by Company or its representative. It is expected that the Case Report
Forms will be completed between monitoring visits.

6.3 Payments from Company to Site due hereunder shall be made payable and sent to lhe following:

Payments payable to: Dr. Niranjana S Mahantashetti "Payee”

TAX 1D ABCPN5383J

From time to time, the Site may request in writing a change in Payee information. If Company agrees to the
requested change, no additional amendment of the Order will be necessary.

7. MISCELLANEOCUS

7.1 Principal Investigator understands and agrees that his/her personal information including name,
contact details, financial information relating to, among other matters, compensation and reimbursement
payments for study conduct, and other personal data in connection with Principal Investigator's conduct of
the Study will be processed both by computer and manually, by Company and its affiliates and contractual
partners in order to comply with Company's and its affiliates’ obligations imposed by law, guidance or
regulatory authcrities and for other purposes including considering from time to time potential investigators
for future studies or organizing safety reporting. Principal [nvestigator further understands and agrees that
hisfher persanal data may, if necessary for these purposes, be made available to regulatory authorities and
ethics committees. Principal Investigator understands and agrees that the Company's use and disclosure
pf personal data may involve use and disclosure in countries other than that where the Principal Investigator
is located. Such countries may include but not be limited to: the United States, Japan, Canada, Australia,
New Zealand, Switzerland, or countries in Latin America or Asia. Principal Investigator further understands
that pot all countries to which personal information may be transferred offer an equivalent level of protection
of privacy of personal information. Principal Investigator is entitled to request access to his/her personal

data held by Company or its affiliates and to have such data corrected if necessary.
1
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7.2 Site acknowledges and agrees that Company shali have the right to disclose publicly the terms and
conditions of the Agreement and this Order, including, without limitation, Site's name, description of services,
and amount of payment.

7.3 The parties agree that for this Order the section(s) in the Agreement restated below shall be
amended and restated in its entirety as follows:

(i) Publication Rights. Site shall have the right to publish or present the results of a Study, and
shall exercise all reasonable efforts to do so in a timely manner provided such publication
or presentation is consistent with the terms set forth in this Agreement and, unless
otherwise agreed in writing, is consistent with Company's publication polices (see high
level description at www.amgen.com/abouthow-we-operate/policies-practices-and-

disclosures/ethical-research/amgen-guidelines-for-publications/). In addition, prior to
submission for publication of any manuscript, poster, presentation, abstract, or other

written or oral material describing the results of a Study, Site shall provide Company 45
calendar days to review a manuscript and 15 calendar days to review any poster,
presentation, abstract, or cther written or oral material derived from a Study. in addition, if
Company requests in writing, Site shall withhold any publication or presentation an
additional 60 calendar days. Company reserves the right to remove, or require Site to
remove, all Confidential Information from any publications; however, Company will not
otherwise exercise editorial control over the proposed publication. Authorship will be based
on scientific contribution. Notwithstanding the Confidential information Section in this
Agreement, Study data for purposes of publication and any resulting publications pursuant
to this Section shall not be considered Confidential Information under this Agreement.

(iii) Mutti-Center Study. Site agrees that if a Study is part of a multi-center study, any publication
by Site of the results of a Study shall not be made before the first multi-center publication.
For the pufposes of this Articie, "multi-center pubiication" means a publication of
the manuscript in a peer-reviewed scientific journal that reports on the results of the primary
outcome measure(s) of a multi-center Study. Authorship of any multi-center publication will
be determined by Company based upon substantial contribution to the design, acquisition,
analysis, interpretation of data, drafting, and/or critical revisions to any manuscript(s),
derived from a Study. In the event that, as verified with Company, there is no multi-center
publication within 18 months after a Study has been completed or terminated at all centers,
data has been received and analyzed by Company, and all queries have been resolved,
Site shall have the right to publish its results from a Study subject to the requirements
described above. Subject to the requirements described above, Site may publish the
results of a Study earlier to the extent reasonably necessary in the event of any perceived
public health risk related to a Study Drug and provided that Site reasonably considers any
Company comments regarding such publication.

7.4 Company_Inspections/Monitoring/Audit. The parties agree that for this Order the provision
regarding Company Inspections/Audit in the Agreement shall be amended and restated as follows:
“Company Inspections/Monitoring/Audit. Company and its representatives shall have the right during
reasonable business hours and after reasonable advanced notice to manitor and audit the activities of Site
related to a Study. At no additional cost to Company, Site shall cooperate with any monitoring and audit
conducted hereunder and make available to Company or its representatives for examination and duplication
all documentation, data, and information relating to any Study. Site shall permit Company and its authorized
representatives to inspect (i} the facilities where a Study is or will be performed; (ii} any equipment used or
involved in the conduct of a Study; (i) any records and source documents, including but not limited to
medical records (whether in electronic or paper format); (iv) any related authorizations or patient informed
consent forms; and (v) other relevant information necessary to determine whether a Study is being
conducted in conformance with this Agreement and Applicable Laws. Further, direct access to electronic
medical records for the purpose of monitoring/auditing source data is preferred, where possible, and in all
cases, Site will provide the same level of access to source records to the monitor/auditor as provided to
inspectors.”

Contract #; 279404 . ; Page 4 of 7
Site #. 30005 '
' ! Dr. VA Kothiwale
Registrar
KLE Academy of Hiater Edyction - Hegra cch
R T I N

; LC L Ac e T
BT 26 ) K Endtang 9



7.5 The parties agree that for this Order the Agreement shall be amended and supplemented by the
following new provision: "Anti-Corruption. Site represents, warrants and covenants, as of the Effective Date
to and through the expiration or termination of each Order or this Agreement, (i) that Site, and, to the best
of its knowledge, Site Representatives, shall not, directly or indirectly, offer, pay, promise to pay, or
authorize such offer, promise or payment, of anything of value, to any individual or entity for the purposes
of obtaining or retaining business or any improper advantage in connection with this Agreement, or that
would otherwise violate any Applicable Laws, rules and regulations concerning or relating to public or
commercial bribery or corruption ("Anti-Corruption Laws"); (i) that the books, accounts, records and
invoices of Site related to this Agreement or related to any work conducted for or on hehalf of Company are
and will be complete and accurate; and (jii) that Company may terminate this Agreement (a) if Site or Site
Representatives fails to comply with the Anti-Corruption Laws or with this provision, or (b) if Company has
a good faith belief that Site or Site Representatives has violated, intends to violate, or has caused a violation
of the Anti-Corruption Laws. If Company requires that Site complete a compliance centification, Company
may also terminate this Agreement if Site (1) fails to complete a compliance certification, (2) fails to
complete it truthfully and accurately, or (3) fails to comply with the terms of that certification. For the
purposes of this Section, Site Representatives shall be deemed to further include owners, directors, officers,
or other third party acting for.or on behalf of Site." .

IN WITNESS WHEREOF, the parties hereto have caused their duly authorized representatives to execute
this Order,

AMGEN TECHNOLOGY PVT. LTD. KLES QR. PRABHAKAR KORE HOSPITAL AND
MEDICARRESEARCH CENTER
G Qo b
S ' ~7  [(signature) , ,
By: Mansi Malkan By: PR M-V. )
{print or type name)
£ Ce

Title: Senior Country Manager Title; ML
Date: 22 CTon! 1§ Date: 16 Feb 2018

DR.NIRANﬂﬁNA MAHANTSHETTI

(signature) _ .
By: /ﬁ NICANTANA MAHANTSHETH]
rint or type name)
Tite:  PRIN ¢ gpPﬂ L y_‘?‘mj CETIGATOR,

Date: R 9 JAN 2018
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Schedule A for Schedule A

PL Dr.Miranjana Mahantshatti

Site # 30005

Protocol Number 20140444

Sile Number 30005

Investigator Dr. Nitanjana Mahantshetty
Contract Number

Number of Subjects 4

Humber of Sitas 1

Currency INR

CONTRACT SUMMARY COsT UNIT(S) TYPE TOTAL * |
SUBJECT VISiT TABLE INR 1,92,282 4 Subject(s) INR 7.69,12Bi
SUBJECT RADIOLOGY FEES . INR 28,200
SCREEN FAILURES INR 21,831 3 per Site INR 65,493
AODITIONAL SUBJECT FEES INR 1,29,000
ADMINISTRATIVE FEES INR 41,400

CONTRACT TOTAL INR 10,34,221

“Maximum Conltract Total is inclusive of Hospital overhead fees, pharmacy cosis and laboralory costs
SUBJECT FEES {20% Hospital overiead)

VISIT TABLE: STUDY Schedule A
Screening Day -35 to -1 _ INR 21,831
Day 1 Visit INR 18,368
Day 10 Visit INR 5,030
Day 30 Visit INR 9,030
Menth 3 Visit INR 11,830
Month 8 Visit INR 10,905
Month 12 Visit INR 23,168
Month 18 Visit I INR 18 805
Manth 24 Visit , INR 21,608
Manth 30 Visit INR 14,705,
Month 36/ET Visit INR 22,905

SUBJECT VISIT TABLE SUBTOTAL(S) Schedule A

. Pet Subject Fee - Trealment INR 1,54,672
Per Subject Fee- LTFU INR 37,610

MAXIMUM PER SUBJECT FEE INR 1,92,282

Scrgening costs are inclusive of costs associaled with potential re-screens.
The Maximum Per Subject Fee Includes Subject trave! (1,000.00 INR) and meal {400.00 INR) reimbursement for each protocol required in-clinfc visils

RADIOLOGY FEES {Schedula A) UNIT COST UNIT(S) TYPE TOTAL
X-Ray Knze INR 500 7 per Subject INR 14,000
X-Ray Dentat Single view INR 800 2 per Subject INR 8,400
DXA Hip (Sreening or Day 1) INR 1,700 1 per Subject INR 6,800
X-Ray Spine (Screening or Day 1) INR 500 1 per Subject INR 2,000

SUBTOTAL, RADIOLOGY FEES INR 28,200

* X Ray Knee to be perfarmed only in children with cpen growlh plates who do not have bilateral hardware
*DXA hip could be performed at Screening or Day 1

"X Ray Spine could be performed at Screening or Day 1

‘X Ray Dentat Single View to be performed based on visual inspection

VISIT TABLE: SCREEN FAILURE Schedule A
Screen Failure INR 21 831

MAXIMUM SCREEN FAIL INR 21,831

Dr. V.A Rothiwale
Registrar
Version:1 KLE Academy of Higher Education and Reseasch Poge bof 3

r
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[

Pl: DrNiranjana Mahantshetti

. Site # 30005
%%

ADDITIONAL SUBJECT FEES (Schedule A) UNIT COST UNIT(S} TYPE TOTAL
Infrastructure Fee INR 75,000 1 per Site INR 75,000
15D Ling Rental INR 1,500 36 per Site INR 54.000

SUBTOTAL, ADDITIONAL SUBJECT FEES INR 1,289,000

infrasiucture.
ISD ifne charge will be provided on monthly basis after site initlation untill final monitaring visit.

Infrastructure cost will be reimbursed as per actual and upon original invoice. Prior approval of purchase must be optained by site from sludy team before placing order for the

NON-SUBJECT FEES
ADMINISTRATIVE FEES {Schedule A) UNIT COST UNIT(S} TYPE TOTAL
Document Starage, Archiving Total Cost INR 41,400 1 per Site INR 41,400
SUBTOTAL, ADMINIST RATIVE FEES 1 INR 41,400

Archival fee will be paid at the time of site close-out

PAYMENT DISTRIBUTION
Initlal Payment 50,000.00
Amgen will pay Instilution this inilial paymen! upen execulion of the Agreement. Iit orc
to receive further funds towards Subject related costs, the amoaunf eared must exceed this initial
payment. in the event that [he tolal amount eamed for the Study is fess than this initial payment,
all unearned funds are fully refundable to Amgen.
Progress Payment Frequency Quarterly (baseu on calendas auarten), in accordance with Budget Schedule - A

The payment af the study will be made in the favor of 'Dr. Niranjana S Mahantashetl’ (Tax i¢ ABCPN5383J)

Slte represents and warranis that It shall not seek or accepl reimbursement from any Subject or third party payors (including
any "federal health care program™ as defined at 42 U.S,C, section 1320a-7b(N) for Study Drug(s), procedures, tests,
treatments, drugs, reagents, materials, items or services that are funded by Company purstrant to the Agreement or provided
without charge by Company for Study purposes.

In the event Sile is not reimbursed for routine efinical services contemplated in the Protocol, Site may remit an invoice to Company. If

Company is 1 agreement with the inveice, Company will reimburse Site for the invoiced amount subject to a fair market value
assessmant by Company.

Company shall pay for or provide those Study Drug(s), procedures, tests, treatments, drugs, reagents, malerials, ilems, or services
identified in the Pratocol's Schedule of Assessments, except thal the following are not paid for or provided without charge by Company:

N/A

Invoices
1} "Any additional activities/tesis/procedures performed for the Study, which are not mantioned in this budget (schedule-A)

may be reimbursed on confirmation of approval from the Amgen study team and receipt of an original invaice and rationale
2) For all items that are payable upan invoice as indicated above, please send invoices to Campany as follows:

Amgen Technology Pvi Lid

Dynasty Business Park,

Level 4, A wing, A.K Road

Anghen (East) Mumbai 400059

Please submit invoices gnly for items indicated as payable upon invoice.

: Dr. VA Kotfiwale
Registrar

Higher Education
IVETSTY s 3 of he

KLE Academy of
{Deemed 1o-pa.

Version:|

f{"fi Research,
o GC Act 1955
uagaw-SE‘OUIO,.’-\’ama!:r.}a i 9\)10

The EC for this study will be 'Ethics Committee of KLE University' and the payment of the EC fees will be made in tne favor of 'Registrar, KLE University, Belagavi.
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tween:
This Clinlcal Trial agreement made he

ital & MRC
hakar Kore Hospital ,
d Saldanha, Chief Cardiothoracic Surgeon, KLEs Dr. F}:’raﬁ1 o
S Saidanhe Nehru Nagar, Belagavi-580010 Karnataka,

(PlAinvestigator),
o i-580010 Karnataka, India
KLEs Dr, Prabhakar Kore Hospital & MRC, Nehru Nagar, Belagavi-
And ‘
i - N Colony,
Phoenix Cardiac Devices Pyt Ltd, having a place of business a! #1-7 23/26.0\1;)3 y
- StreetNo:g, Habsiguda, Hyderabad - 500 007 T.S.. India (the Sponsor).

PROTOCOL NUMBER: BACE - CTQ03
- 7 ™ [Basa)
PROTOCOL TITLE; Evaluation of safety and efficacy of the BACE™ [
Annuloplasty of the Cardia Externally] device in the treatment of
Functional Mitral Valve Regurgitation (FMR)
PROTOCOL DATE: | BACE CT003; Version No: 1.2, dated: Nov 18, 2017
SPONSOCR: Phoenix Cardiac Devices Pvt. Ltd
PRINCIPAL INVESTIGATOR: Dr. Richard saldanha

WHEREAS, the Investigator ang Institution, if any, (hereafter, jointly, the
clinical tria| {Study), in accordance with the above-referenced protocaol an
thereto (Prolacol) and Phoenix Cardiae Devices Pvi Lid requests the Site t,

"Site”) are willing 10 conduct a
d any subsequent amendments
0 undertake such Study;

NOw THEREFORE, the following is agread:

2 Payments shall be m Provisions set forth in Altachment B, with the |ast
Payment being made upan successful completion of the Study and submission of a| Case Report Forms
Modules in-house and submission of final Study report In terms of the Protocal and, if Sponsor requests, g||
other Confidential Information as defined in Attachment A, Aricle 2 (Confidential ang Propristary
Information). The Site will act as an independent contractor, and Sponsor sha| not be responsible for any
employee benefits, pensions, workers' compensation, withholding, or employment-related taxes as to the
Site. The Site acknowledges and agrees that Invest]

lo and care of each subject is not atf
agrea that |he payee (Payee)designated below is
under this Agreement will be made en|

ade in accordance with the
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PAYEE NAME: CMS Clinical research Pvt. Ltd.
. Inox Tower-B, Plot No. 17, Sactor 16A, Film City, Noida,
PAYEE ADDRESS! India 201301

PERMANENT ACCOUNT NUMBER AAFCCB45TM
(PAN) OF PAYEE

It should ba noted that 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 and Sponsor will deduct the tax at the
timo of maklng payments if required by the tax laws.

Sito will have thirty (30) days from the receipt of final payment to dispute any payment

discrepancies during the course of the Study,
The parties acknowledge that the designated Payee is authorized to receive all of the payments for the

services performed under this Agreement, Investigator acknowledges that if Investigator is not the
Payee, Sponsor will not pay Investigator even if the Payee fails to reimburse Investigator.

3. This Agreement will become effective on the date on which it is last signed by the parties In the event of
a conflict between the Protecel and this Agreement; the terms of the Agreement will govern.

ACKNOWLEDGED AND AGREED BY

For and on Behalf of Phoenix Cardlac Devices Pvt. Ltd

ﬁ%ww"-fﬁ Jan 30th, 2018

Dale

Authorised Signatory: Gopal Muppirala, CEO

ACKNOWLEDGED AND AGREED BY

%é _éQ MJ Dr. Richard Saidanha 3 /f/ /20! &
— - - MS. MCh. DNB,
Name of the-Principathivestigator: Dr. Riehar] 82J438R8 oracin Surgeon D3t

KLES Br. Prabhakar Kore Hospital &

Medical Research Center,

Nehru Nagar, BELAGAV! - 10.
ACKNOWLEDGED AND AGREED BY Reg. No. KMC 19161

For and on Behalf of KLEs Dr. Prabhakar Kore Hospitai & MRC, Nehru Nagar, Belagavi-590010
Karnataka, Indla

Jho==" oslox|)g

Authorised Signatory: _ ' ate
Medical Director & Chief Executive

KLES Dr. Prabhakar Kore Hospital &
Medical Research Centre, BELAGAVI.
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ATTACHMENT A TERMS AND CONDITIONS

1) Conduct of the Study. The parties to the attached agreement (the "Agreement’) agree that the

2)

3)

clinlcal trial desctibed therein (Study) will be performed in strict accordance with the applicable
protocol, and any subsequent amendments thereto applicable federal, slate, and local laws,
regulations and guidelines, and good clinical practices (GCPs).

The Principal Investigator (Pliinvestigalor) will provide copies of the CIP'and all periinent
information to the study personnel, will discuss this material with them, and will ensure they are
fully informed regarding the device and the conduct of the study.

The Investigator shall review all case report forms (CRFs) fo ensure their accuracy a.nd
compleleness, shall review and understand the information in the investigator’s brochure or device
labeling instructions, as applicable, shall ensure that all informed consent requirements are met,
and shall ensure that all required reviews and approvals {or favorable opinions) by applicable
regulatory authorities and Institutional Review Boards (IRBs) or Independent Ethics Committees
(IECs) are obtained.

The Investigator and the institution(s), conducting the trial {jointly, Site) agree to ensure that all
clinical data are accurate, complate, and legible. The Site shall promplly and fully produce all data,
records and information refating to the Study 1o Sponsor or their designee (CRO to be named) and
their representatives during narmal business hours, and shall assist them in promplly resolving any
questions and in performing audits or reviews of original subject records, reports, or data sources.

The Sile agrees to cooperate with the representatives of Sponsor who visit the Site, and the Site
agrees lo ensure that the employees, agents and representatives of the Site do not harass, or
otherwise create a hostile working environment for, such representatives.

The Site shall use the device being tested {the Investigational Product), provided in connection
with the Study, solely for the purpose of properly completing the Study and shall maintain all
Investigational Products in a locked, secured area at all times. Upon completion or termination of
the Study, the Site shall return all unused Investigational Producis, equipment, and materials and
all Confidential Information (as defined below).

Disclosure of Protected Health Information [Patient Privacy]:

During the course of this study, the research team [e.g., Investigators, study Coordinators, Medical
Monitors, data analysts] will be collecting protected health information. The research team will take
appropriate steps to keep protected health information private when possible, and it will be
protecled according lo state and federal Law. This patient information will only be shared with the
partles named below, per the requirements of health Canada. These may include federal agencies,
the Sponsor, or the {RB; these entities might view or receive this information to collect data or to

meet legal, ethical, research, and safety-related obligations. The authorization for Informed
Consent and will expire at the end of the study.

Confidential and Proprietary Information,

Al information (inciuding, bul not limited to, documents, descri
videos and instructions), and materials {(including,
provided to the Site by Sponsor, or their designee

ptions, data, CRFs, photographs,
but not limited !o. the Investigational Product),
s, {(whether verbal, written or electronic), and all
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4)

data, reporis and information, relating fo the Study or ita progross (hereinafter, the "Confidential
Information™) shall be the proparly of Sponsor,

The Slia shall keep lhe Qonﬂdenllal Information strictly confidentlal and shall disclose it only fo its
employees involved In conducling the Sludy on a noed-to-know basls. These confidentiality
obligations shall conllnueI untll fifteen {(15) years afler completion of the Study, but shall not apply
to Confidential Informatlon (o the exlent that it; a) is or becomas publicly available through no faull
of the Site; b) is disclosed to the Site by a third party nol subject to any obligation of confidence; c)
must be disclosed to IRBs, IECs, or applicable regulalory authorilies; d) must be included in any
subject's informed consent form; e) is published in accordance with Article 3 herein; or, f) is
required to be disclosed by applicable law.

Intellectual Property.

The exlsting inventions and technologles of Spansor, or the Site are their separate property and
are not affected by this Agreemenl. Sponsor shall have exclusive ownership of any inventions or
discoveries arising in whole or in part from Confidential information or arising as a result of the
Study. The Sile will, at Sponsor's expense, execute any documents and give any testimony
necessary for Sponsor to abtain patents in any country or lo otherwise protect Sponsor’s interests
In such inventions cr discoveries,

The Site shall have exclusive ownership of any Inventions or discoveries conceived by the Site
during the time that the Study is laking place that do not arise in whole or in part from the Study or
any Confidential Information, but the Site shall offer the Spansor the right of first refusal as to any
sales or licenses of such inventions or discoveries. The Site agrees lo comply with any applicable
data privacy or data protection legislation of the couniry in which the data originated. ‘

In the event of a dispute, inventorship of any invenlians, developments, or discoverles, whether
patentable or not (Collectively referred to as “Intellectual Property™, resulting from the performance
of the study, shall be allocated according to U.S. Palent Law (Title 35 U.S. Code) In effect at the
time the intellectual property was created.

Publication.

Sponsor has no objeclion to publication by institute of the results of the study based on information
collected or generated by institution, whether or nol the results are favorable to sponsor. However,
{o ensure against inadvertent disclosure of confidential information or unprotected Inventions, at
least thirty (30) days before submilting or presenting a manuscript or other materials relating to the
study lo a publisher, reviewer, or other outside persons, the site shall provide to sponsor a copy of
all such manuscripts and materials, and allow sponsor thirty (30) days to review and comment on

them.

If any patent action Is required to protect inventions, institution agrees lo delay the disclosure for a
period not to exceed ninely (90) days fram the date institution initially submitted the proposed
publication, or other type of disclosure, to sponsor for review.

The Site shall remave any Confidential Information (other than Study results) prior to submitting or
presenting the materials, if Sponsor requests. No party hereto shall use any other party's name, or
Sponsor's name, in connection with any advertlsing, publication or promotion without sponsor's
priar wrilten permission.
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7)

If Study is parl of a mulli-centre sludy, Institution agrees that the first publication is to be a joint
publication covering all centres. However, if a joint manuscript has not been submitted for

publicalion within twelve (12) months of completion or termination of study at ali participating sites,
institution is free to publish its resulls separately.

Inspection and Debarment.

When given reasonable nolice, the Site agrees to allow Sponsor, or their designee, or regulatory
authority personnel direct access to the Site's records relating to the Study, including subject
medical records, for monitoring, auditing, and inspection purposes. The Site shall immediately
notify the Spensor of this, and provide the Sponsor coples of, any inquiries, correspondence or
communications to or from any governmental or regulatory authorily relating to the Study,
including, but not fimited to, requests for inspection of the Site’s facilities, and the Site shall permit
the Sponsor or their designee to attend any such inspections. The Site will make reasonable

efforts to separale, and not disciose, all confidential materials that are not required to be disclosed
during such inspections.

The Investigalor and the Institution, if any, shall be jointly responsible for maintaining essential
Sludy docurnents for the time and in the manner specified by current good clinical practice {GCP)
guidelines, local laws, and Sponsor requirements and shail take measures to prevent accidental or
premature destruction of these documents. If the Investigator leaves an insfituion, then
responsibility for mairitaining Study records shall be determined in accordance with applicable

regulations. 1f an investigalor leaves an inslituion or otherwise changes addresses, he or she
shall promptly notify the Sponsor or their designee of his or her new address.

The Site represents and warrants thal neither it, nor any of its employees, agents or other persons
performing the Study under its direction, has been debarred, disqualified or banned from
conducting clinical trials or is under investigation by any regulatory authority for debarment or any

similar regulatory action in any country, and the Site shall notify the Sponsor or their designee
immediately if any such Investigation, disqualification, debarment, or ban occurs,

Termination.

The Sponsor may terminate this Agreement by giving prior written notice of fifteen (15) days in the
evenl the Sponsor does not wish to continue the Study for any reason whatsoever or without
assigning any reason. Notwithstanding any termination of this Agreemant, Site will be entitled to
payments due and payable tll the date of termination. Upon termination, the Investigator will
submit an up to date report on the Study conducted and return all confidential information of the
Sponsor Upon receipt of notice of termination, the Site shall immediately cease any subject
recrultment, follow the specified termination procedures, ensure that any required subject follow-up
procedures are completed, and make all reasonable efforts to minimize further casts, and the

Sponsor shall make a final payment for visits ar milestones properly performed pursuant o this
Agraement in the amounts specified in the payment schedule.

Neither the Sponsor nor thelr designee shall be responsible to the Site for any lost profits, lost
opportunities, or other consequential damages. If a material breach of this Agreemenl appears (o
have occurred and termination may be required, then, subject to patient safety, the Sponsor may
suspend performance of all or part of this Agreement, including, bul not limited to, subject
enfollment.
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9)

Claims and Disclalmaers.

The Site shall promptly notify lhe Sponsor or lheir designee in writing of any claim of illness or
injury aclually or allegedly due to an adverse reaction to the Invesligational Product and allow

Sponsor to handle such ¢laim (including settlement negotiations), and shall caoperate fully with
Sponsor in its handling of the claim,

1
Indemnification and Insurance.

Sponsor shall indemnify, defend, and hold harmiess institution from any damages and liability that
arise oul of the proper administration of the study device, study-required procedures, sponsors
use of the results, or spensor's negligence or breach of the agreemenl.

The Sponsor expressly disclaims any [lability in connection with the Investigational

Product, including any liability for any product claim arising out of a condition caused by or
allegedly caused by the administration of such product.

Neither the Sponsor nor their designee will be responsible for, and the Sile agrees, to the extent
allowed by law, to indemnify and hold them harmless from, any loss, claim, or demand arising from
any injuries or damages resulting from the Site’s negligence, failure to adhere to the Protqcol.
failure o obtain the informed consent, unauthorized warranties, breach of this Agreement or willful
misconduct The Site shall maintain a commerclally reasonable level of insurance, and, upon
request, shall provide a cerfificate of insurance alternatively, if applicable insurance Is provided by

a governmental agency, the Site shall satisfy all requirements necessary to remain eligible for such
governmental insurance during the Study.

10) Subject [njury.

The sponsor shall reimburse actual and reasonable medical expenses incurred in treating any
Injury or illness to a study subject that is directly related to the administration of the investigational
device or the proper performance of any other procedure, each in accordance with the protocol
and the sponsor's written instructions to the institution {or to the extent that the spansor's written
instructions conflict with the prolocel, the sponsor's written instructions to the institution only). The
sponsor is not required under this section to provide compensation for (a) other Injury- or iliness-
related costs (such as lost wages), (b) medIcal expenses that are paid for by a third party (provided
that neiiher the institution nor the study subject shall be obligated to seek reimbursement from a
third party insurer), (c) medical expenses that are incurred as the result of a viclalion of the
protocel ar olher misconduct or negligence, in each case by any agent or employee of the
Institution (including the study staff}, {d) due to the natural progression of the investigalional device

and unrelated to the proper performance of any other procedure required by the protocol or
spensor's written instructions to the institution.

11) Additional Contractual Provisions.

The Sile shall be an independent contractor and shall not be considered the partner, agent,
employee, or representative of the Sponsar or their designee. This Agreement, including these
Terms and Conditions, constitutes the sole and complete agreement between the parties and
replaces all other written and oral agreements relating to the Study. This Agreement shall be

effective upon the dale it is signed by all the parties and shall continue until completed or
terminated.

No amendments or modifications to this Agreament shall be valid unless in writing and signed by
all the parties. Failure to anforce any lerm of this Agreemant shall not constitute a waiver of such
term. If any part of this Agreement is found lo be unenforceable, the rest of this Agreement will
rerain in effecl. This Agreement shall be binding upen the partles and thelr successors and
assigns. The Sile shall not assign or transfer any rights or obligations under this Agreement
without the wrilten consent of the Sponsor. The Sponsor may assign this Agreement to
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ATTACHMENT B

BUDGET AND PAYMENT SCHEDULE

Consideration
In consideration of Site conducting the Study and complying with all other terms ‘;Jf }lihsis garaei:::%méiﬁtz
Sponsor or their designee shall pay lo the Site all inclusive sum of Rs. 1,60,000 (Rs.

thousand) per patient recruited for the Study. Payments made by the sponsor or their q::s;ggﬁfhowr?t]ybl:
subject to tax deduction at saurce unless an exemption certificate issued by an appropr

provided to the Sponsor or their designes.

IRB/EC and additional Infrastructure/Equipment Payment:

IRB/EC and addilional Infrastructure/Equipment costs will be reimbursed on a pass-through basis (upan
receipt of a valid invoice) and are not included in the attached Budget. Any subsequent IRB/EC re-

submissions or renewals, upon approval by the Spansor, wil be reimbursed upon receipt of appropriate

docurmentation.

Payment Break-Up for Per Patient Grant (Rs. One lakh and sixty thousand) for the study and it will

be remitted at the following instalments

Mileslone Amount {INR)

Implant (week 0) 1,00,000/

Follow up visit (1, 3, 6, 12, 18 & 24 months) 60,000/~ {10,000 each visit)
Total per completed patient 160,000/

“In addition te the payment of Rs. 160,000/-, Phoenix Cardiac will be providing the BACE device free of
cost to the patientas well \as all study related tests (ECG, ECHO, stress EKG, lab test elc.)
and reasonable patient travel ‘cost (excluding air travel}to site will be reimbursed within one month of
submitling invoice, based on actual cost Incurred. In addition, any cost requirement in regard to any device
related SAE event will be directly borne by the Sponsor”

Site will also be provided additional funding for BACE implant related expenses such as surgery cost,
hospitalization cost, ete, if required for the study.

Site has lo provide supportive bills for the reimbursement,
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CLINICAL TRIAL AGREEMENT ORDER

This Order ("Order"), effective as of the Effective Date {defined below), is entered into by and among
Amgen Technology Pvt. Ltd., Dynasty Business Park, A Wing, Level 4, Andheri-Kurla Road, Andheri (East),
Mumbai, 400059 India {"Company”); KLES Dr. Prabhakar Kore Hospital and Medical Reseatch Center,
Nehru Nagar, Belgaum-5380010, Karnataka, India ("Institution”); and Dr. Veerappa Kothiwale, KLES Dr.
Prabhakar Kore Hospital and Medical Research Center, Nehru nagar, Belgaum-590010, Karnataka, India
("Principal Investigator"), in accordance with, and shall be governed by, the terms of that certain Clinical
Trial Agreement (contract number 181 106) ("Agreement").

1. GOVERNING TERMS AND EFFECTIVE DATE

1.1 Governing Terms. By executing this Order, the parties agree that this Order and the parties’
performance hereunder shall be governed by the terms and conditions of the Agreement, which are
incorporated by this reference as if fully set forth herein. The parties hereto agree that for purposes of this
Order, the term "Site" as used herein and in the Agreement shall be defined to include each and avery non-
Company party identified above, and their respective representatives. Terms used but not otherwise
defined herein shall have the meanings ascribed to such termns under the Agreement’

1.2 Effective Date. For purposes of this Order, "Effective Date" shall mean the last date on which a
party executes this Order. This Order shall remain in full force and effect until the completion by the Site
of the Study or earlier termination pursuant hereto.

1.3 Records. The parties agree that for this Order the provision regarding Records in the Agreement
shall be amended to state: "Site shall maintain all records required under Applicable Law and the Protocol
for ten (10) years following completion of a Study or longer if required by Applicable Law. Site shall take
reasonable and customary precautions to prevent the loss or alteration of any such records "

1.4 Indian Law. Without limiting the generality of Site's obligations, the Site shall carry out the Study
with due observance of safety of Subjects, confidentiality and protection of Subjects’ rights. The Study will
be conducted by the Site in accordance with the Ethical Guidelines for Biomedical research on Human
Bubjects issued by the Indian Council of Medical Research Guidelines, 2000, Schedule Y of the Drug and
Cosmetics Act of 1945, the Central Drugs Standard Contro Organization's Good Clinical Practices
Guidelines in India, and all applicable Indian regulatary requirements, whichever affords the greater
protection to the Subject.

2. STUDY CONDUCT

2.1 Protocol. The Protocol for the Study is Company Protocol No. 20170199 entitled A Multicenter,
Open-labei,% Single-arm, Study to Evaiuate Safety and Tolerability of Repatha in Patients with Homozygous

s e

Familial Hypefcnolésteroiemia (HGFHT IR IieiE" 45 Tiay bé amended.

Site Representatives and/or Principal Investigator shall attend any meetings regarding the Study as
reasonably requested by Company ('Investigator Meatings"). Such meetings may be conducted by
Company to convey or exchange information with principal investigators, sub-investigatars, or other
research site staff to support the effective conduct or close-out of a Study. Site and Principal Investigator
each agree that Company and its authorized representatives may (i} record any Investigator Mestings
through audio and visual recording technology (whether existing or future technology), which may include
attendees’ (including Site Representatives) names, words, images, and likeness ("Recordings™); and (ii)
use, edit, and reproduce Recordings woridwide for education and training purposes related to Company’s
clinical trials. Company wifl comply with afi privacy laws applicable to Company’s use of such Recordings.
Site and Principal Investigator may contact the Amgen Privacy Office at privacyoffice@amgen.com for
further information about any rights to access and remedy information held by Company. Site and Principal
Investigator each agree that no additional compensation shall be due hereunder for Site Representatives
or Principal Investigators respective participation in Investigator Meetings. Company may reimburse or pay
/|
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Site for reasonable pre-approved expenses incurred by Site Representatives or Principal Investigator for
participating in Investigator Meetings upon receipt of documentation in form and detail sufficient for
Company to recognize such expenses for Company's tax reporting purposes, provided that Site complies
with Company instructions and Company's applicable standards and policies related to travel and
hospitality and other policies governing interactions with healthcare professionals.

The Principal Investigator will direct and supervise the Study.

2.2 Data Protection. Subject to applicable law, Company may collect and process information regarding
investigators or other personnel involved in Studies. Company will notify such personnel as required by
applicable law.

2.3 Use of Electronic Data Capture. Company utilizes Electronic Data Capture ("EDC") to collect from
Site and deliver to Company Study data, specifically as the electronic case report form ("eCRF"). Site
agrees that it will (i) enter such Study data into EDC within five (5) business days of the Subject visit, and
{ii) resolve all queries issued in the EDC system within five (5) business days of the query being issued. In
the event of delay(s) by Site in complying with these timelines Company, at its option, may delay payment,
lock of IVRS, suspend enroliment, conduct quality audit or pursue any other remedy. Principal Investigator
is responsible for and warrants quality data entry. Data entry shall be conducted under the supervision of
the Principal Investigator.

24 Supervision. The Principal Investigator shall supervise and be responsible for all activities
performed by members of the Study team or other external personnel to whom the investigator delegates
some of his/her responsibilities under the Protocol. The Principal Investigator shall ensure compliance with
the Protocol at all times,

2.5 informed Consent. Site agrees and warrants that it will obtain a valid informed consent form from
each Subject in the Study or its legal representative in accordance with Applicable Laws and this Agreement.
Site shall ensure that such consent permits Company's use of the Biological Materials and Study data for
at a minimum the purposes of monitoring the accuracy and completeness of the research data, performing
clinieal and scientific research, and medical product development.

3. REAGENTS AND STURY DRUG

3.1 Company shall provide or reimburse the foliowing Study Drug(s) to Site as required by Protocol:
AMG 145 ("Study Drug(s)"). If Site is responsible for obtalning Study Drug for use in the Study, Company
will reimburse Site for purchase costs of Study Drug as detailed in a proper invoice. Such purchase or
reimbursement cost shall not exceed the amount set forth in Schedule A. The Site agrees and warrants
that it will not seek payment or reimbursement from any Subject or third party for the cost of the Study
Drug(s) or the Study Drug that is proviced without charge or reimbursed by Company under this Order.

32 The parties agree that for this Order the section(s) in the Agreement restated below shail be
amended and restated in its entirety as follows:

{i) Access. Company agrees to pravide or, as appropriate, reimburse Site for materials that
Company Is required to provide per the Protocol including Study Drug, devices, reagents
and supplements as further detailed in the applicable Order ("Materials"). Only those
persons who are under the principal investigator's direct contrel and who will be using the
Materials for the Study shall have access to the Materials. Upon termination or completion
of the Study, Site shall destroy all unused Materials or, at Company's sole option, retumn to
Company, in accordance with Company's instruction and Applicable Laws.

4, PERFORMANCE PERIOD AND ENROLLMENT OF SUBJECTS

4.1 The Study will commence upon execution of this Order, approval of the IRB/IEC, and any required
approvals of applicable govemmental authorities, including the Drug Controller General of India (DCGH),
and will continue until corpietion of the Study as required by the Protocol (including any amendments
thereto) unless this Order is terminated earlier pursuant to the Agreement,
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5. REQUIRED EQUIPNENT

5.1 The parties acknowledge that Site will require the following equipment for the performance of the
Study ("Required Equipment”): Laptop .

52 Company-Provided Required Equipment. The parties agree that for this Order, Company will
supply the following Required Equipment, which equipment is specified in Schedule A: Laptop ("Company-
Provided Required Equipment").

The supply of the Company-Provided Required Equipment shail be part of the compensation for services
rendered by Site under this Agreement. The current value of Company-Provided Required Equipment is
identified in the Schedule A. At the expiration or earlier termination of the Agreement, Site will pay or
Company will deduct from the final payment the then current value (as amortized) of such Company-
Provided Required Equipment and ownership and title to such Company-Provided Required Equipment will
transfer to Site. Company-Provided Required Equipment shall be transferred "as Is".

5.3 Delivery. As necessary, Company or its representative shall arrange for the delivery of the Required
Equipment, which such equipment shall be dellvered to the Site at the following address: KLES Dr.
Prabhakar Kore Hospital and Medical Research Center, Nehru Nagar, Belgaum-550010, Karnataka, India.

5.4 [nstallation of Required Equipment. Company or its representative shall provide for installation of
the following equipment: Laptop .

5.5 Technical Support of Required Equipment. Company o its representative shall provide for technical
support and maintenance of the following equipment: Laptop .

6. COMPENSATION
6.1 Compensation and payment terms are as set forth in Schedule A, attached hereto and incorporated
herein.

6.2 Unless otherwise specified in Schedule A, in consideration for performance under the terms of this
Order, Company will make payment within a reasonable time after receipt of (i) a proper invoice and (ii) the
Case Report Forms or any similar document detailing the procedures performed and/or visits completed as
set forth in Schedule A, as monitored by Company of its representative. It is expected that the Case Report
Forms will be completed between monitoring visits.

6.3 Payments from Company to Site due hereunder shall be made payable and sent to the following:

Payments payable to: Dr. Veerappa A. Kothiwale "Payee”

TAX ID: AEBPK3989H

From time to time, the Site may request in writing a change in Payee information. If Company agrees to the
requested change, no additional amendment of the Order will be necessary.

7. MISCELLANEOUS

7.1 Principal Investigator understands and agrees that his/her personal information including name,
contact details, financial information relating to, among other matters, compensation and reimbursement
payments for study conduct, and other personal data in connection with Principal (nvestigator's conduct of
the Study will be processed both by computer and manually, by Company and its affiiates and contractual
partners in order to comply with Company's and its affiliates’ obligations imposed by law. guidance or
regulatory authorities and for other purposes including considering from time to time potential investigators
for future studies or organizing safety reporting. Principal Investigator further understands and agrees that
his/ner personal data may, if necessary for these purposes, be made available to regulatory authorities and
ethics committees. Principal Investigator understands and agrees that the Company's use and disclosure
of personal data may involve use and disclosure in countries other than that where the Principal Investigator
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,‘/ is located. Such countries may include but not be limited to: the United States, Japan, Canada, Australia,

New Zealand, Switzeriand, or countries in Latin America or Asia. Principal Investigator further understands
that not ali countries to which personal information may be transferred offer an equivalent level of protection
of privacy of personal information. Principal Investigator is entitled to request access to his/her personal
data held by Company or its affiliates and to have such data corrected if necessary.

7.2 Site acknowledges and agrees that Company shall have the right to disclose publicly the terms and
conditions of the Agreement and this Order, including, without limitation, Site's name, description of services,
and amount of payment.

7.3 The parties agree that for this Order the section(s) in the Agreement restated below shall be
amended and restated in its entirety as follows:

(ii) Publication Rights. Site shall have the right to publish or present the results of a Study, and
shall exercise all reasonable efforts to do so in a timely manner provided such publication
or presentation is consistent with the terms set forth in this Agreement and, unless
otherwise agreed in writing, is consistent with Company's publication polices (see high
level description at www.amgen.com/aboutrhow-we-operate/policies-practices-and-
disclosures/ethical-research/amgen-quidelines-for-publications/). In addition, prior to
submission for publication of any manuscript, poster, presentation, abstract, or other
written or oral material describing the results of a Study, Site shall provide Company 45
calendar days to review a manuscript and 15 calendar days to review any poster,
presentation, abstract, or other written or oral material derived from a Study. In addition, if
Company requests in writing, Site shali withhold any publication or presentation an
additional 60 calendar days. Company reserves the right to remove, or require Site to
remove, all Confidential Information from any publications; however, Company will not
otherwise exercise editorial control over the proposed publication. Authorship will be based
on scientific contribution. Notwithstarding the Confidential Information Section in this
Agreement, Study data for purposes of publication and any resulting publications pursuant
to this Section shail not be considered Confidential Information under this Agreement. Site
hereby grants Company a non-exciusive, imevocable, fully paid-up, royalty-free, worldwide
license (i) to distribute copies of any publication regarding the Study within the Company
and to its licensees, licensars, affiliates, and authorized representatives and (i) to prepare
derivative works of any such publication,

(i) Multi-Center Study. Site agrees that if a Study is part of a multi-center study, any publication
by Site of the results of a Study shall not be made before the first multi-center publication.
For the purposes of this Article, "muiti-center publication” means a publication of
the manuscript in a peer-reviewed scientific journal that reports on the results of the primary
outcome measure(s) of a multi-center Study. Authorship of any multi-center publication will
be determined by Company based upon substantial contribution to the design, acquisition,
analysis, interpretation of data, drafting, and/or critical revisions to any manuscript(s),
derived from a Study. In the event that, as verified with Company, there is no multi-center
publication within 18 months after a Study has been completed or terminated at all centers,
data has been received and analyzed by Company, and all queries have been resolved,
Site shall have the right to publish its results from a Study subject to the requirements
described above. Subject to the requirements described above, Site may publish the
results of a Study earlier to the extent reasonably necessary in the event of any perceived
public health risk related to a Study Drug and provided that Site reasonably considers any
Company comments regarding such publication.

7.4 Company Inspections/Monitoring/Audit. The parties agree that for this Order the provision
regarding Company Inspections/Audit in the Agreement shall be amended and restated as follows:
“Gompany Inspections/Monitoring/Audit. Company and its representatives shall have the right during
reasonable business hours and after reasonable advanced notice to maonitor and audit the activities of Site
related to a Study. At no additional cost to Company, Site shall cooperate with any monitoring and audit
conducted hereunder and make available to Company or its representatives for examination and duplication
all documentation, data, and information refating to any Study. Site shall permit Company and its authorized

I
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representatives to inspect (i) the facilities where 3 Study is or will be performed; (ii) any equipment used or
invoived in the conduct of a Study; (iii) any records and source documents, including but not fimited to
medical records (whether in electronic or paper format}; (iv) any related authorizations or patient informed
consent forms; and {v) other relevant information necessary fo determine whether a Study is being
conducted in conformance with this Agreement and Applicable Laws. Further, direct access to electronic
medical records for the purpose of monitoringfauditing source data is preferred, where possible, and in all
cases, Site will provide the same level of access to source records to the monitor/fauditor as provided to
inspectors.* :

7.5 The parties agree that for this Order the Agreement shall be amended and supplemented by the
following new provision: "Anti-Corruption. Site represents, warrants and covenants, as of the Effective Date
to and through the exgpiration or termination of each Order or this Agreement, (i) that Site, and, to the best
of its knowledge, Site Representatives, shall not, directly or indirectly, offer, pay, promise to pay, or
authonze such offer, promise or payment, of anything of value, to any individual or entity for the purposes
of obtaining or retaining business or any improper advantage in connection with this Agreement, or that
would otherwise violate any Applicable Laws, rules and regulations concerning or relating to public or
commercial bribery or corruption ("Anti-Corruption Laws"); (i) that the books, accounts, records and
invoices of Site related to this Agreement or related to any work conducted for or on behalf of Company are
and will be complete and accurate; and (iii) that Company may terminate this Agreement (a) if Site or Site
Representatives fails to comply with the Anti-Corruption Laws or with this provision, or (b} if Company has
a good faith belief that Site or Site Representatives has viclated, intends to violate, or has caused a violation
of the Anti-Corruption Laws. If Company requires that Site complete a compliance certification, Company
may also terminate this Agreement if Site (1) fails to complete a compliance certification, {2) fails to
complete it truthfully and accurately, or (3) fails to comply with the terms of that certification. For the
purposes of this Section, Site Representatives shall be deemed to further include owners, directors, officers,
or other third party acting for or on behalf of Site."

IN WITNESS WHEREOF, the parties hereto have caused their duly authorized representatives to execute
this Order.

AMGEN TECHNOLOGY PVT. LTD. KLES . PRABHAKAR KORE HOSPITAL AND
e e e e e o s = o, MEDICAMN RESEARCH CENTER
(signature) signature)
By: Mansi Malkan By: DR M.V. Tall
{print or type name)
Title: Senior Country Manager Tite:_ ™MD AnD Ce :
L
Date: __ /4”7 Fely 20 /8 Date: ! Fen Jdolg
DR. VEERAPPA KOTHIWALE Medical Director & Chief Execq;ivle&
KLES Dr. Prabhakar Kore Hospita
= Medical Research Centre, BELAGAVI.

{signature)
By PR V.4. KOTHIWALE
(print or type name)
Tite:_ PRI cIpAL  TNVEsTI4ATOR

Date;. {9 Feg Lol ¥

/

Contract #: 281335 Paga 5of 7
Site #: 30006
Dr. V.4 Kothiwzle

Registrar

i jucali Research, 3
KLE Academy of Higher Education and Res
({Beemei-méumve:s'ﬂy ufs 3 of the UGG Act,1936) 1 ]-

Belagavi-530 010,Karnataka




u Or, Vuarappa Kothiwale Schedule A fOf |n8ﬁh.|ﬂ°l1 Site # 30006
Protocel Number 20170189
Site Number 30006
Investigator Dr. Veerappa Kothiwale
Contract Number
Number of Subjects 5
Number of Sites 1
Gunrency INR
CONTRACT SUMMARY COsT UNIT(S} TYEE TOTAL
SUBJECT ViSIT TABLE INR 73,655 5 Subject(s) INR 3,688,275
SCREEN FAILURES INR 25.800 2 par Site INR 51,600
ADDITIONAL SUBJECT FEES INR 1,51,9560
ADMINISTRATIVE FEES INR 41,000
MAXBUM CONTRACT TOTAL INR 6,412,825
“Maximum Conlract Tolal is Inclusive of Hospilal overhioad feas, pharmacy costs and iaboratory costs.
SUBJECT FEES (20% overheads)
VISIT TABLE: STUDY Instittion
Screening INR 25 800
Oay 1 {NR 14,970
Week ¢ INR 4 045
Week 8 INR 12,170
Week 12 [EOS) INR 18.670
SUBJECT VISIT TABLE SUBTOTAL(S) Institution
Maximum Per Subject Fee INR 73,655
MAXIMUM PER SUBJECT FEE INR 73,655
Screaning costs are inclusive of costs associated with potential re-screens.
The Maximurm Per Subject Fee includes Sulyect travel (800.00 INR) and meal (500.00 INR) reimbursement for each protocol required in-clinc visits
VISIT TABLE: SCREEN FAILURE Institution
Scseen Faiture | NR2s800
MAXIMUM SCREEN FAIL INR 25,800
ADDITIONAL SUBJECT FEES (Inatifution) UNIT COST UNIT(S) TYPE TOTAL
Optional Visit (Week 2/ 6) - apheresis subjects only INR 4,045 2 per Subject INR 40,450
Chart review/ database search (per Hour- Study Coordinator) INR 1,500 5 per Site INR 7,500
Infrastructure Fee INR 50,000 1 per Site INR 50,000
1SD Line Rental {per month) INR 1,500 38 per Site INR 54,000
SUBTOTAL, ADDITIONAL SUBJECT FEES INR 1,561,950

infrasiucture.
Broadband ISD line chame will ba provided on monthly basis after site initiation untill final moniloring visit,

infrastructure cost will be reimbursed as per actual and upon original invoice. Frior epproval of purchase must be oplained by site from study feam before pfacing order for the

NON-SUBJECT FEES
ADMINISTRATIVE FEES (instiution) LINIT COST URIT{S) TYPE TOTAL
Docurnent Starage, Archving Total Cost for duration of site obllgations |NR 41,000 1 par Site INR 41.000
SUBTOTAL, ADMINISTRATIVE FEES 1INR 41,000
Archival fee will be paid at the time of site close-out
Dr. V.A Kothiwale
Varsion: 1 P\egbtrar Paga & of 7

KLE Acacemy of Higher Education and Research,
{Deemec-++be-University uis 3 of the UGC Act, 1856)
Belagavi-550 010, Karnataka
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I Dr. Vecrappa Kothiwale Sita # 30006
f-’ PAYMENT TERMS
Py [iniGal Peyment 50, HALOY
Amgen wil pay Institufion this initlal payment upon execution of the Agreement, In ¢
/ to receive further tunds fowards Subject related costs, the amount eamed must excaed this inith
‘ paymanl, In the avent that the total amount eamed for the Study is less than this Initial payment,

all uneamed funds are filly refundable to Amgen.

Progreas Peyment Fraquency Quarterty (based on calendar quarter), In accodance with Budaet Schedule - A
The paymment of the study will be made in the tavor of ' ‘{Tax i )
Tha EC [or this study will be ' and the payment of the EC fees will be made In the favor of ' '

Shte represests and warrants that It shall not seek or accopt relmbursement from any Subject or third party payors (Including
any "fedaral health care program™ as definad at 42 U.S.C. section 1320a-75{f})) for Study Drug{s}, procadures, tests,
treatments, drugs, reagents, materials, items or services that are fundod by Company pursuant to the Agresment or provided
without charge by Company for Study purpeses.

In the event Site is net reimbursad for routine clinical services contemplated in the Protocol, Site may remit an invoice to Company., i
Comgany is in agreement with the invoice, Company will reimburse Site for the invoiced amount subject to a fair market value
assessment by Company.

Company shall pay for or provide those Study Drug(s), procedures, tes!s, treatments, drugs, reagents, materials, items, of services
identifiad in the Protocal’'s Schedule of Assassments, axcept that the following are not paid for or provided without charge by Company:

RIA

Involces

1) "Any additional activities/iests/procedures performed for the Study, which are not mentioned in this budget (schedule-A)
mey be relmbursed on confirmation of approval from the Amgen study team and recelpt of an original involce and rationale
2) For all items that are payable upon invoice as indicated above, please send invoices to Company as follows:

Amgen Technology Pvt Ltd

Dynasty Business Park,

Level 4, A wing, A.K Road

Andheii (East) Mumbal 400058

Please submil invoices only for itema indicated as payable upon invoice.

Dr. VA Kothifae

Registrar
Version: KLE Academy of Higher Education and Research, Pogo 7 of 7
(Deeme 1 13 ba-Universty uls 3 of the UGC Act, 1956)
Eelagavi-530 010,Karnataka l 1 5



mmsﬁﬁmmm mmARaDUUU‘(DO PBBQAB

! - &o‘ie' STAKP DUTY  KARNATAKA
o v‘{b@i}%s TIGATOR CLINICAL TRIAL AGREEMENT

@&1
THI REEMENT FOR “CLINICAL TRIAL” is made and entered into this 23 day of
I‘g@ 018 by and between

Biocad India Pvt. Ltd. Registered office address: #163/C, 3rd Cross, 3rd Phase, JP Nagar,
Bangalore-560078, Kamataka, India., duly represcnted by Mr. Krishnamurthy Rao, Managing
Director (herein after referred to as “Biocad™)

AND

Dr. Shivakumar Patil (hereinafier referred to as the “Principal Investigator” or “Pi™)

AND

KLES DR Prabhakar Kore Hospital and MRC, Nehru Nagar, Belagavi, Karnataka -
590010, India (hereinafter referred to as the “Institution.”)

And
Genesis Research Kolhapur (hereinafter referred to as the “SMO.”)

in connection with conduct of clinical trial - “A Multicenter Comparative Randomized
Double-blind Study of the Efficacy and Safety of BCD-057 (INN: Adalimumab, CJSC
BIOCAD, Russia) and Humira® (INN: Adalimumab, Vetter Pharma) in Patients with
Moderate to Severe Plaque Psoriasis” bearing the protocol/study 1D: BCD-057-2.

Pl, Institution and Biocad hereinafter are individually referred to as “the Party” and are
jointly referred to as “the Parties”.

WHEREAS:
1. Sponsor is a pharmaceutlcal company responsible for execution of a clinical trial in
India.

2. Biocad India is the Indian subsidiary of CJSC “BIOCAD” (Sponsor) which is a
Russian biotechnology company, established in 2001. CJSC Biocad has both research
and development and full cycle manufacturing facilities. Biocad India desires to
engage the services of the PI to conduct/assist in this clinical trial ;

3. PI has the necessary qualification, training, skill and facilities to conduct the clinical
trial and is desirous of rendering such services upon such terms and conditions as

envisaged below.
~

gl Z Clinical Trial Agreement-BCD-057-2 %/

+ KLES Hospital and }RC, V '
, i ¥ page1of15

KLE Academy of Higher Educalion and Research, 1 1_ 8
{Deemeti-to-be-University ws 3 of the UGC Act,1956) '
Eelagavi-590 010 Karmataka



L. Proviston of Serviees o
. .1 are described in detail 1n the stateme
ide . 1"} to Biocad are desc tai emeny
the ervices Lo be provided by the ‘ i din dotel in he st
N '{1111:07:‘(:'(\[’“1’::::'0[](: :ulul incorporated  herein by references @ _ after
referred to as “the Proposal”).
o at the Institution under the supervision and d1rc§:t1cm of
Ivestigator shall control any individual performing any
Institution. Sile will carry out Study-related laboratory

d for the Study.

1.2 The Sludy will be conducl
lhe Inves(igator, wherein
portion of the Sludy al the oIk
services and investigations as mey be require

ith respect to the Clinical Trial (hereinafter

3 The Pl will conducl various activities w . _
| h the following:

referred Lo as “activities”) in accordunce wit

nd Protoco] of Clinical trial as

Responsibilities of P {altached herewith as Exhibit A) @
amended [rom time (o lime,

o Budget (atlached herewith as Exhibit B)

« Al applicable International Conference on Harmonisation (ICH) Good Clinical Practice

(hercinafter referred Lo as “GCP”) guidelines.

o All relevant current Indian Regulations and guidelines implemented or advised by the
Indian Laws,

I.4  Biocad will provide the PI with all the information, documents, and materials which, in
Biocad’s reasonable opinion, are required in order to carry out activities in a Clinical
Triul.

1.5 Biocad transfers the obligations, cxplicitly detailed in Exhibit A to this Agreement, for
this clinical study to the PI and the Pl accepts the same and shall diligently carry them
out along with other obligations under this Agreement. The PI will take all reasonable
steps to ensure that personnel used to perform his/her obligations under this Agreement

arc appropriately trained and qualified.

1.6 Biocad will appoint a representative (hereinafier referred to as the "Clinical Research
Associate (CRA)/Clinical Research Monitor (CRM)") to be authorised to monitor
the activitics of the Clinical Trial. The CRA/CRM will coordinate performance of
Clinical Trial with the PI. All communications between Biocad and the PI regarding
the conduct of Clinical Trial shall be addressed to or routed through the CRA/CRM.
Biocad may, at ils discretion, change the CRA/CRM during the course of Clinical Trial
and inform the PJ accordingly.

1.7 The PI will store copies of all data and records generated during the trial in accordance
with local regulations, applicable GCP and as per the directions of Biocad.

Clinical Trial Agreement-BCD-057-2

ﬁﬂ | KLES Hospital and MRC,
. Nehru nagar, Belagavi. Page 2 of 15~
Or. V.A.éhﬁ
Registrar 1 1 7

KLE Academy of Highar Educalion and Research,
(Dezmed-lo-be-University w's 3 of the UGG Act, 1956)
Belagavi-590 010,Karnataka



3.1

3.2

33

3.4

3.5

3.6

3.7

This Agreement shall commence on the date of execution and shall continue till the
date .of payment of the last sum due hereunder or till the date when the last services
required to be performed hereunder are performed, whichever date shall last occur
unless terminated earlier as provided herein. ,

Termination and Conscquences of Termination

Either Party may terminate this Agreement without any notice, only for subjects’
safety or medical reasons.

Either Party may terminate this Agreement by written notice of forty five (45) days to
the other Party without assigning any reason thereof and with no penalty on either
side.

Either Party may terminate this Agreement by written notice of thirty (30) days in
advance issued by means of communication ensuring evidence of the date of receipt in
case of a substantial breach by the other Party of the obligations arising out of this
Agreement, provided the Party receiving such notice has neither remedied nor
sufficiently explained for the breach within the period specified in the notice.

Any failure by a Party to carry out all or part of its obligations under this Agreement
resulting in such detriment to the other Party as to substantially deprive such other
Party of what it is entitled to expect under this Agreement, shall be considered a
substantial breach for the purpose of clause 3.3 above.

Upon receipt of a written termination notice, both the parties will work diligently, in
good faith and in cooperation with each other, to conduct the orderly termination of the

services set forth under this Agreement.

Consequences of Expiry or Termination:

Upon expiry or termination of this Agreement, Biocad shall, in accordance with the
payment provisions of Clause 2, pay for all reasonable, verifiable and completed
activities up to the date of actual termination. In no event will payments made by
Biocad to the P1 under this Agreement exceed the project costs as set forth in the study

Budget.

Upon expiry or termination of this Agreement, the PI shall, at Biocad’ option, eit.her
immediately transfer to Biocad or destroy any or all Confidential Infon}uatlon,
including any copies thereof, except for those materials or copies that are required by

law or regulation or for archival purposes.

Clinical Trial Agreement-BCD-057-2

: KIES Hospital and MRC, ' o
. Page 3 of 15

Nehru nia ﬂgavi.

Dr. VA Kothiwale
Registrar ' 1 1 8

KLE Academy of Higher Education and Research
{Deemcc-to-be-Liniversity s 3 ofthe UGC Act 1956)
Befagavi-590 010,Kamataka
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7.1

7.2

|
1

prly QWHCTSIy e == e
eclual property rig!ﬂs in the Conﬁdenuaf,:
Biocad) which is disclosed to the P ig s 5

y of Sponsor (Biocad).

Intellectual Prep

s 9 -\I
The Pl acknowledges that all lsl;u, 11\1;:;[(
Information of and belonging {o ‘ _p‘(; v propet
shall always remain the sole and exclus
wted during and in connection with the conduct of
[§

N ' - 3 » ¢aly genet
The primary right the daly gen s, rests with the Sponsor. However, the Pl may

the trial. including publication vigl '
publish data generated at their (own) snf:: Sonsor and
o only upon getling \\I-'riticu :\pprm:ul from ponsl . é ¢ o
e only afier the first publicalion of such data by the >p :

Representations; Indemmnification

i - n the
The Pt herehy warrants and represents that the following are true and correct o
datc of entering into this Agrecment:

The Pl is an individual and has the requisite qualiﬁcatior.], legal power to entt?r
into this Agreement and to perform his/her obligations hz?,reunder._ T.hls
Agreement, when duly executed, shall constitute the legal, valid and b1.nd1r_1g
obligation on the PI and is cnforccable against the PI in accordance with its

a.

terms;

b. All acts and conditions required by the laws in force at the date thereof to be
done, fulfilled and performed in order (i) to enable him/ber lawfully to enter
into this Agreement and to exercise his/her rights and perform his/her
obligations under this Agreement and (i) to make this admissible in evidence
have been donc, fulfilled and performed in strict compliance with the

applicable laws.

The PI will be covered by a professional indemnity of sufficient value as decided by
Biocad, which shall be in force through out the term of this trial. However, this
indemnity coverage does not cover any indemnity, liability or consequence arising out
of or attributable to the negligence or willful misconduct of the PI.

Conflict of Interests
Site warrants that neither Institution nor Investigator has any conflict of interest that

would affect the conduct of the Study. P shall notify Biocad promptly and within
twenty four (24) hours, if a conflict of intercst arises during the term of this Agreement

Payment

The total fees and expenses payable by Biocad to the Pl for the services set forth
herein shall not exceed the Budget as per Exhibit B.

This study is non-negotiable and includes all costs associated with the conduct of the
study, including pharmacy fecs, laboratory fees, dry ice, procedure cost, study
coordinator/investigator fees, patient payments, all overhead charges and
administrative fees. ,

|

Cliniical Trial Agreement-BCD-057-2
KLES Hospital and MRC,

Malian cimmnn T alfiwnasl

Dr.VAKothiwale. . 119

Registrar
KLE Academy of Higher Education and Research,
(Deemed-to-be-University ufs 3 of the UGC Act,1956)
Relanavi-800 01N Kamnataka



1.5

8.

9.1

10.

11.

12.

12,1

|
A ﬁj /ﬁ Nehru nagar,

l l [lll(l -. { ke ] p Y

. Tu ll - ’ . ! ) '

Bivead shall pay the SMO (CGienesiy Research) for same in

set forth herein afler dedacting there lrom any tax as aecordance with the terms
- ehe

applicable,

Payment shail be made by necount payee Cheque / DI only

voverning Law
I

Ihis .Agrcumcnl and the rights and obligations of the parties hereunder shall be
governed by and constried in accordance with the laws of Tndia. .

Arbilration

:/\ny (lispulc, controversy or claim arising out of or in connection with this agreement
including any question regarding its cxistence, validity, interpretation or termination
shall be conclusively seltled by referring the same to arbitration. The arbitration
procn_:cl(lings shall be conducted in the English language and be poverned by the
provisions of the Arbitration and Conciliation Act, 1996. The venue for arbitration
proceedings shall be Bangalore.

Force Majeure (Act of God)

In the event cither Party is delayed or hindered in or prevented from the performance
ol any act required hercunder by rcasons of restrictive government or judicial orders or
decrees, riots, burglary, insurrcction, war, acts of God, inclement weather or other
similar reasons or causes beyond such Party’s control, and such Party has exerted all
reasonable cfforts 1o avoid or remedy such cvent, then performance of such act shall be
excused for the period of such dclay (which is rcasonable and consented by the other
Party in writing). Notice of the start and stop of any such force majeure shall be

provided to the other Party.

Record Keeping
!

During the term of this Agreement, Pl shall maintain all materials aqd all other data
obtained or gencratcd by Pl in the coursc of providing the services 1n a secure area
reasonably protected from firc, thett and destruction.

Review of Work, Audit

Government Agency, Regulatory Body,
ormal business hours, quality assurance

t to determine that the services are
ol, Government

ficiencies

The Pl shall agrec and permit conccrr}cd
Sponsor chrescntativc to perform, (lh.lrlgg n !
audits of the work performed under this greeme
being performed in accordance with the applicable study Pr-(;:gss . &
Regulations and this Agreement. Pl prorpptly sh_all c(:lorrcct any €
discovered during an audit, under intimation tolBloca .

" Clinical Trial Agrcemcm-Bcré-osm
KLES Hospital anlci1 ]g\,/;\li . page 5 0f15

Dr. V.Aj{othiwale

Registrar : 1 U
KLE Academy of Higher Educaticn and Research, 2
(Deemad-to-be-University uis 3 of the UGC Act,1955)

Belagavi-590 010, Kamataka
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and f.h(.‘. Sa.m' dr_;":'
I'prctation DF'E\‘@ ; .

- . ke of convenience
i cd in this Agreement arc for the sa struction of inte

The headings [tlsncd to dcfine, limit or affect the con

not to be constrt :

Agreement,

i : Service of documents
14.  Notices & Service o . . |
ice and documents required to be given under this Agreemen shall be deemeg
3 I fu . o .
tzhigosfixcf%sl'ently given if hand delivered by one Party to the other or gepny by

Registered Mail with-acknowledgement due.
all be addresged to:

All the correspondence/ notices to be sent by the PI to Biocad sh

Biocad India Pve. Ltq,
#163/C, 3rd Cross,

3rd Phase, Jp Nagar,
Bangalore—560078

Phone No. 080-41699773
Fax No, 080-41699773

All the correspondence/ notices to be sent by Biocad to PI shall be addressed to;

Dr. Shivakumar Patij
SMo, Second Floor | Sharavay; ward

Nehry Nagar, belagay; - 390010
Kamataka, India,

Dr. Y.A Kothiwale
Registrar
i i Research,
amy of Higher Education and
ﬁ%&:ﬁfﬂl ge—Univgrsiry w's 3 of the UGC Act, 1956)
Belagavi-590 410 Kamataka

V Clinicaj Trial Agrecmcnt~BCD-05 7-2
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FOR BIOCAD IND1A PVT. LTD.

| -
L ASEeREd %/

b § e

A 1
ANr Krishnamurthv ! Genesis Research Principal Institute Head
F _Rao ' Investigator
Managing Directar .
Biocad India Private Mr. Satviit Patil Dr.
imited Shivakanmar _
Limte Patil DR. M.V Jali

Or. Shivkumar Patil

consultant Dermatology ohakar K
- g Dr. Pra
kMG Reg No. 7206: hf;g\ca\ Research Cenirg.

Witness Witness
Witness
Dr. V.A Kothiwale
Registrar
KLE Academy of Higher Education and Research,
(Deemed-to-ba-Universiy uis 3 of the UGC Act, 1956) 1 2 2

Belagavi-59C 010,Kamataka



2.

Lixhibit B: l’ropusul (Bu(lpcl_)

Budget and Paviiong -
All payments would be made only upon “'I oL Termg

ibed ibi Ulfilme
deseribed in Bxhibit A and the services provi ment of

responsibiliticy by the py
. . A g | {8
trial protocol including its amendments, e by tho

a8 18 dederibed iy the elinien

Biocad India Pvt. Ltd. offers to pay the PI Rs, 2,16

250 which will he nat ,
per Annexure I who completes  full study (Compiclc ﬂ[Whlch will be paid per subject as

required by the protocol) P study visits and procedures ag
This payment is inclusive of all patient related cost

as well as non paticnt related ¢
g . v '()Hl sue
as all Overhead expenses, completion of case rep { such

ort forms, audits, administrati '
8, S, aaministralive cosls

o (Y & e Yaly . ! i 1 i 0 1 .

(e.g. Internet, telephone, Fax, Xcrox, prints etc.), Mospitalization and infusion charges,

pharmacy fces and‘lab costs for testing {for cxample CBC, Biochemistry, LCG, ECHO, as
per protocol rcgmrement}, patient travel costs, including unscheduled visits as per
protocol, study/site staff fees. (Subject to deductions as per point No.4 below):

*The payment will be made as per the visits completed by the paticnt

For Screening Failure, Rs. 5000 will be paid to Pl which includes institutional overhead
charges.

Reimbursement will be not be made for any additional testing, treatment or procedures not
required by the protocc')l, unless such additional testing, treatment or procedures arc pre-
approved by the sponsor.

Below laboratory tests should be performed at the institution/local laboratory.
ECG, CBC,ESR & Biochemistry

The costs for these are included in the budget. All other protocol specified laboratory
ex:mciiations will be performed at sponsor identified central lab.

Terms of Payment:

y p letion

- Pd ment w |)6 Illade a[ er veé 'f .(l com eted case report forms and Comp

f i t r rl yl g 1 ) : t

i Rcséluéil(l)n Of Data Clariﬁcation I Oﬂn/ Data quel‘les ralSEd by Data
a !

Management for that respective visit.

be made as per the earliest milestone visit.
is only by
i i de on monthly basis o
above milestones will b_e ma . PR
Paymentdtgdtge[})alygg g]t(:cque in favour of Genesis Research. No payment
a Crosse
made in cash.

iliati ' 1) all
bject to a final reconciliation, meaning after (1)

as locked, (i) all stufly
atabase has L ol

ill be su
The final payment will
. bjects h];vc completed the study, z}nd the d base 148 e been
o J'f c qucﬁes and issues (including data q
specifl |

1L i _BCD-057-2
=l B \/.{A{?Rﬂtl)%rllvtva?ec \

Registrar .

KLE Academy of Higher Educalion and Researchl 2 3
(Decmed-io-be-University u/s 3 of the UGC Act, 1956)
Belagavi-550 010,Kamataka
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4. The following deduction
o Tax deduction at sOUrEE 1%
centificate is provided by ihe i

-

< will be made, 1122

deducted from the fee payable to PL.

FOR BIOCAD INDIA PVT. lL'I'D

plicable:
for zil paymenis O 1F
vesticztor! InsnEatioin.

site 1 v Bio
s  ARv czpilal expenses for the site incurred by

of fee un

less a valid tax exemption

cad on behalf of PI will be

%
l“:‘f"“ gbﬁ@

—

%

Mr Krishnamurthv Genesis Research Principal Institute Head
Rao Investigator
i

Managing Director !

Biucad India Private Mr. Satviit Patil Dr.

Limited Shivakaumar
Patil DR M. V Jali
Seal Seal:

Dr.

Corjsultant Darmatolo

#

\

KIAC Reg
e -
Witness Witness Witness

Shivku /| Medical Director & Chief §xecutive
mar Pat {_ES Dr. Prabhakar Kore Hospital .

No. 72¢57 edical Research Centre, BELAGA)

Chinical Trial Agreement-BCD-057-2
: KLES Hospital and MRC,
| Nehru nzgar, Belagavi,

Dr. V.A Kothiwala

KLE Acacerny of Higher Educalion and Research,

Registrar

v/

Page 14 of 15
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UUDGET SHEET
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Reliance Life Sciences Pvt. Ltd. .n

R-282, TTC Area of MIDC, Thane - Belapur Road,

»
Rabale, Navi Mumbai - 400 701, Maharashtra, INDIA. Rellance

Phone: +g1-22-4067 Bo0O » Fax: '+91-22-4067 Bogg Life Sciences

CLINICAL TRIAL AGREEMENT

This Clinical Trial Agreement (the 'Agreement) is entered on the _ day of _ 2018 between 1) Dr. Sameer
Haveri (“Investigator”), Consultant Orthopedics al KLE's Dr. Prabhakar Kore Hospital and 2) KLE's Dr.
Prabhakar Kore Hospital (‘Institution”) both having its address at KLE's Dr. Prabhakar Kore Hospital &
M.R.C, OPD No 18, First Fioor, NH 4, Nehru Nagar, Belagavi, Karnataka 590010, India 3) Genesis
Research (“SMO") Site Management Organization having its address at 4/22 , E Ward, Jadhavwadi,
Kolhapur (M Corp), Karveer, Kolhapur- 416005, Maharashtra, India and 4) Reliance Life Sciences Pwvt,
Ltd.; (“Reliance), with a registered office at Dhirubhai Ambani Life Sciences Cenire, Plot no. R - 282, TTC
Area of MIDC, Thane Belapur Road, Rabale, Navi Mumbai 400 701, India.

“Investigator”, “Institution”, "SMO" and “Reliance” are hereinafter collectively referred lo as ‘Parties” and

individually as a 'Party”.

PROTOCOL
NUMBER: RLSIOST/2016;’05

Prospective, multi-center, randomized, double-blind, two-arm, parallel
PROTOCOL TITLE: group, active control, comparative clinical study to evaluate efficacy and

safely of R-TPR-045 / Prolia® in post-mencpausal women with
osteoporosis.

STUDY PRODUCT: R-TPR-045/ Prolia®

Sponsor Reliance Life Sciences Pvt. Ltd.

INVESTIGATOR: Dr. Sameer Haveri

KLE's Dr. Prabhakar Kore Hospital & M.R.C, OPD No 18, First Floor,

INSTITUTION/SITE:
NH 4, Nehru Nagar, Belagavi, Karnataka 530010, India

WHEREAS, Reliance wishes to ehgage the Investigator, SMO & Institule to carry out Sponsor designated
clinical study set oul and described in protocol RLS/OST/2016/05 and the Investigator, SMO & Institute is able
and willing to conduct a clinical thal (the “Study™), in accordance with the above-referenced Protocol (the
"Protocol” and any subsequent amendments thereto) on the lerms and conditions sel forth in this Agreement.
Reliance wishes to contract with the Investigalor & institute for conducting the Study at the Institution.

WHEREAS, the Investigator, SMO & institute is willing to conduct the Study in accordance with the above-
referenced Protocol and any subsequent amendments thereto and Reliance requests the Investigator lo
undertake such Study;

!
Product; R-TPR-043 :
Pratecol No: RLS/OST/2016/035 !

Regd. Office; Dhirubhai Ambani Life Sciences Centre, R-282, !I‘ C Area of MIDC, Thane - Belapur Road,Fagbalinf 21
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WHEREAS the Institution has engaged Genesis Research a Site Management Organizalion of KLE's Dr.
Prabhakar Kore Hospital & M.R.C., authorized (o facilitate the clinical trial study, on behalf of the Institution.

NOW THEREFORE, the parties have agreed as follows:

A,

B.

Reliance hereby appoints the Investigator as principal investigalor to conduct the portion of the Multi-
Cenler Clinical Study {referred to hereinafier as the "Study) that is to be conducted at the Institulion
under the supervision and direction of the Invesligator pursuant to this Agreement”. The Investigator,
SMO and Inslitulion agree to ensure that all assaciates, employees assisting in the conduct of the
Study and other study team members will be bound by the terms of this Agreement. The Investigator ,
SMO and Institution shall conduct the Study in accordance with: (a) the Protocol; (b) the terms of lhis
Agreement, (c) the Financial Agreement attached as Appendix A; and any other the attachments
hereto, which are all incorporated by reference herein (the "Agreement”), (d) the Internalional
Conference on Harmanization {'ICH') guidelines for Good Clinical Practices ('GCP'), Ethical Guidelines
for Biomedical Research on Human Subjects as prescribed by the Indian Council of Medical Research
2000 and all applicable laws and regulations and approval of the Ethics Committee {'EC') of the
Institution. The Investigator hereby warrants that he has the experience, capability and resources,
including, but not limited to, sufficient personnel and equipment to perform the Study in a professional
and competent manner, and in strict adherence to lhe Protocol.

The Study will be conducted at the Institution under the direction of the Investigator identified above,
The Invesligator, SMO and Institulion will be responsible for performing the Study and for direct
supervision of any individual performing any porlion of the Study at the Institution. In the event the
invesligator becomes unwilling or unable o perform lhe duties required for the Study conducted under
this Agreement, the Institution, SMO and Reliance shall attempt 1o agree on a mutually agreeable
replacemenl. In the event a mutually acceptable replacement is not available, then the Agreement may
be lerminaled by Reliance herelo in accordance with Section 10 of this Agreement.

|

In consideration of conducling the Study hereunder, Refiance shall pay the Payee for the conduct of
the Study, in accordance With the budget and payment schedule attached as Appendix A to lhis
Agreement, with the last payment being made afier the Investigator, SMO and Institution complete all
obligations hereunder, including the return of any Confidential Information as defined herein, and after
Reliance receives verification that all completed case report forms (CRF's) have been completed and
data queries have been entered and resalved.

In the event that the Study does not start or is terminated prematurely by Reliance,
Investigator/Institution shall' be entitled reimbursement for all reasonable fees and expenses incurred
by the Investigator/Institution/SMO up to the effeclive date of lerminalion of the Study on the
production of bills lo Reliance. The Invesligator/lnstitution/SMO will not be paid for Siudy subjecls who
do not complete the Study Unless the Study is terminated in accordance with Section 10

Pratocol No: RLS' QST 201605
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E. Reliance shall execule an agreement with Central Laboratory, to perform certzin Study-related
investigations for the Study. The Investigator agrees to cooperale with Central Laboratory and

their designaled representatives in performing Study-related investigations as specified in the

Protocol.
F. This Agreement will become effective on the date on which it is signed by the parties.
G. Investigator's signature below evidences Investigalor's agreement thal, prior to commencement of the

Study, he/she shall read and ensure that he/she understands all information in the Protocol and the
Investigator's Brochure, including the potential risks and side effects of the Study Producl, and

undersiands the Applicable Laws and Requiremenits,

TERMS AND CONDITIONS

1. Conduct of the Study.

11  Before Commencement of Study. Beiore the Study commences, the Investigator shall make
necessary filings and oblain all necessary authorizations, approvals, favourable opinions and other regulatory
documentation required by the Protocol and "Applicable Laws and Requirements” (defined below), including:

a. Wiitten approval or favourable opinion from all relevant Institutional Ethics Committees or institutional
review boards (the “Institutional Ethics Committee") regarding the conduct of the Study, the terms of
the Protocol (including the informed consent template), recruitment procedures, and the other matters
designated for their opinion under the Protocol or Applicable Laws and Requirements. Reliance will
assist the Investigator in making applications to the Institutional Ethics Cormmittee by providing relevant
information and documentalion

b. In addition, before participéling in the Study, the Invesligator shall sign and deliver to Reliance an
Invesligalor's Study Undertaking in accordance with Appendix VIl to Schedule Y to Drugs and
Cosmetics Rules, 1945,, and such olher applicabie documents as may be required from Investigator
pursuant to Applicabie Laws and Requirements, and Institution, Investigator and shall cause any co-
invesligalors or sub-investigators 1o umely submit such docurmnentation to Reliance.

c. The Investigator shall also, prior to commencement of the Study, provide to Reliance a copy of all (i)
requests for review, requests for authorization, and requests for opinion, {ii} approvals, authorizations,
favourable opinions and any other opinfons given by any of the Institutional Ethics Committee, and (iii)
any olher documentation filed with andfor received from any Institutional Ethics Committee or
Regulatary Autharity related to the Study.

Product: R-TPR-M3 T B . h
Protocol No: RLS OST. 20160035
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d.  After the condilions precedent set ferth in this Section 1.1 are satisfied, the Institution, and Investigator
shall commence the Study, and shall comply with lhe conditions attached o the
authorizations/approvals.

e. The Investigator will review and understand the information in the Investigalor's Brochure, shalf ensure
that all informed consent requirements as well as the procedures described in the Protacol in relation
1o each Study patienl are met. Investigator will complete a CRF for each Stludy patient in accordance
with the procedure set oul in the Protocol. Investigator will review and sign each of the CRF's to
confirm that they accurately reflect ihe data collected during the Study.

f.  Upon completion of the Study, investigator shall inform the Institution, Institutional Ethics Commitiee
and provide a summary of the Study report.

1.2 Site Visits, The Institution , SMO and the investigator shall permit Reliance and lheir representalives 1o
visit the Study Site during normal business hours, with reasonable advance notice, to review personnel,
procedures, and facilities; to discuss with Investigator the general obligations regarding the Study; lo review
tnvesligator's Study file and the forms used for dala collection for completeness and adherence o the Protocol:
and 1o ensure compliance with this Agreement and all Applicable Laws and Requirements. The Investigator
wil! promptly and fully produce all data, records and information relating to the Study, (o Reliance and their
representatives and shall assist them in resoiving any questions and in performing audits or reviews of original

subjecl records, reporls or data sources.

1.3 Study Product,

a. Upon lhe receipl by Reliance of the written approval of lhe Institution’'s Ethic Committee Reliance shall
provide the Invesligator, at no charge, with such quantities of the Study Drug as may be required for
the Study. The Investigator, SMO and tnstitution shall have no liability for any failure lo fulfill its
obligations as a resuit of unavailahility of the Study Drug. Upcon completion or termination of the Study,
Reliance may retrieve all unused Study Drug and Study materials {such as unused laboratery kits) and
all Confidential Informalian {as defined below). The Investigator, SMO and Institution will keep full and
accurate records of who dispenses the Study Drugs, the quantity dispensed and lhe quantity returned.
The Investigator and Institution shall use the Study Drug being tested in connection with the Study,
solely for the purpose of properly completing the Study and shall mainlain all Sludy Drug and Study
matenals pravided by Reliance in a locked, secured area at all times.

b. The lnvestigator shall be primarily responsible for the Study Product's accountability and will keep full
and accurate records of the use and disposition of the Sludy Product, including the delivery of the
Study Product to the Investigatar's Site, the invenlory at the Site, who dispenses the Study Product,
the quaniity dispensed, and the quantity returned lo the Sponsor or disposed.

I'rodoct: R-TPR-045
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c.  Inslitution, SMO and Investigator shall comply with al! Applicable Laws and Reguirements governing
the dispasition or destruction of Study Product and with inslructions from the Reliance. If in case sile is
not destructing the IP, all used and unused P shall be return lo sponsor along with copies of

accountabiiity documents at the time of close out or earlier as per sponsor's intimation.
|

1.4 Adverse Events. The investigator shall report all adverse events, adverse reactions, product
problems and any olher reportablef events or product use errors 1o the Reliance immediately and wilhin the
timelines defined in the Protocol, and to reporl the same to the Institutional Ethics Committee in accordance
with the Protocol and Applicable Laws and Requirements, and shall otherwise comply with all Applicable Laws
and Requirements in connection thu;erewilh. Reliance shall ensure that an up-to-date Investigator's Brochure on
the Study Product is available for dissemination to the Institutional Ethics Commitiee, as well as subsequent
modifications, if any, to the Subject ;[nformaﬁon Sheet and informed consent template.

1.5 New findings. Reliance will promptly report to the investigator any new findings that could affect the
safety of parlicipants and the willin:gness of participants to conlinue participation influence the conduct of the
study or alter the IRB's approval td continue the study. Those findings that could aifect ihe safely or medical
care of the participants will be communicated lo the participants by the investigalor. The investigator will also

inform the participant when medicall care is needed for an illness of which the investigator becomes aware.

|
2. Recruitment. Subject to all necessary approvals being obtained, the Investigator shall be responsible
for the recruitment of Research Sul:)jects in the Study. The Investigator shall use the Investigator's best efforts
to ensure that Research Subjects' fulfilling the Protocol criteria are recruited. Invesligator shall ensure the
unbiased selection of an adequate number of suitable subjects according o the Prolocol, and shall use best
efforts to enrol at least 10 suilable subjects and shali limit enrolment of subjects to lhe maximum number
specified by the Reliance from time to time. Investigator acknowledges thal Reliance reserve the right to limit
entry or enrolment of subjects at any time on wrilten notice 1c Investigator. Investigator shall obtain the written
approval of the Instilutionat Ethics Committee and Reliance to the text of any communication soliciting subjects
for the Study before placement, inéluding, but not limited to, newspaper and radio adveriisements, direct mail
pieces, Internat advertisements or communications, and newsletters, which communications must comply with
Applicable Laws and Regulations,

[
3, Enrolment; Notices; Informed Consent; Authorization:
341 Prior to enrolfing a Research Subject in the Study, Investigator shall obtain (a) the Research Subject's
informed consent, as evidenced by a signed informed consent document evidencing the informed consenl of
Research Subjects for participation in the Study, in the form approved by the relevant Institutional Ethics
Committee; (b) an Authorization {ds defined and described below); and {(c) such other consents as may be
required by the Protocol or Applicab;le Laws and Requirements.

3.2 Institution, SMO and Investigator shall adhere to the principles of medical confidentiality and shall
comply with all Applicable Laws land Requirements related o the personal data of Research Subjects,

Product; R-TPR-045
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including dala privacy or data protection laws of the ceuntry in which the data originated. Investigator shall
obtain from each Research Subject and provide o Reliance a written consent and aulhorizatien valid under
Applicable Laws and Requirements {each, an “"Authorization”) for the access, use, processing, storing,
disclosure and transfer of the Research Subject's personal data by and to (a) Institution, SMO, Investigator,
and their study team, (b} persons monitoring the Siudy and/or the Multi-Center Clinical Study or congucting an
independent valuation of the Study andfor the Multi-Center Clinical Study, {c) the representatives of the
Institutional Ethics Commitiee, (d) the Regulatory Authorities, and (e} Reliance and Central Lab and Lheir
representatives and agents, including third parties directly or indirectly performing services for Sponsor relaled
to the Study and/or the Multi-Center Clinicai Study.

4, Confidential and Proprietary Information. All information (including, but not limited to, documents,
descriptions, data, CRFs, photographs, videos and instructions}, and materials (including, but not limited to, the
Sludy Product), provided to the Investigator, SMO and Institution by Reliance or Sponsor or their agents
{whelher verbal, written or electronic), and all data, reports and information relating ta the Study Product, the
Study or its progress (hereinafter, the “Confidential Information”) shall be the property of Sponsor. The
Investigator, SMQ and Institution will undertake to keep in strict confidence and not at any time to use other
than in the Study or to disclose or permit to be disclosed to any third parly the data and resulls of the Sludy
and any information provided directly or indirectly by the Sponsor or Sponsors Representatives under this
Agreement, The Investigator, SMO and Institution shall keep the Confidential Informaltion strictly confidential
and shall disclose it only to its employees involved in conducting the Study on a need-lo-know basis. The
Investigator, SMO and Institution shall ensure that the immediate members of the staff and any co-investigator
who have access to Cenfidential Information are informed of its confidential nature and agrae in writing io keep
it striclly Confidential in accordance with the provisions of this Section 4. The obligations of non-disclosure
stated in this Section shall be for a minimum period of ten {10} years after disclosure of said Confidential
Information to Investigator and /or Institution and /or SMO under consideration for the provisions of sub-section
4 {a) - (1) inclusive, anc these confidentiality obligations shall continue after completion of the Study, bul shall
nol apply to Confidential Information to the exient that it: a) is or becomes publicly avaitable through no fault of
lhe Investigator, SMO and Institution ; b) is disclosed to the Investigator by a third party not subject to any
obligation of confidence; ¢) must be disclosed to ECs or applicable Reguiatory Authorities; d) must be included
in any Study subject's ICF; e} is publishied in accordance with Section 7 herein: or, f) is required to be disclosed
by applicable law.

5. Intellectual Property Rights - All intellectual proparty rights existing prior to the date of this Agreement
will belong to the Party that owned such rights immediately prior to the date of this Agreement. Neither Party
will gain by virtue of this Agreement any rights in or ownership of copyrights, palents, trade secrets, trademarks
or any other intellectual property righls owned by the other party. The Investigator, SMO and Institution hereby
agree that the Sponsor shall own all intelleciual property rights arising out of the Study and related to the Study
Drug, including any rights with respect 1o any discoveries, inventions, whether patentable or otherwise and
which refales to the materials and arising as a result of the Study. The Investigator, SMO and Institution will, at

Sponsor's expense, execute any documents and give any teslimony necessary for Sponsor to effect the

-I;ru(]_ut:l:lﬁtl'l’R-ﬂ-iT
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time 1o time, for inspection/audit by representatives of Reliance andfor national or international Regulatory
Autharities, ali such report forms elmd further documentation and informaltion used andfor generated in the
Study. The investigator, SMO and Institution shall immedialely nolify Reliance of, and provide Reliance copies
of, any inquiries, correspondence or communications to or from any governmental or Regulatory Authority
relating to the Study, including, but not limited to, requests for inspection of the Institution's facilities, and the
Invesligator, SMG and Inslitution shall permit Reliance to allend any such inspeclions. The Investigator, SMO
and Instilution will make reasonable efforls to separate, and nol disclose, all confidential materials that are not
required to be disclosed during such inspections, excepl as required by law. The Investigater, SMO and
Institulion shall also arrange for access by such individuals to source data and shall be responsible for
abtaining the informed consent of Study subjects to such disclosure of personal medical dala and records, if
required by law, and if not expressly granted by the subject in the signed ICF.

8.2  The Investigator and/or Institution andfor SMO shall permit the representatives of Reliance to visit the
premises on which the Study is being conducted and arrangel grant access lo laboratories and facilities used
in connection with the Study, at periodic inlervals at a mulually agreeable time.
!

9.3 The Investigator, SMO andllnstitution shall permit the Reliance to inspect and audit the study. The
Investigator, SMO and Institution shall be responsible for maintaining essential Study documents for the time
and in the manner specified by current ICH-GCP guidelines, local laws, and Sponsor requirements and shall
lake measures lo prevent accidental or premature destruction of these documents. In the event the Investigator
leaves an Institution or otherwise changes addresses, the Invesligalor, SMO and Institulion shall promptly
notify the same to Reliance.

9.4  The Investigator, SMO and Institution represents and warrant thal neither the Investigator nor the
Institution nor any of the employees, agents or other persons performing the Study under the Invesligator's
direction, has been debarred, disqualified or banned from conducting clinical trials or is under investigation by
any Reguiatory Authority for debarment or any similar regulatary action in any country, and the Investigator or
Institution shall notify Reliance immediately if any such investigation, disqualification, debarment or ban
occurs.

|

10.  Study Term and Termination.

10.1  This Agreement shall be effective upon the date it is signed by all the parties and shall continue in effect
lr the complelion of the Study as mentioned in the Protocol, unless terminated earlier by the parties as given

below:

a. Reliance may terminate this Agreement with prior wrilten nolice of 30 days to the Investigator/
Inglilution for reasons including but not limited to any of the following occurrences:
i) If no subjects are recruited by the Investigalor within 30 days of the site initiation; or

i} No recruitment is .done by the Investigator for a period of 45 consecutive days; or

Product: R-TPR-043
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iy Mf. no patients have been enrolled or the Invesligator recruits no patients or recruits such a
low number {less than 2 in number) of patients that it can be assumed thal the agreed
number of patients will not be reached during the planned recruilment phase;

iv}  Sponsar terminates the Study or the Study Drug or the indication is discontinued;

v} It is proved that the dosage used for the Study no longer seems to be justified:

vi} A regulatory authority or other pertinent institution decides lo lerminale lhe Study in this
Institution or as a whole;

vii) The Investigator/ Institution/SMO fail to adhere to the conditions of the Protocol and the
requirement to complele CRF data according to the Guidelines for Good Clinical Practice.

b.  Should the Investigator/tnstitution/SMO recognize, wilh reascnable discretion, that continuation of
the Study is no longer medicaily justified, due to (i) unexpected results (i) the severity or
prevalence of serious adverse effects or {iii) the efficacy of the treatment with Study Drug appears
to be insufficient; then he/ she will promptly notify Sponsor as well as the Inslitutional Ethics
Committee in writing. Should Reliance or the Institutional Ethics Commitlee agree that continuation
is not justifiable; the Investigator/Institution/fSMO may arrange immediate termination of the Study.

C. Whichever party termin;ates the Study early shall provide the other parties with a written statement
of its reasons for doing so. Reliance will notify Regulatory authorities as appropriate of early

termination, except that the Investigator will natify the Institutional Ethics Commitiee.

10.2  Effect of Termination Upon receipt of notice of termination, the Investigalor shall immediately cease
any patient recruitmenl, complete all outstanding Case Report Forms and return to Reliance all
documents/equipment (if any) provided by the Reliance under this Agreement and following the specilied
termination procedures, ensure that any required subject follow-up procedures are compleled, and make all
reasonable efforls o minimize further costs. In the event of early termination Reliance shall make a final
payment for visits or milestones properly performed pursuant to this Agreement in the amounts specified in the
Payment Schedule (Annexure A); provided, however, thal ten percent (10%) of this final payment will be
withheld until final acceptance by Sponsor of all completed CRFs and all dala clarifications issued and

satislaction of all other applicable cc:mditions set forth in the Agreement,

10.3 Reliance shall not be responsible 1o the Investigator, SMO or the Institulion or for any lost profits, lost
cpportunities, or other consequential damages arising oul of this Agreement. If a malerial breach of this
Agreement appears lo have occurred and termination may be required, then, subject to subjecl safety,
Reliance may suspend performance of all or part of this Agreement, including, bul no! limited to, subject
enrollment.
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11. Indemnification; Claims and Disclaimers.

11.1  Reliance agrees \o indemnify, defend or cover costs of defense for, and hold harmless ("indemnify”) the,
Principal Investigator; the lnstitution', SMO its officers, agents, and employees; and the IEC that approved the
Trial (collectively, “Indemnified Parlies"} against any claim filed by a third party for damages, costs, liabilities,
expenses o the exlent that it relates to the dealh of a Subject caused by: a) the administration of the Sponsor
Drug andfor Comparator Drug; (b) by a properiy-performed Protocol-required procedure;, provided, however,
that Refiance will not indemnify or hold harmless the Indemnified Parties for any Liabilities arising from any

injuries or damages thal are a result of:

(i) the negligence or intentional misconduct of any of the Indemnified Parties andfor

(i) any activities conducted contrary to the provisions of the Protocol or outside \he scope of the Protocol;
or information supplied by Sponsor and/or generally accepted medical standards and the applicable
SOPs; andlar

{iijany negligence, omission, or willful misconduct by any Indemnified Parties in the performance of their
abligations under this Agreement andfor, )

{iv) failure to have complied with all dosage and other specifications, directives and recommendations
furnished by the Sponsor for the use and administration of the Study Drug and/or

{v)failure lo have complied with all applicable laws, rules, and regulations.
However, Reliance’s indemnification obligations are subject {0 the following conditions:

a. The Research Subjects invoived gave an adeguate written informed consent and was provided prompl
diagnosis and appropriate medical care following the occurrence of the injury;

b. The Reliance receives nolice of the applicable, diagnosis, care iniliated and care anticipated to be
necessary and all approprizte follow-up reports; and Reliance are promptly notified in writing of any
such claim or suit;.

¢. Indemnified Parties reasonalbly cooperates with Sponsor and its legal representalives in the defense ol

any claim, suil, demand, action or other proceeding covered by this Agreement; and

(=1

. permits Sponsor to select and retain the right to defend any claim or suit in any manner it deems
appropriate, including retaining a counsel to represent the Institution Indemnities and
e.. The indemnification obligations above shall not apply to amounts paid in setilemenl of any claim,

demand, action or other proceeding if such settiement is effecled without the consent of the Sponsor.

Reliance's indemnification obligations do nol apply to any complication of an underlying illness or any other
injury that any Research Subjects may experience during the course of the studies thal is not directly related to
the Study Drug.
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11.2 Investigator Institution and SMO shall indemnify, defend, and hold harmless Reliance and each of
their respective affiliales, direclors, officers, employees, contractors, and agents from and against any loss
claim or demand arising from the following: (i} injuries or damages resulting from the negligent or willful
misconduct of the Invesligator, SMO and Institution or any of their respective affiliates, directors, officers,
employees, contractors, and agents, including any co-investigators or sub-investigators performing the Study;
or the failure of Institulion and/or Investigator or any of their employees, contractors, and agenis, including any
co-investigators or sub-investigators, (i) to comply with the Protocol or written instructions of Reliance or any
Applicable Laws and Requirements; or (i) any breach by Instilution, SMO or Investigator of any of their
respective obligalions under this Agreement, including but nol limited to any failure lo comply with the Protocol
or any Applicable Laws and Requirements or (i) any case in which the Investigalor fails to abtain an informed
consent form in compliance with the terms of this Agreement or otherwise fails to comply with local or national
laws or regulations provided:

investigator, SMO and Institution promptly notified in writing of any such claim or suit;

b. Sponsor cooperate fully in tlhe investigation and defense of any such claim or suit:

¢, Investigalor, SMO and Institution retain the right to defend any claim or suit in any manner it deems
appropriate, including the rijght to retain counsel of its choice; and

d. tnvesligator, SMO and Institulion shall have the sole right to seltle the claim; provided, however, that
Invesligator shall not admit faull on Sponsor's behalf without Sponsor's advance written permission.

11,3 The Investigator, SMO and Institution shall promptly notify Reliance in wriling of any claim of illness or
injury actually or allegedly due to an adverse reaction to the Study Product and allow Reliance to handie such
claim (including seltlements} as per the guidelines of regulatory authorities, and shall cooperale fully with
Sponsor in its handling of the claim,

11.4 Institution, SMO and Invesligator acknowledge that the study product is experimental in nature, is not
for commercial use, and is provided "as is" without any warranty, representation or undertaking whatsoever,
express of implied, including, without limitalion, any warranty of merchantability, fitness for a particular
purpose, or non-infringement. Reli:ance shall not under any circumstances be responsible or liable under this
agreement for any indirect, incidental, or consequential damages (including withoul limitation damages for loss
of profit, revenue, business, or data), even if the party has been informed of lhe possibilily of such damages.

12. Financial Disclosure Reliance may withhold payments if it does not receive a completed form from
each such Investigator and sub-Investigator. The Investigalor shall ensure thal all such forms are promptly
updated as needed to maintain their accuracy and completeness during the Study and for one year after its
completion. The Investigalor, SMO and Inslitution agree thal the completed forms may be subject to review by
governmental or regulatory agencies, Sponsor, Reliance and their agents and Institutional Ethics Commillee.
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Whenever the investigator discloses a financial inlerest, the nature of financial disclosure will be reviewed by
the Project Manager of Reliance and the same shall be reporled to the sponsor.

13.  Insurance: Each party shall maintain lypes and levels of insurance or other adequate forms of
protection consistent with industry standard and sufficient to satisfy its respective abligations under this
Agreement. Each party shall provide the other party with a certificate of insurance upon request.

14.  Shipping of Dangerous Goods and Infectious Materials. The handling, packaging and shipment of
dangerous goods and infectious materials (including infectious specimens) are subject to local and nalional
laws and regulations,

15, Publicity.

15.1  Solicitation of subject: Reliance and inslitution Institutional Ethics Commiltee shall approve in wriling,
the lext of any communication soliciting subjects for the Sludy before placement, including, but not limited to
newspaper or radio advertisements, direct mail, internet advertisements or communications, and newslelters.
Such communication must comply with applicable laws and guidelines.

15.2 Press Releases: Reliance shall approve, in writing, press stalements by investigalor and Institution
regarding the Study or the Study Drug before the stalements is released.

15.3 Enquiries from media and financial analysts: During and after the Study, the Investigator, SMO and
Inslitution may receive enquiries from reporlers or financial analysts. Investigator and Institution confer with
Sponsor and the Reliance aulhorised signatory to this Agreement named below or other named person in the
same position of employment at that time at Reliance Life Sciences Pvi. Ltd. Dhirubhai Ambani Life Sciences
Centre, Plot no. R - 282, TTC Area of MIDC, Thane Belapur Road, Rabale, Navi Mumbai 400 701 before
responding lo such enquiries.
:

15.4 Use of Name: Investigator,, SMO and Jor Institution or any of the Investigator and Institution’s trained
staffifemployees, agents or other pérsons performing the Study under the Investigator's direction will not use
Reliance's ' name or the names of Reliance employees in any advertising or sales promotional material or in
any publication without the prior written permission of Reliance. The Sponsor and Reliance shall not use the
name of the Invesligator, SMO or Inslitulion and their employees in any sates promotional material or in any
publication without written permission from the Investigator, SMO and Inslitution. .

16.0 Additional Contractual Provisions,
16.1 In conducting the Study, the Investigator, SMO and Institution shall be an independent contractor and

shall not be considered the partner, agent, employee, or representative of Reliance and the Investigator and Jor
Institution andfor SMQ has no authority 1o bind Reliance o any contract or commitment unless specifically
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autharized lo do so in writing. This Agreement, including these lerms and conditions, constitutes the sole and
complete agreement between the Parlies and replaces ail other wrilten and oral agreements relating lo lhe
Study.

16.2 The following provisions shali survive the lermination or expiration of this Agreement; Section 4
(Caonfidential and Proprietary Informalion);, Section 6 (Study Records); Section 7 (/Publicalion); Section 8
(Subject Injury Reimbursement), Section 11 (Indemnificalion; Claims and Disclaimers) and Seclion 15
(Publicity/Use of Names)

16.3  Amendments No amendments or modificalions to this Agreement shall be valid unless in writing and
signed by all the Parties. Failure to enforce any term of this Agreement shall not constitule a waiver of such
term. If any part of this Agreement is found to be unenforceable, the rest of this Agreement will remain in
effect. This Agreement shall be binding upon the Parties and their successors and assigns.

16.4  During the term of this Agreement, neither Invesligater, nor Institution or SMO shall directly or indirectly
conduct study related clinical trials as set out in the protocol no. RLS/RES/2016/01 and any subsequent
amendments thereto or participate in the study which is same or similar lo the sponsor designated sludy of
Reliance menlicned in this CTA, without prior written approval of the Reliance.

16.5 Reslrictions on Assignment. Neither Party will assign or lransfer any rights or obligations under this
Agreement withoul the prior wrilten consent of the other Parties, which consent shall not be unreasonably
withheld.

16.6  Canflict of inlerest. Investigator, SMO and Institution warrant and represent that the Investigator has no
obligations, contractual or olherwise, that would conflict with its entering into this Agreement. lnvestigator, SMO
and Institution {urther agree that subsequent to execution of Lhis Agreemenl, the Invesligalor and for Instilution
and/or SMO will undertake no obligations that would conflict or inlerfere with its performance hereunder.

16.7  Noftice: Any nolices thal either Party may be requirad to give the other shall be deemed o be duly
given when mailed by certified or !regislered mail, postage prepaid, to the other Parly al the addresses first
given above or to such other addresses as the Parties may direct in writing. Any notice or other communication
required or permitted under the Agreement shall be in wriling and will be deemed given as of the date il is
received by the receiving party.

16.8 Governing Language: The controlling language of this Agreement and all related documents,
correspondence and notices shall be in English. This Agreemen!l shall be governed by and construed in

accordance with the laws of India without conflict of laws and principles.
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16.9  Arbitration. Any dispule, conlroversy or misunderstanding belween the Parties arising out of or relaled
{o this Agreement or any breach lhereof shall be mutually settled by the Parties between their authorized
representatives within a period of thirty days. In case, the dispute is not settled within a period of thirly days by
the authorized representatives, the same shall be submitted to arbitration in accordance with Arbitration and
Conciliation Act, 1896, Parties shall appoint a sole arbitrator, mutually agreed by the Parties or panel of
arbifrator as required thereto. The place of Arbilration shall be at Mumbai and the language shall be in English.
Each party shall bear its own costs of the arbitralion unless the arbitrator otherwise directs. Any award
rendered by lhe arbitrators shall be in writing, shall be the final binding disposition on the merits, and shall not
be appealable lo any court in any jurisdicticn. Judgment on an award rendered may be entered in any courl of
competent jurisdiction, or application may be made to any such courl for a judicial acceptance of the award and

an order of enforcement, as appropriate.

16.10 The Parties waive any right they may enjoy under the law of any nation to apply to the courts of such
nation for relief from the provisions of this ltem or from any decision of the arbitralors. In the event a court of
compelent jurisdiction delermines that this Agreement is invalid or unenforceable for any reason, this provision
shall not be affected thereby and shall be given full effect without regard to the invalidity or unenforceability of
the remainder of this Agreement. Il\lolwilhslandi'ng anything herein seemingly to the contrary, any party may
seek injunclive reliel from a court of competent jurisdiction to prevent or limit damage 1o that parly's intellectual

property.

16.11 Counlerparls. This Agreement may be executed in any number of counterparts, each of which shall be
deemed an original and all of which shall conslitule the same instrument. This Agreement shall be effective
upon full execulion by {facsimile or original, and a facsimile signatlure shall be deemed to be and shall be as

effective as an original signature.
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ACKNOWLEDGED AND AGREED BY RELIANCE LIFE SCIENCES PVT. LTD:

o L

Name: Ms. Le/mila Joseph
Title: SVP, Reliance Products Clinical Research Group

Date: 14 Mave g

ACKNOWLEDGED AND AGREED BY INVESTIGATOR:

o /2

Name: Or. Sameer Haveri

Title: Consultant Crthopedics
Date:

ACKNOWLEDGED AND AGREED BY THE INSTITUTION:

By: /

Nanfe: Dr. M. V. Jali.
Title: KLE's Dr. Prabhakar Kore Hospital & M.R.C.
Date:

ACKNOWLEDGED AND AGREED BY SMO:

= Ve

Name: Genesis Research
Date: Y§ My g
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Appendix A to Clinical Trial Agreement

Payee:

Investigator and Institution have designated “Genesis Research” as a Payee to receive all the payments
under this Agreement. The details of the Payee designated to receive all of the payments for the services
nerformed under this Agreement

PAYEE NAME: Genesis Research

4/22 | E Ward, Jadhavwadi, Kolhapur (M Corp), Karveer,
PAYEE ADDRESS: Kolhapur- 416005, Maharashtra, India
TAX ID NUMBER (PAN Number) CQJPP0528D

27CQJPP0528D1ZX

GSTIN

The payments will be made by accounl payee Cheque in favor of the Payee Genesis Research in Indian
Rupees.

The Parties agrae that the payee designaled herein is the praper payee for this Agreement, and thal payments
under this Agreement will be made only to the designated payee ("Pavee”).

Agreement Clauses

1) For the amount designated as per-patient budget, the Payee will receive payment only for the actual
number of visits and procedures performed in accordance with agreed upon procedure fees outlined in
the financial agreement; such compensalion is limiled lo payment for the number of patients wha have
completed these visits as per the Prolocol, unless Reliance has given the Payee wrilten approval lo
enrolt addilional Study subjects or extend the enroliment period.

2) To be eligible for payment, the procedures must be performed in full compliance wilh the  Protocel and
lhe Agreement, and the data submitted must be complete and correcl. For data to be complete and
correct each Study subjec! must have signed an EC-approved ICF document, and all procedures
designated in the Protocol must be carried out on a best effort basis; omissions must be satisfactorily
explained,

3) Reliance will reimburse the Payee, in accordance with the attached budget and payment schedule. The
final payment will be made by Reliance to the Payes upon final acceplance by Reliance of all
completed CRFs, all data clarificalions issued, lhe receipt and approval of any outstanding regulatory
documents as required by Reliance, the return of all unused supplies to Reliance, and upon
satisfaction of all other applicable conditions set forth in the Agreement.
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4) Other lhan the final payment, Reliance shall not issue any payment for a total amount less than
Rs.1000/- If the amounl due in any given period is less than Rs.1000/-, such amount shall carry over
without paymenl lo the next payment period.

5) Major, disqualifying Protocol violations are not payable under this Agreement,
6) Matters in dispute shall be payable upon mutual resolution of dispute.
7 Start-up fee of Rs. 60000/- will be released by Reliance at the time of site initialion beiore screening first

patient in the study.

If Reliance requests the Investigator's attendance at a Study-start up meeling or other meeting necessary te
provide the Investigator with information regarding the Study or Study Drug, Reliance shall reimburse the
amount of reasonable and necessary travel and lodging expenses that may be incurred lo attend such
meeting{s) and that have been specifically approved in advance by Reliance. Reliance shall make such
reimbursements within thirty (30) days of receiving acceptable detailed documentation of such expenses
provided that Reliance receives such documentation within sixty (60) days of the date that the expenses were

incurred.

Payments shall be made as described in Appendix A and lhe rates agreed to between the Parties, as per the
milestones described in the budgel and payment schedule. Original invoices musl be submitted (o Reliance at
the following address for reimbursement;

Reliance Life Sciences Pvt. Lid.,
Dhirubhai Ambani Life Sciences Cenire,
Plot no. R-282, TTC Area of MIDC,
Thane Belapur Road,
Rabale, Navi Mumbai 400 701
Atin: Kamlesh Londhe | Tel: 022- 6767 8213, Fax: 022-6767 8099
[
The Payee will have 15 days from the receipt of final payment to dispute any payment discrepancies during the
course of the Study.

Taxes
All payments shall be made net of income tax as per lhe Income tax act applicable at the time of payment. The
TDS certificates for the income tax deducted will be provided in accordance with Income Tax Act 1961,
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Appendix A - Budget & Payment Schedule
A1, FINANCIAL SUMMARY (Unit Cost/Visit)

Protocol: RLS/QSTI2016/05 |

Investigational Product: R-TPR-045,

linical THial Budget "
Project Name; Dencsumab
Project Code K069
Name of P Dr. Sameer Haveri
- Unit CostiVisit
Investigator fees 5,750
1 Principal Invesligalor 4,000
2 | Clinical Research Coordinator 1,500
4 : Phlebotomist {for PK and PD samples) 250
. Patient related expenses 3,000
1 Trave! reimbursement 500
2 Hosgilalization charges 2,500
Administrative overhead-20% of Investigator Fee 800
Laboratery Testing Charges
L k Name - Cost
Investigation
1 _ Dexa Scan (BMD} 3.000
2 ' Spinal X-ray 500
3 12 lead ECG 300
4 Chest X Ray _ 500
5 X-ray (Maxillofacial region-Jaw) 500
Study Starl-up fee 50,000

«  Reliance will pav for screening fees at the rate of one Sereen Failure for every 2 patiems enrolled in the study

+  Hospitalization charges mentibned are for 24 hes, Patien panicipating in PK will be haspitalized for 2 days.

Prodact: R-TPR-0AS
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A.2 Per Visit Payment schedule:

Total study Budget/patient
T T s ent relate inistrati
Visit Sub visit lnw;slug“uor Ldb’u‘r.uur_\ 1 me‘nl Ie‘l.llul Administr m.ve TOTAL
ces Test expenses Overheads
Screening 5500 . 4800 s00 300 11600
Day 1 0 hrs 5750 300 3000 800 0850
Day 3 48 hrs 250 0 3000 0 3250
Day 5 SR 250 0 500 0 750
Dav 7 250 0 500 0 750
Day 9 250 0 500 0 750
Day 11 250 0 500 0 750
Day 13 250 0 500 0 750
Day 15 N 250 0 500 0 750
Day 22 TG 250 0 500 0 750
Day 29 Bz s _ - 5
(M) ?ﬁ‘fm : .efi:% 5750 0 300 300 7050
Day 43 RS, oo 250 0 500 0 750
Day 57 it 250 0 500 0 750
Day 85 - ' =
(3M) 53750 0 300 800 50
Day [13 250 0 500 0 750
Day 141 SRR 250 0 500 0 750
Day 183 |EFdnE .
(M) [ESE >0
9 Month 5 ' 5750
12 Month &5 ; 5730
L e e Aﬂaiﬁf
GST(9%)
SGST(9%)
iGST(18%).
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Note:

* Patient related expenses (investigation, travel expense elc will be released as per actual number of visits

completed by patients afler monitor’s verification and as per the stalement provided by the investigator on the

letterhead of the Investigator/Institule {not exceeding the cost specified above for each patient per visit).

#In addition lo the above Reliance shall make the following payments:

I is expected that the site will enroll 10 patients.

Reliance will pay for screening fees al the rate of one Screen Failure for every 2 patients enrolled in the
study as per A.2 Payment schedule, However site need to send pre-screen report to the sponsor before
performing actual screening.

EC protocal review fee will be paid as per actuals.

Procedure and Non-pracedure cosl for unscheduled visit and SAE or condilional procedures will be
reimbursed upon receipt of invoices as per A.2 Payment schedule under this Agreement. However, sponsor's
prior approval should be taken for such visits and procedures (on case to case basis).

Please note the following:

Paymenis are calculated according to the above schedules payable on confirmation by Reliance.

Early Discantinuations will be paid through last completed "visit".

The investigator has o present'stalement on letterhead for claiming any above mentioned payment under
section A1,

If the sludy s prematurely lerminated, the iotal payment o you will be made for those evaluable subjects
enrolled by you in accordance with study visits completed at the time of the termination notice and upon
receipt by Reliance of compleled Case Report Form. You agree to refund any excess amount previously
paid, and we agree lo promptly pay any amount owing based to the receipt of acceptable case report forms
al Reliance and the resolution of all queries/questions relating to the data.

Permission to enroll additional subjects must be obtained from the sponsor. The grant total will increase
according to the per subject cost for the increased number of subjects.

Reliance will reserve the right to re-allocate subjects budget to other sites originally reserved for your sile if
site is having difficulty in enrolling and qualifying subjects.

Site is responsible to archive the documents as per reguiatory requirements and no separale cost for the
same will be paid by Reliance.

GS8T will be paid as per prevailing rates. All other taxes are included in the budget cost. TDS shall be
deducted as applicable.
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CLINICAL TRIAL AGREEMENT

THIS CLINICAL TRIAL AGREEMENT is made on this Y4 Day of Apr 2018 by and between.

——ir

Veeda Clinical Research Pyt. Ltd, an Indian Company having ils principal place of business at
Shlvallk Plaza—B, N, TV, Ambawadi, Ahmedabad — 380 015 Gujarat (hereinafter referred o as
the “Veeda”) which shall include its successors, assigns, representatives, affiliates, and

subsidiaries,

And

Dr. Mahesh Kalloli (“Principal Investigator”), having its place of work at KLES Dr.Prabhakar

Kore Hospital and MRC, Second Floor, Nehru Nagar, Belagavi — 590010, Karnataka, India.
And

KLES Dr.Prabhakar Kore Hospital and MRC (“Institution”) having its principal place of
business at Second Floor, Nehru Nagar, Belagavi — 590010, Karnataka, 1 ndia.

(Hereinafter referred to as the “Institution”) which shall include its successors, assigns.
representatives, affiliates, and subsidiaries,

WHEREAS, Veeda is a contract research organization contracted by Qilu Ph'lrmaccuncal Co., Ld,
No. 243 Gong Ye Bei Road, Jinan, Shandong Province, P.R., China - 250100 (herein alter
referred to as “Sponsor”) to perform one or more of sponsor study related duties and functions for
the Project No. 17-VIN-0855 entitled “ A multicenter, open label, randomized, balanced, two
treatment, three period, three sequence, reference replicate crossover, single dose, bmequn»ale:m
study of Capecitabine Tablets 500 mg of Qilu Pharmaceutical Co., Ltd, China in compah on with %.’
XELODA® (Capecitabine) Tablets 500 mg, Distributed by Genentcch USA. Inc. follgmgg a ?;
single oral dose administration in adult cancer patients under fed condition.”; and : t
%

Rl

§ 3
] 3 ox
WHEREAS, Principal Investigator is properly qualified and experienced and working atgh Huliong

and Principal Investigator has the authority and desire to conduct the Study al the Institutiop an(% él
3 5

WHEREAS, Institution has adequate infrastructure to conduct the Study and allowc:d;i Principal
Investigator and Veeda to conduct the Study: z° ?

TELT Wi v (L b eG a 08 Sl | iy

33

NOW THEREFORE, in consideration of the mutual covenants contained in this Agrcement‘ !dhd‘: ﬁ

other good and vaiuable consideration, the receipt and sufficiency of which are hu‘};b_\

acknowledged, the parties, intending (o be legally bound, agree as follows: 8o =2
B & &3 i;
oo e

.’n on)
[ el
% \-. r'
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1. DEFINITIONS

1.1 Definitions. As used in this Agrecment, each capilalized term listed below shall have the
meaning that is given after it: :

"Budget" means the detailed budget established for the Study, as detailed in Exhibit B,
which is incorporated herein by reference.

"CRE" or "Case Repori Form" means a printed, optical, or electronic document designed to
record all of the Protocol required information to be reported to Sponsor on each Subject.
“Data” shall mean all information, reports, records, and documents generated under this
Agreement, excluding subject medical records, Data shall be the sole and exclusive
property of Sponsor and may be freely utilized by Sponsor and their representatives.
Sponsor may freely assign its rights to and interests in any Data to a party of the Sponsor’s
choice.

"Financial Disclosure Certification Form" means the financial disclosure certification
attached as Exhibit B, to record compliance with 21 CFR Part 54 (U.S)).

"[CH Guidelines" means the International Council for Harmonization, Harmonized
Tripartite Guideline for Good Clinical Practice E6, 1996, or such successor provisions in
force at the time of performance of the services.

"]EC” means the Independent Ethics Commiltee/Institutional Ethics Committee ("IEC"), as
the term is defined in ICH Guidelines and any other review board required by applicable
law or ICH Guidelines. -

"[nformed Consent” means a consent signed by or on behalf of a Subject which consent
shall comply with the applicable local law and the regulations of the U.S. Department of
Health and Human Services, its supporting agencies, the FDA and any other applicable
regulatory agency governing informed consents including without limitation, Schedule Y,
Section 4.8 of the ICH Guideline, 45 CFR §46.116(a), 21 CFR Part 50 and 21 CFR Part
812.

"Protocol” means the document that specifies the clinical trial procedures, as developed by
Sponsor applicable for the performance of a Study and any amendments thereto. Protocol
shall be attached to this Agreement as Exhibit A.

"Study Product” means Capecitabine tablets, 500 mg of’ Qilu Pharmaceutical Co., Ltd, No.
243 Gong Ye Bei Road, Jinan, Shandong Province, P.R,, China - 250100 an
investigational drug.

"Subject" means an individual who meets all eligibility criteria, is properly consented and
enrolled in the Study.

2. Scope

2.1 This Apreement allows the parties to specify distinct clinical study activities to be performed
by Principal Investigator and Institution for the Study.

Confidential
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2.2 Conduct of Study Principal Investigator and Institution shall conduct the Study pursuant to the
terms of this Agreement and in stricl adherence to the Protocol, as the same may be amended from
time to time in writing by Sponsor, and any other written instructions that may be provided from
time to time to Principal Investigator by Sponsor. Prior to conducting the Study, the Principal
Investigator shall review and understand the Protocol, as evidenced by the Principal Investigator's
signature on the "Investigator Agreement(s)" contained within the applicable Protocol, all of which
are incorporated herein by reference.

2.3 Principal Investigator.

2.3.1 Principal Investigator shall be personally responsible for the conduct of the Study. If such
personal services are not available for any reason, Veeda or Sponsor may terminate this Agreement
immediately withoul any further financial obligation to Principal Investigator and / or Institution.

2.3.2 Principal Investigator agrees to return 0 Veeda any unearned or unaccounted for amounts
paid by Veeda that exceed the amount 1o which Principal Investigator are entitied hereunder.

2.3.3 During the performance of the Clinical Trial and / or for a period of 15 years after
termination of the agreement, the Principal Investigator is responsible for, but not be 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 Investigalor(s) and
sub-Investigator(s), confirmation of adequate site facilities, etc.);

b)  Progress reporting (including recruitment figures) to Ethics Committeec and Veeda on a
regular basis;

c)  Ensuring reasonable access by monitors, auditors and regulatory authorities to Principal
Investigator and other project personnel, project facilities, original study materials, drug
records, subject records, ‘case reports, and other records; subject to applicable laws and
regulations; and providing appropriate working conditions for monitors, auditors and
regulalory authorities to perform study-related monitoring, audit and inspection;

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

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

B Inform the Ethics Commitiee of study closure;

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

h)  Handling and storage of compound according to protocol; and

i) Storage of site file and all the trial related data for a period of 15 years after completion of
the study without any additional cost / compensation / grants. At their discretion the
Institution / [nvestigator at their own cost will make arrangements 1o store the site file and
all the trial related data at the authorized third party location.

i) The Principal Investigator is responsible for training and supervision of sub-Investigators
and other site study team member on the procedures specified in the Protocol lo ensurce
scientific, technical, and ethical conduct of the Clinica! Trial. In case of any personnel
changes, the Principal Investigator is responsible for notifying Veeda of such change in a
timely manner.

23.4 The review of serious adverse events shall be undertaken by Veeda in close coordination
with Principal Investigator. “Serious” as used in this section, refers to an experience which results
in death, is life-threatening, requires in-patient hospitalization or prolongation of existing
hospitalization, results in persistent or significant disability/incapacity, or is a congenital
anomaly/birth defect. “Unexpected” as used in this section, refers to conditions or developments
not previously submitted to governmental agencies or encountered during clinical studies of the
Product, and conditions or developments occurring at a rate higher than shown by information
previously submitted to an agency or other governmental agencies or encountered during clinical
studies of the Product or, if applicable, conditions or developments not identified in the approved
Product information circular, and includes any other meaning under applicable law.

2.3.5 Veeda shall have the right, to monitor or visit the Principle Investigator and audit the Trial
with respect to the services provided hereunder with / without the Sponsor. Principal Investigator
will cooperate with Veeda and the Sponsor and provide a current status of the trial.

2.3.6 The Principle 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. The Principle Investigator shall strictly adhere to the SAE reporting timeline
as per the current regulations of licensing authority (DCGI), requirement of ICH GCP, current
Schedule Y. '

The investigator will be responsible to report any SAE 1o the licensing authority, Sponsor’s
representative, CRO representative and chairman of Ethics Committee within 24 hours of
identifying the cvent as SAL.
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In case of SAE other than death the investigator will send the detailed report within 14 calendar
days of SAE to the licensing authority, chairman of Gthics Committee where the SAE has
occurred, and the head of the institution where the trial is being conducted.

(o case of SAE of death the investigator will send the detailed report within 14 calendar days of
SAE to the chairman of Ethics Commitiee, chairman of the expert commiittee constituted by the
licensing authority with a copy to licensing authority and the head of the institution where the Lrial
is being conducted.

Notwithstanding anything in this Agrecement to the contrary, the Principal 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 deem it necessary to protect the health of study participants, provided that Veeda is copied
on such reports.

2.3.7 The Principle Investigator shall participate in teleconférences required by Veeda to update
the study product information and resolve issues, if any.

2.3.8 The Principle Investigator and/or the Institution, Veeda and Sponsor shall comply with all
regulatory requirements relating to the retention of records and shall maintain all 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, including the patient’s medical records. The
Site Investigator File containing the essential documents and source data must be archived [or at
least fifieen (15) years following completion of the study at the Site or such other authorized
facilities as agreed between Veeda, the Principle Investigator and the site. The Principle
Investigator and /or the Institution shall inform Sponsor in the event of rclocation or transfer of
archiving responsibilities. At their discretion the Institution / Investigator at their own cost will
make arrangements to store the site file and all the trial related data at the authorized third party
location.

2.3.9 In the ovent that the Principle Investigator is to destroy the Investigator Site File or source
data, the Principle Investigator should inform Veeda prior to destruction to confirm it is acceptable
for them to be destroyed.

2.3.10 Investigational Medicinal Product i.e. both unused and retention samples will be retained at
the site after completion of the study for a desired period, as per USFDA/sponsor requirement and
also as per the written instruction'given by Veeda/Sponsor at free of cost. The samples will be
retained for a period of at-least 5 years following the date on which the application or
supplemental application is approved, or, if such application or supplemental application is not
approved, at-least 5 years following the date of completion of bicavailability study in which the
sample from which the reserve sample was obtained was used. Investigational Medicinal Product
i.e. both unused and retention samples will continue to remain at the site unless further information
is received from Veeda/Sponsor,

Confidential 7+ Page 5 of 22

&

\;\:J‘\_‘ ._/l\,/
Aoliivale™——" 149

Registrar
iakiar Education

Dr,

KLE Academy of 14

(Deemea'lﬂ-b&l}niversify ufs 3 of the o Ressarch,

Belagavi-500 OmrKa""argE;: Act,1956)



2.3.11 Principal Investigator/ Institule will intimate to CRO and Sponsor about any inspection/s
from any regulatory authoritics for the study within 48 business hours of their notification.

2.4 Compliance with Law. Principal Investigator and Institution represent that they shall comply
with all applicable laws in performing its obligations under this Agreement. Principal Investigator
will assume all those responsibilities assigned to principal investigators under all applicable laws,
rules, regulations, guidelines and standards including, without limitation, all relevant ICH
Guidelines and standards, and all applicable laws relating to the confidentiality, privacy and
security of patient information. In furtherance of the foregoing obligation, Principal Investigator
shall ensure that timely report is sent to the IEC for the progress and conduct of Study. Principal
Investigator and Institution, as applicable, shall comply with the dircctives of the TEC respecting
the conduct of the Study, and shall immediately notify Veeda and Sponsor 1o the extent any such
directives vary from the Protocol. Principal Investigator shall obtain from each Subject, prior to
the Subject's participation in the Study, a signed Informed Consent and necessary authorization to
disclose health information to Sponsor in a form approved in writing by the IEC and in conformity
with local regulations'and Spansor's requirements therefore set forth in the Protocol.

2.5 Study Supplies. Veeda shall provide Principal Investigator with a sufficient quantity of Study
Product to conduct the Study, as well as any other compounds, materials and information which
the Protoco) specifies. All such Study Product, compounds, materials and other information arc
and shall remain the sole property of Sponsor/Veeda. Principal Investigator and Institution, as
applicable, shall ensure that the Study Product is stored and handled in accordance with protocol,
all applicable laws in addition to any specific instructions from Sponsor and/or Veeda. Principal
Investigator and Institution shall not use the Study Product past the labeled expiration date and
shall not use the Study Product for any purpose other than the performance of the Protocol. In
addition, upon completion or premature termination of the Study, Study Product shall be returned
or destroyed pursuant to the procedures to be provided by Veeda and/or Sponsor.

Veeda on behalf of sponsor will provide the study-specific documents, e.g. Investigator Site File,
Case Report Form, ete. to the Investigator before commencement of the Clinical Trial.

2.6 Delivery of Essential Documents and Reports. Principal Investigator shall provide to Veeda all
Essential Documents (1o be designated as such. by Veeda) within two (2) weeks of Principal
Investigator's reccipt of IEC's written approval. If all Essential Documents have not been timely
executed and received by Veeda, Veeda may terminate this Agreement immediately upon writicn
notice. Principal Investigator shall stibrhit written reports, as directed by Veeda and/or Sponsor, on

the progress of the Study. Within thirty (30) days following the completion or premature
termination of the Study, Principal Investigator shall furnish Veeda with the IEC report,
notification as required by IEC on the Study prepared by the Principal Investigator, as well as all
completed, used and unused CRTs not already delivered to Veeda, and all Data, reports and other
information gencrated in relation to the Study, as well as all other materials and information
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provided by Veeda and/or Sponsor, anless Veeda and/or Spunsor directs otherwise in writing.

2.7 Monitoring of Study. Principal Investigator and Institution shall permit Veeda and/or Veeda
designee(s) including but not limited to Sponsor access lo Institution, during regular business
hours with reasonable prior notice, 1o monitor the conduct of the Study as well as to audit records,
CRFs, Data and other information and documents relating to the Study, in order to verify Principal
Investigator's compliance with their obligations hercin. If any governmental entity should audit or
inspect the Institution with respect to the Study, Principal Investigator and/or Institution shall
provide Veeda and Sponsor with immediate notice and shall provide an opportunity for Sponsor or
its designee Lo be present during such governmental audit.

2.8 Contract Research Orpganizations/vendors. Subject to Sponsor’s approval, Veeda may retain
one or more contract research organizations (CRO™)/vendor to assist them in managing and
monitoring the Study. Principal Investigator and Institution acknowledge Veeda’s right to assign
or transter, in whole or in part, without the consent of the Principal Investigator and Instilution,
any of ils rights or obligations under {his Agreement to any such CRO or vendors. The Principal
Investigator and Institution shall permit such CROs/vendors to perform any or all of Veeda’s
obligations, or to exercise any or all of Veeda’s rights, under this Agreement.

2.9 No Reimbursement for Sponsor Paid Drug or Services. Principal Investigator and-Institution
agrees that, if Study Product and/or other services are paid for or provided without charge by
Sponsor or Veeda, Principal Investigator, Institution and/or any other vendor subcontracted or
engaged by Principal Investigator or Institution shall not separately bill or seek reimbursement for
such Study Product and/or services from any third party including, without limitation, the Subject,
any private provider of Insurance or state program. Principal Investigator and Institution further
agree that they shall accurately report receipt of such Study Product to any governmient or privale
insurance program, as may be required by law.

210 Financial Disclosure Certification. Principal Investigator or Institution, as applicable, shall
ensure that any sub investigators connected with the Study, complete and return to Veeda and/or
Sponsor the Financial Disclosure Certification Form prior to the initiation of the Study. Principal
Investigator or Institution, as applicable, shall require any sub investigators to promptly notify
Veeda andfor Sponsor of any change in the accuracy of the Financial Disclosure Certification
Form during the term of Study and lor one (1) year following completion of the Study. In addition,
Principal Investigator or Institution, as applicable, shall comply with all applicable requirements of
the National Institutes of Health and the Public Health Service regarding reporting and
management of conflicts of interest.

3. COMPENSATION

3.1 Payment. Veeda shall pay Principal Investigator/Institution the amounts set forth in Exhibit B
for Subjects properly enrolled, completed visits and CREs completely and accurately returned to
Veeda and/or Sponsor. All payments shall be payable in Indian Rupees and made within forty five
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(45) days of receipt and approval of an invoice for Institution /Principal Investigator's services.

The parties hereto agree as follows:

a)

b)

d)

c)

Veeda will pay a sum for every complete and evaluable patient as defined in the payment
schedule for “Per Patient Fee”.

The “Per Subject Fec” is a fixed fee per patient which includes all costs and honoraria,
including, but not limited to:

o all study related activities such as conduct of visits and Source & CRF completion
o time and effort of Principle Investigator and other site staff

¢ study coordinator salary

o all diagnostic tests and other investigations (ECG,Echo, X-ray Chest etc)

« housing or hospital stay for patients including meals

e Patient conveyance/compensation

o miscellaneous (telephone, fax, courier, eic)

« all overhead costs

A complete and evaluable patient is defined as follows:

o all procedures must be performed according (o the protocol
o apatient will only be included according to the inclusion/exclusion criteria
e all data are documented accurately, completely
All payments will be on a pro rata basis. For patients who do not complete (carly termination,

drop-out, etc), the payment schedule will be cvaluated according to the number of days
completed, )

Invoice will be generated / requested for payment on monthly basis according to the actual
work performed (after source data verification and CRFs retrieval for completed visits).
Invoice will be generated / requested according to milestone specified above. The final
payment (20%) will be made at the time of site closeout visit or immediately after sile close-
oul visit.

Any third parties desipgnated by you (including Radiology, Local Laboratory, ete) will be
managed and paid by you.

The Ethics Commiltee fee will be paid by Veeda, and is separate from the per-palient grant.
Details of the payment are as mentioned below.

o Name of Ethics Committee: Institutional Ethics Committee, KLE University
o Relationship between the sitefinstitution and Ethics comumittee: Institutional Ethics
Committce
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» FEthics commitiee payee name: Registrar KL University.

e Relationship between the Ethics committee and the Ethics committee payee name, if it is
different from Ethics committee as mentioned in the SOP: NA

s PAN no. of the payee: AABTKOSSIE

¢ Ethics Committee Fees: Rs. 88500/~ (Excluding TDS)

g) Screen failure patient’s visit will be paid ONLY if the patient is screen failure based on results
or reports of laboratory investigations, ECG,ECHO, X-ray Chest, and SAE or in case patient
withdraw consent.

h) 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 protacol.

i) Patient conveyance will pay by Veeda, and is not included in per patient fees.

j) Veeda will manage SAE reimbursement for medical management expenses towards AE/SAE
directly to the patient or LAR and SAE compensation payment directly to the patient / LAR
with prior written approval from the sponsor and will pet for reimbursement for those
expenses.

k} Veeda will pay the Institution an upfront amount of INR 20,000/- once 1% patient is enrolled /
randomized. This upfront amount will be adjusted form subsequent paymeni(s). In case site is
not able 1o enroll any patients then Principle Investigator / Institute is liable and must retumn
upfront amount immediately without any delay.

Details of Payce are:

Name of Payce: Genesis Research
PAN No. : CQJPP0528D

GSTIN No. : 27CQJPP0528D1ZX

Note: All the payments made to the payee are subjecl 1o Withholding Tax (Tax Deducted at Source
(TDS)) as applicable from time to time and Veeda will deduet the tax at the time of making
payments. '

32 Dispuled Payment. Principal Investigator/Institution agrees that in the event of a dispute
regarding Sponsor's approval of documentation of supporting costs incurred under this Agreement,
data and information resulting from Institation's (including Principal Investigator) participation in
Study cannot be withheld by Institution's (including Principal Investigator) pending resolution of
the dispute. Veeda and Principal Investigator/Institution agree to use reasonable etforts to resolve
any disputes in a timely manner. .
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3.3 Overpayment/Underpayment. If, at the date of Study. termination, the total amount paid to
Principal Investigator/Institution exceeds the amount to which Principal Investigator/Institution is
entitled, Principal Investigator/Institution shall return the overpayment to Veeda within forty-five
(45) days from the termination date. If, at the date of termination, the total amount paid to
Principal Investigator/Institution is less than the amount to which Principal Investigator/Institution
is entitled, Veeda shall pay the amount due to Principal Investigator/Institution within forty-five
(45) days following termination of the Study, delivery to Veeda and/or Sponsor of the remaining
CRFs, final reconciliation of any remaining amounts due, and the return to Veeda of all items
described in Section 2.7 above.

3 4 Commercially Reasonable Efforts, The Principle Investigator and/or the Institution shall use
all reasonable endeavors to enroll maximum Eligible Cases as soon as possible. The parties may
agree in writing to extend the time for recruitment of eligible patients if so desired. Recruitment
period will be of 10 months however recruitment will be competitive among participating sites
hence the site may have recruitment period even less or more then specified.

Principal Investigator/Institution shall use reasonable cfforts to complete cnrollment of study
subjects within two months (2) months after receiving a go ahead from the sponsor/veeda to enroll
patients in the study. Veeda may terminate this Agreement upon written notice, if Principal
Investigator/Institution is not able to enroll any patient for a month following Study initiation at
their site and in that case, the Principal Investigator / Institution is responsible to refund the all
amount paid till the date of termination of the agrecment within 7 days from the date of intimation
of termination of the agreement.

Allowed screen failure rate in the study is 20 %, hence the investigator should put in reasonable
efforts to recruit eligible cases in the study.

3.5 Remittance of Payment. All payments to Principal Investi gator/Institution and any other party
as defined in this agreement made pursuant to this Agreement shall be made by Veeda and all
study related payments will be made by cheque and sent to:

Trial Payee Address: KLES Dr. Prabhakar Kore Hospital and MRC, Second Floor, Nehru Nagar,
Belagavi — 590010, Karataka, India.

3.6 Relationship of Partics, Veeda shall be responsible for all payments to Principal
[nvestigator/Institution pursuant to this Agreement but such responsibilily is subject to receipt of
funds from Sponsor. Upon receipt of such funds by Veeda from Sponsor, Principal Investigator /
Institution shall have no recourse against Sponsor or any of its subsidiaries or affiliates for Veeda's
breach of its payment obligations to Investigator pursuant to this Agreement.

4. CONFIDENTIALITY

41 Confidentiality & Non-Use Oblipation. During the Study’s performance and for Five years
(5) years thercafter, Institution, its employees, agents, and subcontractors (if any) and Principal
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Investigator shall not disclose Confidential Information (hereinafter defined) for any purpose other
than as indicated in this Agreement without Sponsor’s prior written consent.

4.2 Definition of Confidential Information. Subject to Principf—il Investigator's publication rights as
set forth in Sections 6.1 and 6.2, " Confidential Information" shall include the Protocol, CRFs,
Data, Study Product, and all materials and information in whatever form or mediwm {(whether now
known or in the future developed) and however communicated, be it by written, verbal, visual,
machine readable form, or in the form of biological materials or samples, or in any other form,
relating, directly or indirectly, to Sponsor and the Study disclosed to Principal Investigator and/or
Institution by Sponsor or Veeda or developed by Principal Investigator or Institution as a result of
conducting the Study. Confidential Information shall also include any confidential information
obtained under a confidentiality agreement with a third party, which Sponsor is permitted 10

disclose to Principal Investigator and/or Institution.

43 Exceptions to Obligation of Confidentiality and Non-Use.  Principal Investigator and
Institution’s obligation of confidentiality and non-use described in Section 4.1 applies to all
Confidential Information, except any portion thereof which:

(i) Is known to Principal Investigator and Institution, its employees, agents, or subcontractors
before receipt thereof under this Agreement, as evidenced by written records;

(i) is disclosed to Prinéipal Investigator and/or Institution, their employees, agenls, or
subcontractors after acceptance of this Agreement by a third party who has a right to make such
disclosure in a non-confidential manner;

(iii) is or becomes part of the public domain through no fault of Principal Investigator or
Institution , their employees, agents, or subcontractors; or

(iv) is independently developed by Principal [nvestigator or Institution, their employees, agents, or
subcontractors, without reference to, use of, or disclosure of Confidential Information, as
evidenced by written records.

4.4 Disclosure Required by Law. Nothing in this Agreement shall be construed to restrict Principal
Investigator or Institution from disclosing Confidential Information as required by law or court
order or other governmental order or request, provided in each case Institution and/or Principal
Investigator shall timely inform Veeda and Sponsor and use all rcasonable efforts to limit the
disclosure and maintain the confidentiality of such Confidential Information to the extent possible.
In addition, Institution and Principal investigator shall permit Veeda and/or Sponsor to atiempt lo
limit such disclosure by appropriate legal mcans.

4.5 Subject Confidentiality. The parties agree to abide by all applicable laws and regulations
regarding Subject confidentiality. Principal Investigator is responsible for obtaining from cach
Subject, prior to the Subject’s participation in the Study, a signed Informed Consent in a form
approved in writing by the IEC and in conformity with Sponsor’s guidelines. Before requesting an
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individual's consent to participate in clinical trial the Principal Investigator must provide the
individual with the trial information in a language that is non- technical and understandable by the
study subjects and the same shall be recorded as per local regulatory requirement.

This is in case requirement of Audio visual recording. During the audio-visual recording of
informed consent process, the identity and records of the trial subjects are as far as possible kepl
confidential; and that no details about identity of said subjects, which would result in the
disclosure of their identity, are disclosed without valid scientific and lepal reasons which may be
essential for the purposes of therapeutics or other interventions, without the specific consent in
writing of the subject concerned, or someone authorized on their behalf, and after ensuring that the
said subject does not suffer from any form of hardship, discrimination or stigmatisation as a
consequence of having participated in the trial. Prior consent of the subject should be taken for
audio-visual recording of informed consent process and the same should be documented by the
Investigator. Such consent may be taken orally. Only those subjects who give the consent for the
AV recording shall be included in the clinical trial.

The Investigator must safeguard the confidentiality of trial data, which might lead to the
identification of the individual subjects. Data of individual subjects can be disclosed only in a
court of law under the orders of the presiding judge or in some cases may be required 1o
communicate to Drug regulatory/ Health authority.

5. INTELLECTUAL PROPERTY

51 Inventions. All inventions whether or not patenlable, discoveries, techniques, ideas, (rade
secrets, new uses, improvements, processes, compounds, products, and all other works thal are
conceived or reduced o practice during the course of performing the Clinical Trial by Principal
Investigator and Institution (including but not limited to their employees, agents and/or any other
vendor subcontracted or engaged by Principal Investigator or Institution) (“Intellectual Property™)
shall be promptly disclosed to Veeda and Sponsor and shall be the sole property of Sponsor;
provided however, that Principal Investigator and Institution will have a fully-paid-up, royalty-
free, perpetual, nonexclusive right without the right to sublicense, to make, have made, and use
any Intellectual Property created here under for its own internal, noncommercial research,
noncommercial patient care, and academic purposes. Principal Investigator and Institution agrec.
upon Sponsor's written request and at Sponsor's expense, 10 execute such documents and to lake
such other reasonable actions as Sporisor deems necessary or appropriate 1o obtain patent or other
proprictary protection in Sponsor's name covering any Intellcctual Property. Sponsor may freely
assign its rights to and interests in any Intellectual Property to a party of the Sponsor’s choice.

6. PUBLICATIONS

6.1 General procedures. If Principal Investigator prepares any presentation or publication,
Principal Investigator is to provide Sponsor with a draft of the same for Sponsor's review and
comment at [east sixty (60) days prior to publication or presentation so that Sponsor may ascertain
whether any Intellectual Property or other patentable Subject matter or Confidential Informatios
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arc disclosed therein. Sponsor shall teturn comments to Principal Investigator within thirty (30)
days after receipt of the draft presentation or publication ("Review Period™). In addition, Principal
Investigator shall delay any proposed publication/presentation an additional sixty (60) days in
addition to the Review Period in the event Sponsor so requests to enable Sponsor to secure patent
or other proprictary protection ("Delay Period"). The Principal Investigator shall keep the proposed
publication confidential until the Review Period concludes and, if elected by Sponsor, the Delay
Period has expired. The Principal Investigator understands that, with respect to any proposed
publication or presentation, good faith consideration will be given to Sponsor’s comments with
due regard for Sponsor’s commercial and proprietary interests and at Sponsor’s request, any
Confidential Information will be deleted from such article or presentation. Notwithstanding the
foregoing, unless otherwise permitted in writing by Sponsor / Veeda, the Principal Investigator
shall not be permitted to publish Confidential Information. For the purposes of this provision,
Confidential Information shall not include the results of the Study. Institution shall have na right
to publish or present pursuant to this Agreement.

6.2 Multi-Center Studies. It is agreed and understood by Principal Investigator that Study is a
muiti-center study and an independent, joint publication is anticipated to be authored by
investigators in the muliti-center siudy, including Principal Investigator. Therefore, Principal
Investigator agrees not to publish,or present the results or any information derived from the study

without prior approval from the sponsor.
7. TERM & TERMINATION

71 Termination by Sponsor/Veeda. Veeda or Sponsor may terminate this Agreement (i)
immediately if the Study is terminated by regulaiory autherities or in the interest of public health;
or (ii) without cause at any time during the Term of this agreement on thirty (30) days prior written
notice to Institution and Principal Investigator.

7.2 Effect of Termination. Termination or expiration of this Agreement shall not attect any rights
or obligations which have accrued prior thereto. In the event of termination of this Agreement,
Principal Investigator and Institution shall complete the Study for then-enrolled Subjects where

required by accepted medical practice.
8. INDEMNIFICATION

8.1 Sponsor Indemnification. Sponsor shall indemnify Principal Investigator and Instilution,
(including Principal Investigator’s -and Institution’s affiliates, contraclors, agents, fellows,
employees and servants) (colléectively “Investigator Indemnitees") for any damages and liabilities,
including reasonable attorney’s fees incurred by Investigator Indemnitees as a result of any claim
or lawsuit against them arising directly out of the performance of the Study drug pursuant 1o the
Protocol (“Claims™); provided however Sponsor will not be responsible for and assumes no
liability for any loss, claims, and/or demands 1o the extent arising from any of the following: the
negligence or willful misconduct of an Investigator Indemnitees or any Investigator Indemnitees
failure to adhere to (i) the terms of the Protocol and/or this Agreement including any amendments
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thereto; or (ii) applicable federal, provincial, or local laws; or (iii) the written instructions relative
to the use of the Study Product.

82 Institution Indemnification. Institution shall indemnify, defend and hold harmless Sponsor
and Veeda (including Sponsor’s and Veeda’s affiliates, contractors, agents, feliows, employees and
servants) (collectively “Sponsor Indemnitecs”) from any and all losses, injuries, harm, costs or
expenses, including without limitation, reasonable attorney’s fees, incurred by Sponsor
Indemnitees that arise from the negligence or willful misconduct by Investigator Indemnitees (as
defined above in clause 8. 1) Principal Investigator and Institution shall carry professional
Indemnity Insurance and such other insurance required to indemnify under this clause, for the
duration of this Agreement and for a reasonable period (which is not less than 1 year) after
termination or expiration thereof, Principal Investigator and Institution shall provide the copy of
insurance as and when required by Vceda or Sponsof.

8.3 Obligation to Notify. The foregoing agreement to indemnify is conditioned upon the
obligation of the Indemnitee to:

(i) advise indemnifying party of any claim or lawsuit, in writing, within fifieen (15) days afler
Indemnitee has received notice of said claim or lawsuit, or within such other time frame so that
indemnifying party's ability and rights to defend or settle such claim or lawsuit, as determined in
Sponsor's sole discretion, are not prejudiced;

(i) Assist indemnifying party and its. representatives in the investigation and defense of any
lawsuit and/or claim for which indemnification is provided; and

(iif) Not compromise or otherwise settle any such claim or lawsuit on behalf of indemnifying party
without indemnifying party prior written consent.

8 4 Serious Adverse Event Reimbursement. Notwithstanding any other terms contained in this
Agreement, Sponsor will reimburse the Institution for any rcasonable, necessary and properly
documented medical expenses directly related to a Subject’s Serious Adverse Event (as the term is
defined in the Protacol, also referred to as an “SAE”) that is because of the administration of the
Study drug in accordance with the Protocol. Sponsor shall not be responsible for the
reimbursement of SAE costs that are the result of a) the negligence, misconduct, lack of adherence
to applicable law or breach of this Agreement by any agent/vendor or employee of the Principal

Investigator or Institution
9. DEBARMENT

9.1 Debarment and Exclusion. Institution and Principal Investigator certify that they are not
debarred or restricted from conducting clinical rescarch and will not use in any capacity the
services of any person dcbarred or restricted from conducting clinical research under applicable
law with respect lo services to be performed under this Agreement. Institution and Principal
Investipator also certify that they are not excluded from any governmental health care program.
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Institution and Principa! Investigator 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 Investigator and Institution will notify Veeda 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 Institution and/or Principal Investlgator becomes aware of any

material issues related to the medical licensure of any associated researchers. Institution and
Principal Investigator will Looperale with Veeda and/or Sponsor regarding any responsive action
necessary.

10. NOTICE

10.1 Notices. Except as otherwise provided herein, all- notices, consents, or approvals required
under this Agreement will be in writing delivered personally or delivered by facsimile, electronic
mail, first class mail, or by a commercial overnight courier that guarantees next day delivery when
possible (in the case of notice by facsimile or electr onic mail, a confirmation shall thereafter be
transmitted to the addressec by first class mail or by a commercial overnight courjer that
guarantees next day delivery), addressed as follows:

If to Veeda: !

Veeda Clinical Research Pvt. Ltd.

Address: Shivalik Plaza —A, 2™ floor, Nr. LLM., Ambawadi, Ahmedabad 380 015,
Attention: Dr. E. V&;nu Madhav

Phone: +91 79 30013000
Fax: +91 79 30013010

If to Principal Investigator:
Name: Dr. Mahesh Kalloli

Address: KLES Dr.Prabhakar Kore Hospital and MRC, Second Floor, Nehru Nagar, Belagavi —
590010, Karnataka, India.

Allention:

Phone ; +918312470400
Fax: +9183124930699

If to Institution:

Name: Dr M.V, Jali
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Designation: MD and CE |

Address: KLES Dr.Prabha!Jar Kore Hospital and MRC, Second Floor, Nehru Nagar, Belagavi —
590010, Karnataka, India. |

Attention: |

Phone: +918312470400 |
Fax: +918312493099 '

11, Miscellaneous |

11.1 Binding Obligations. Principal Investigator and Institution represent and certify that the terms
of this Agreement are valid and binding obligations are not inconsistent with any other contractual
and/or legal obligations théy may have, or with the policies of company with which it is
associated. '

11.2 Publicity. To the extent permitted by law or regulation, no party shall disclose the existence
or terms of this Agreement nor use the name of any other party, nor the names of other party’s
employees, in any publicity, advertising or announcement without the consenting party’s prior
written approval. i

11.3 Independent Contractor. Principal Investigator’s and Institution’s relationship to Veeda and
Sponsor under this Agreemfent is that of an independent contractor, Principal Investigator and
Institution have no authority to bind or act on behalf of Veeda or Sponsor.

11.4 Assignment. Principa:l Investigator and Institution may not assign this Agreement to any
other party, nor may it subcontract any of its services here under, without Veeda’s and Sponsor’s
prior written consent. Anyiattempted assignment without Veeda’s and Sponsor’s prior written
consent shall be null and void and shall, for the avoidance of doubt, constitute a material breach of
this Agreement.

11.5 Sub-investigators. Principal Investigator and Institution hereby agree that as to any
individuals identified on :the appli‘céble FDA Form 1572 or Investigator information and
Agreement Form as sub-investigators for the Study, Principal Investigator and Institution shall
ensure such individuals’ compliance with the terms and conditions hereof. ’

11.6 Entirc_Agreement. This Agreement contains the entire understanding of the parties with
respect to the subject matter herein and supersedes all previous agreements and undertakings with
respect thereto. This Agreement may be modified only by written agreement signed by the parties.

11.7 Governing Law. This agteement shall be governed by and interpreted in accordance with the
Indian laws. Any disputes arising in connection with this Agreement shall be resolved through
arbitration. The arbitrator shall be mutually decided among the parties. The arbitration shall be
conducted under the Arbitration and Conciliation Act of 1996. The place of arbitration shall be
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Ahmedabad. Each party shall bear its own costs of the arbitration unless the arbitrator otherwise

directs. |
|

11.8 Survival. Notwithstanding termination of this Agreement for any reason, rights and
obligations which by the terms of this Agreement survive termination thereof, shall remain in full
force and effect including but not limited to Section 4 (Confidential Information), Section 5

(Intellectual Property) and Sc:ction 6 (Publication).
|

11.9 Severability. 1f any of the provisions or a portion of any provision, of this Agreement is held
unenforceable or invalid by d court of competent jurisdiction, the validity and enforceability of the
other portions of any such provision and/or the remaining provisions shall not be affected thereby.

11.10 Conflict with Protocol. In the event of a conflict between the terms and conditions of this
Agreement and those of thci: Protocol, the Protocol shall control in matters of science and the

Agreement shall control in ay other matters.

|
11.11 Headings: Any headings, titles and captions used in this Agreement are for convenience and
reference only. They do not purport to, and shall not be deemed to, limit or extend the scope or

intent of the sections to whic;h they pertain.

11.12 PV/Institute will be responsible for facilitating the availability of site level Phlebotomist
dedicated for this study throughout the study duration.
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IN WITNESS WHEREOQF, the partics have executed this Agreement as of the date written
above. |
|

For, Veeda Clinical Rescareh Pvt. Lid.

Name: Dr. E. Venu Madhav
Title: COO

Date: 23 ﬁPTQJJE

For, Principal Investigator
/ i

Name: Dr. Mahesh Kalloli

Title: Principle Investigator

Date: 'H Apr 2ot ¥

|
For, Institute E\W
|

Name : Dr. M. V. Jali
Title: MD and CE

Date: 28 prpe 2ol !

Witness: j
é«ﬁ” :

Name: 5’\ eh o) WM J/{Q
Contact Details: Cf 5 5 ST 73 ¢
i 9
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SCHEDULE “A”

PROTOCOL

TITLL:

‘A multicenter, open label, randomized, balanced, two treatment, three period, three sequence,

reference replicate crossover, single dose, bioequivalence study of Capecitabine Tablets 500 mg of
ceutical Co., Ltd, China in comparison with XELODA® (Capecitabine) Tablets 500

Qilu Pharma
mg, Distributed by Genentech USA, Inc. following a single oral dose administration in adult

cancer patients under fed condition.”
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SCHEDULE “B”
STUDY BUDGET

All defined terms shall have the same meaning atiributed to them in the Agreement unless
otherwise defined herein,

Institution/Principal Investigator will be paid based upon the number of Subjects properly enrotled
and the visits completed by the Subjects as legibly, completely and accurately recorded in the
CRFs.

Sereen [ailure will be paid an amount of 5,000 INR respectively.
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a) Trial Badget

Ern

Cor 2 i 55

Principal Investigator Grant

Study coordinator grant
Phiebotomy Charges for Central lab sample
collection

“Phlebotomy: Charg_és for PK sample*

&l
i B G o

Local lab ANC and Platejet Count

Heamoglobix in local lab

International Norimalized Ratio

Urine Pregnancy Test 6o
Urine Drug screen test & Alcohol Breath Analyzer 150
ECG 500
L.2D Echo 1500
X-Ray Chest 500
Stationary, Phone, Courier and Fax charge 200
Hospitalization & Meal Charges ' 2500 v
Toie nstitutional Overhend 1200 1100 1500 1500 1500 1200 8000
\ 1 9700 13300 13200 13300 16300 70850
12753
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Patient Compensation 1600 1000 1000

1000

i000

1000

6000

* Phichotomy charges for PK sampling will be paid only if site phlebotomist is used.
** Prior to dosing on day 0 (can be done after Jast dose in period T & at local laboratory).

Note: Der Patient budget inclusive of all applicable taxes. Archival fee is 20,000/- Rs. for 5 vears.

Taxes:

1.

withholding tax (TDS) as applicable from time to time as.per the Income fax act. The TDS cettificates for the'withholdingtax will be-provided —---—-- -

at the end of the financial year.

e Patient compensation will be treated as a reimbursement and TDS will be not deducted from the patient compensation subject to production of
original bills and supporting documents (signed by patient) without any mark up by the Principle Investigator and Institution.
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i AlfaCorpusclesPyr.Lrd

'

fts?é
[ Office . 25/34, First Flaor, Factory . L-149, Sector-1
) East Patel N ‘
;/ C O P P Us 2 (_, L E S " & Negar Bawana Industrial Estate,
- peeng i New Delhi -110008, India. New Delhi -110039, India

T.+91 1143572941 T.+91 98131052589

CLINICAL TRIAL AGREEMENT

This Clinical Trial Agreement (CTA) is made in Dethi between Wlso called
the Company) 25/36, First Floor, East Patel Nagar, New Dethi 110008, India, represented by Dr. Atul
Sardana, Head of Research and Product Development (also called as the Principal Investigator)

[ AND

Dr. Dnyanesh Morkar - (M.B.B.5, M. D, DN.B.), (also called as Site Investigator) at KLEs Dr.

Prabhakar Kore Hospital & Medical Research Centre, Nehru Nagar, Belgaum - 500010, Kamataka,

India

AND
KLEs Dr. Prabhakar Kore Hospi.tal & Medical Research Centre, Nehru Nagar, Belgaum - 590010,

Karnataka, India (also called as Site).
AND

GDD Experts (India) Pvi. Ltd,, (also called as SMO) Ground Floor, Gulmohar Apartment, Opp.
Hislop College, Civil Lines, Nagpur-440001, Maharashtra, India

Whereas Alfa Corpuscles wishes to conduct the following Indian Council of Medical Research
(ICMR) (also called as the Sponsor) Funded Study with Dr. Dnyanesh Morkar as the Site Investigator

at the above mentioned site:

. Title: A Multicenter, open label, prospective study to evaluate safety and effectiveness of the safety
;T:oc developed by Alfa Corpuscles Pvt. Ltd. India in patients who require dose administration by
parenteral route using the syririge or phlebotomy procedure as a part of their treatment/ diagnosis
Protouol No.: 14-VIN-527

he objectives of the trial are to assess the effectiveness of safety syringe by evaluating usage,

acceptance, perception of safety & other determining factors on which consumers base their decision
‘for routine usage and to monitor the safety of the patients
1t is hercby agreed by and between Alfa Corpuscles Pvt. Ltd. And the Site Investigator here to

as follows:

|, The site of the trial would be KLEs Dr. Prabhakar Kore Hospital & Medical Researcqvﬁggtfé;-f\’j;_

Nehru Nagar, Belgaum - 590010, Kamataka, India.

(A=)

The trial will be conducted as per the provision of ‘Declaration of Helsinki’,

The Site investigator will be paid a sum of INR 750 / Syringe Use "-‘-;-.“ i ; x/ '

[P

4, Atotal of 333 Sub_]f:cts will be enrolled in the study for the Safety Syringe Arm and a total of

33 subjects wil 'be enrolled in the study for the Comparator Syringe Arm

w.ww.ug‘_,coﬂﬁi%ﬁia?ments will be dormmi,q;;.ihgggﬁgp,?%s}ggﬁ‘cn a-Monthly-basis-to-the. following

! Info@olfacorpuscles.com
account details Or. VLA Kothiwale
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- Payee Name /, Name of the account holder: GDD Experts India Pvt. Lid.

- Bank Name: \X18 BANK LTD g

- Account Number: 910020034162231

- Bank Addmsﬁ' AXIS BANK Ltd, M.G. House, Rabindranath Tagore Road. Besides
Board Office, Cmi Lines, Nagpur- 440001, Maharashtra, India.

- TFSC Code: UT]BOOOOG@S

- PAN Card Numbm. AADCGOI63Q

- GST Number:27AADCG0363Q1ZA

Role and responsibilities nf Dr. Dnyanesh Morkar (Site Investigator)

1} Toconduct the above' referemed Study as the Site Investigator.

2) The Site imfestlgalor has to complete 133 intramuscular administrations, 133 intravenous
administrations, 17 subcutaneous administrations and 50 phlebotomy procedures using the safety
syringe. The number c}f patier;t‘; can be increased by Alfa2 Corpuscles Pyt I.td.

3} The recruitment purod for the study is three months. The Company expects a total of 333
syringes dats from tho site during the recruitment peried. Any changes in achieving the target
enrolment would hawla to be discussed among all the 4 signatories and decisions to be made
accordingly. !

4)  The Site investigator should be aware of, and should comply with, GCP and the applicable Ethics

committee requirements.

Lo2)
Nt

The Site Investigator should be available and permit monitoring and auditing by the

representative of the| Company/ Principal Investigator, and inspection by the appropriate
|

authority |

|
6) The Site Investigator should ensure that all persans assisting with the study are adequately
|
informed about the protocol; the investigational product(s), and their trial-related duties and

'
'

functions, |

7)  The Site Investigator shou!d conduct the trial in complianee with the protocol agreed to by the
Spensor and Prmcspdl [nvestigator and, which was given approval/favourable opinien by [hc ,
IEC. ! : ff e

|

8) The Site Investigator shou!d not implement any deviation from, or changes of the protoco[

without agreement bv the Principal Investigator and prior review and ducumenté(‘j" H—‘
approval/favourable oplmmn from the IRB/IEC of an amendment, except where necessary (o
eliminate an immediate |hazard(s) to trial subjects,

9 The Site Investigator lIS responsible for obtaining and documenting informed consent, the
investigator should comlply with the applicable regulatory requirement(s), and should adhere to

GCP and to the cthical p’rincip]cs that have their orfain in the Declaration of Helsinki,

|
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10)

13}

14)

15)

16)
17)

All serious adverse evenis (SAEs) should be reported immedialely to the Principal Investigator/
Company except for those SAEs that the profocol or other document (e.g., Investigator’s
Brochure) identifies as inot needing immediate rcpoﬁiiag. The immediate reports should be
[ollowed promptly by detailed, written reports.

The Principal anestigat:or would like to have intermittent repart every as and when required
during the course of the study.

The Principal Envestigat!or would like to have all the documents of investigalions such as
completed case record Iforms, completed informed consent, investigation reports (i.e. source
documents)-if any, trial 1-:cpor‘ - with signature and stamp of the investigator.

Contents of the report diring the clinical trial should be kept confidential and not be revealed to
any other company in India or ouiside India without written permission from the Principal
Investigator. :

The data obtained duriné the trial wiil not be published by the Site Investigator. The Company
and the Principal Investigator will have the right to use this for publication of a research paper.

It case the Site Investigator fails to recruit the ‘agreed number of patients within the discussed
and agreed timelines thep the Site Investigator/Site will only be eligible for the payment for the
number of patients who é!:rc enralled in the study. e

Data obtained from the tl?‘ial should not be used for any other further comparison studies.
Undertaking will be taken from each member of investigating team (other than employees of

Alfa Corpuscies Pvt Lid

1'

mentioned above. |
|

) expressing total secrecy during & after research vis-4-vis the products

Role and respounsibilities of GDI Experts:

GDD Eaperts will be assisting PI in Trial Management, Project Management and Quality
Management. ,

Role and responsibilities of Alfa Corpuscles Pvt Ltd (Company) and Principal Investigator

1

2

The Company and Principal Investigator is respensible for implementing and maintaining quality

assurance and quality control systems with written SOPs and training to ensure that trials are™
- =

! L
conducted and data are generated, documented (recorded), and reported in compliance wrfgi.}j.tlhe /Z

protocol, GCP, and the applicable regulatory requirement(s). L -‘“ﬁ;r!ﬁ;'_ﬁ‘*i} ‘

L

The Company and Principal [nvestigator is responsible for securing agreement from all involved .
| w7

parties including Site Investigator and Site etc.
|
The Company and Prineipal Tnvestigator is responsibie to provide appropriately qualified

individuals to, to handle the data, o verify the darta, to conduct the statistical analyses, and fo
prepare the trial reports. :
The Company and Prineipal Investigator will be responsible for providing insurance to the study

subjects and Indemnification to the entire site if required
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5) The Company and Principal Investigator will  be responsible  for supplying the
mvebtlaamt‘(s)!mshtunon(s} with the investigational product(s)
6) The Company and P::ncxpat Investigator will be responsible for monitoring and auditing of the

study. |
1t is hereby agreed by and between Alfa Corpuscles Pvi. Ltd.(Company) and Dr. Honey Susan Raju

(Bite Investigator) to al[‘thc-tenns and conditions as mentioned in this agreement

Acknowledged and agreed on %Jehalf oLAlfft Corpuscles Pvt. Ltd, 25/36, First Floor, East Patel Nagar,
New Deihi 110008, India dr E

Vs
By: /st ; ;,

Name: Dr. Atul Sardana ‘qg’:'lpm_ /-’}L ;',f'
Title: Head of Research & Product ])evelopment
Date: 21A008/201%- gg\gws\@,c %

Acknowledged and agreed Qn behaif of KLEs Dr. Prabhakar Kore Hospital & Medical Research
Centre, Nehru Nagar, Bel gdum 590010, Karnataka, Indm

By;
’L \snw

Name: D, M, V. Jali 2~
Title: Medieal Director %{ l)
"Zﬁ

Date; >ﬂ;;[ {?

Acknowledged and agreed by Site Investipator at KLEs Dr. Prabhakar Kore Flospital & Medical
Research Centre, Nehru Nagar, _Belgaum - 590010, Karnataka, India

4

Naine: Dr. E)ny.mcsh Mor k.xr
Title: Site lnvestigaior ,
pate: Do Tum e @
Acknowledged and agreed on behalf of GDD Experts India Pvi. Ltd., Ground Floor, Gulmohar
Apartment, Opposite Hislop College, Civil Lines, Nagpur-440001, Maharashtra, India

By: \ﬁgf |

Name: Dr. Vinod Gyanchandani
Titie: Head- Clinical Operations

Date: @WH oy ’g 0V

Dr. V.A.Koié#e}e/
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Reliance Life Sciences Pvt. Lid. O

R-282, TTC Area uf MIDC, Thane - Belapur Road, R 1 .
Rabale, Navi Murnbai - 400 701, Maharashtra, INDIA- e lance

Phone: +g1-22-4067 8000 » Fax: +91-22-4067 8099 Life Sciences

CLINICAL TRIAL AGREEMENT

This Clinical Trial Agreement (the Agreement) is entered on the ‘Qf\ day of’i“‘éma between 1) Dr. Rekha
Mudhol {“Investigator”), Consultant Ophthaimologist, at KLES Dr.Prabhakar Kore hospital and Medical
research Cenlre 2} KLES Dr.Prabhliakar Kore hospital and Medical research Centre (“Institution”} having
its office at Neharu Nagar, Belagavi-590010, Karnataka, India, 3) Genesis Research (“SMQ"} Site
Management Organization having ils address at 4/22 , E Ward, Jadhavwadi, Kolhapur (M Corp), Karveer,
Kolhapur- 416005, Maharashtra, India and 4) Reliance Life Sciences Pvt. Ltd.; through its Clinical
Research Business ("Reliance"), with a registered office at Dhirubhai Ambani Life Sciences Cenire, Plol no.
R - 282, TTC Area of MIDC, Thane Belapur Road, Rabale, Navi Mumbai 400 701, India.

“|nvestigator”, “Institution”, “SMO™ and “Reliance” are hereinafter collectively referred to as ‘Parties” and

individually as a 'Party”.

PROTOCOL
NUMBER: RLS/OPTI2016/06

Prospective, muiti-center, randomized, double-blind, two-arm, parallel
PROTOCOL TITLE: group, active control, comparative clinical study lo evaluate efficacy and

safety of R-TPR-024 / Lucentis® in patients with neovascular (wet) age-
related macular degeneration.

STUDY PRODUCT: R-TPR-024 / Lucentis®

Spensor Reliance Life Sciences Pvt. Ltd.

INVESTIGATOR: Dr. Rekha Mudhol

KLES Dr.Prabhakar Kore hospital and Medical research Centre,

IN :
STITUTION/SITE Nehru Nagar, Belagavi, Karnataka 590010, India

WHEREAS, Clinical Research Business of Reliance Life Sciences is involved in clinical trials management and
relaled clinical development aclivities;

WHEREAS, Reliance wishes to engage the Investigator, SMO & Inslitute to carry out Sponsor designated
clinical study set out and described in protocol RLS/OPT/2016/06 and the Investigator, SMO & Institute is able
and willing to conduct a clinical tiial (the "Sludy"), in accordance with the above-referenced Protocol (the
“Protocol” and any subsequent amendments thereto) on the terms and conditions set forth in this Agreement.
Reliance wishes to contract with the Investigator & Institute for conducting the Study at the Institution.

WHEREAS, the Investigator, SMO & Instituie s willing to conduct the Study in accordance with the above-
referenced Prolocol and any subsequent amendments thereto and Reliance requests the Investigator to
undertake such Study;

Product: R-TPR-024
Protocol MNo: RLS:QPT/2016/06
Regd. Office: Dhirnbhai Ambani Life Sciences Centre, R-282, TTC Area of MIDC, Thane - Belapur Road, RiBale} of 21
Navi Mumbai - 400 701, INDIA. » Phone: +91-22-4067 8000 + Fax: 491-22-4067 8099. + Website: www.rellife.com
CIN : U24239MH2001PTC;306
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WHEREAS lhe Institution has engaged Genesis Research ("SMO"} a Site Management Urganization of

KLES Dr.Prabhakar Kore hospital and Medical research Centre authorized to facilitate the clinical trial

study, on behalf of the Instilution.

NOW THEREFORE, the parties have agreed as follows:

A

B.

Reliance hereby appoints the Investigator as principal investigator to conducl the portion of the Multi-
Center Clinical Study (referred to hereinafter as the "Study) that is to be conducied at the Institution
under the supervision and direction of the Investigator pursuant to this Agreement’. The Invesligator,
SMO and Institution agree to ensure that all associates, employees assisting in the conduct of the
Study and other study team members will be bound by the terms of this Agreement. The Investigator ,
SMO and Institution shall conduct the Study in accordance with: {a) the Protocol, (b} the terms of this
Agreement, {c) the Financial Agreement aitached as Appendix A; and any other the attachments
hereto, which are all incorporated by reference herein {the "Agreement”), (d) the International
Conference on Harmonization ('ICH') guidelines for Good Clinical Practices ('GCP’), Ethical Guidelines
for Biomedical Research on Human Subjects as prescribed by the Indian Council of Medical Research
2000 and all applicable laws and regulations and approval of the Ethics Committee {'EC') of the
Institution. The Investigator hereby warrants that he has the experience, capability and resources,
including, but not limited to, sufficien! personnel and equipment te perform the Study in a professional
and competent manner, and in strict adherence 10 the Protocol,

The Study will be conducted at the Institution under the direction of the investigator identified above.
The Invesligator, SMO and Institution will be responsibie {or performing the Study and for direct
supervision of any individual performing any portion of the Study at the Institution. In the event the
Investigator becomes unwilling or unable to perform the duties required for the Study conducted under
this Agreement, the Institution, SMO and Reliance shall attempl to agree on a mulually agreeable
replacement. In the event a mutually acceptable replacement is not available, then the Agreement may
be terminated by Reliance hereto in accerdance with Section 10 of this Agreement.

in consideration of conducting the Study hereunder, Reliance shall pay the Payee for the conducl of
the Study, in accordance with the budget and payment schedule altached as Appendix A to this
Agreement, with the lasl payment being made after the Investigator, SMO and Institution complete all
obligations hereunder, including the return of any Confidential Information as defined herein, and after
Reliance receives verification that all compleied case report forms (CRF's) have been completed and
dala quenes have been enlered and resoclved.

In the event that the Study does not slart or is terminated prematurely by Reliance,
Investigator/Institulion shall be entitied reimbursement for alf reasconable fees and expenses incurred
by the Investigalor/Institution/SMC up to the effective date of terminalion of the Study on the
production of bills to Reliance. The Investigator/Institution/SMQ will not be paid for Study subjects who
do not complete the Study unless the Study is terminated in accordance with Section 10
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E. Refiance shall execute an agreement with Central Laboratory, to perform ¢ertain Study-related
investigations for the Study. The Investigator agrees io cooperate with Central Laboratory and

their designated representatives in perfarming Study-related investigalions as specified in the

Protocol.
F. This Agreement will become effective on the date on which it is signed by the parties.
G. Investigator's signature below evidences Investigator's agreement that, prior to commencement of the

Study, hefshe shall read and ensure that he/she understands all information in the Prolocal and the
Investigator's Brochure, including the polential risks and side effects of the Study Product, and

understands the Applicable Laws and Requirements,

TERMS AND CONDITIONS

1. Conduct of the Study.

1.1 Before Commencement of Study. Before the Study commences, the Investigator shall make
necessary filings and obtain all necessary authorizations, approvals, favourable opinions and other regulatory
documentation required by the Protocol and “Applicable Laws and Requirements" (defined below), including:

a. Wrilten approval or favourable opinion from all relevant Institutional Ethics Commitlees or instilutional
review boards (the “Institutional Ethics Committee”) regarding the conduct of the Study, the terms of
the Protocol {including the Informed consent template}, recruitment procedures, and the other matters
designated for their opinion under the Protocol or Applicable Laws and Regquiremenls. Reliance will
assist the Investigator in making applications to the Institutional Ethics Commiltee by providing relevant
informalion and documentation

b. In addilicn, before participating in the Study, the Investigator shall sign and deliver to Reiiance an
Investigator's Siudy Underlaking in accordance with Appendix Vil to Schedule Y to Drugs and
Cosmetics Rules, 1945,, and such other applicable documents as may be required from Investigator
pursuant to Applicable Laws and Requirements, and Institution, Investigator and shall cause any co-
invesligators or sub-investigators to timely submit such documentation to Reliance.

c. The Investigator shall alse, prior to cormmencement of the Study, provide lo Reliance a copy of all {i)
requests for review, requests for authorization, and requests for opinion, (i) approvals, autherizations,
favourable opinions and any other opinions given by any of the Institutional Ethics Committee, and (iii)
any other documentation filed with and/or received from any Institulional Ethics Committee or

/
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d. Afler the conditions precedent sel forth in this Section 1.1 are salisfied, the Institution, and Investigator
shall commence the Study, and shall comply with the conditicns atlached lo the

authorizalions/approvals.

e. The Investigator will review and understand the information in the Investigator's Brochure, shall ensure
that all informed consent requirements as well as the procedures described in the Protocol in relation
to each Study patient are met. Invesligator will complete a CRF for each Study palient in accordance
with the procedure set ouf in the Protocol. Investigator will review and sign each of the CRF's o
confirm that they accurately reflect the data collected during the Study.

f.  Upon completion of the Study, investigator shall inform the Inslitution, Institutional Ethics Commitiee
and provide a summary of the Study report,

1.2 Site Visits. The Institution , SMO and the Investigator shail permit Reliance and their representatives to
visil the Study Sile during normal business hours, with reasonable advance notice, 1o review personnel,
procedures, and facilities; to discuss with Invesligator \he general obligations regarding the Sludy; to review
Invesligator's Sludy file and the forms used far data collection for completeness and adherence 1o the Protocol;
and lo ensure compliance with this Agreement and all Applicable Laws and Requiremenls. The Investigator
will promplly and fully produce all data, records and information relating to the Study, to Reliance and their
representatives and shall assist them in resolving any guesticns and in perfarming audits or reviews of original

subject records, reports or data sources.

1.2 Study Product.

a. Upon the receipt by Reliance of the written approval of the Institution's Ethic Committee Reliance shall
provide the Investigator, at no charge, with such quantities of the Study Drug as may be required for
lhe Study. The Investigator, SMQO and Institution shall have no liability for any failure to fulfill its
obligations as a result of unavaitability of the Study Drug. Upon completion or termination of the Study,
Reliance may retrieve all unused Study Drug and Study materials (such as unused laboratory kits) and
all Confidential Information {as defined beiow). The Investigator, SMO and Institution will keep full and
accurale records of who dispenses lhe Study Drugs, the quanlily dispensed and the quantity returned.
The Investigalor and Institution shall use the Study Drug being tested in connection with the Study,
solely for the purpose of properly completing the Study and shall maintain all Study Drug and Study
materials provided by Reliance in a locked, secured area at all times.

b. The Investigator shall be primarily responsible for the Study Product's accountability and will keep full
and accurale records of the use and disposition of the Study Product, including the delivery of the
Study Product to the Investigator's Site, the inventory at lhe Site, who dispenses the Study Product,
the quantity dispensad, and the quantity returned to the Sponsor or disposed. '
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c. Institution, SMO and Investigator shall comply with all Applicable Laws and Requirements governing
the dispesition or destruction of Study Producl and with instructions from the Reliance. If in case site is
not deslructing the P, all used and unused IP shall be refurn to sponsor along with copies of
accourtahility documents al the time of close oult or earlier as per sponsor's intimation.

14 Adverse Events. The Investigator shall report all adverse events, adverse reaclions, product
problems and any other reportable events or product use errors to the Reliance immediately and within the
timelines defined in the Protocol, and to report the same to the Institutional Ethics Committee in accordance
with the Protocol and Applicable Laws and Requirements, and shall otherwise comply with all Applicable Laws
and Requirements in connection therewith. Reliance shall ensure that an up-to-date Investigator's Brochure on
lhe Study Product is available for dissemination to the Institutional Ethics Commitlee, as well as subsequent
modificalions, if any, lo the Subject Information Sheet and informed consent template.

1.5 New findings. Reliance will promptly report to the invesligator any new findings that could affect the
safely of participants and the willingness of participants to conlinue parlicipation influence the conduct of the
study or aller lhe IRB's approval to continue the study. Those findings that could affect the safety or medical
care of the participants will be com:municated to the participants by the investigator. The invesligator will also
inform the participant when medical care is needed for an illness of which the invesligator becomes aware.

2. Recruitment. Subject to all necessary approvals being obtained, the Invesligator shall be responsible
for the recruitment of Rasearch Subjects in the Study. The Investigator shall use the Investigator's best efforts
to ensure thal Research Subjects fulfilling the Protocol criteria are recruiled, Invesligator shall ensure the
unbiased seleclion of an adequate number of suilable subjects according to the Protocol, and shall use besl
efforts to enrol at teasl 10 suitable subjects and shall Iimit enrolment of subjecls lo the maximum number
specified by the Reliance from time to time. Invastigalor acknowledges that Reliance reserve the right to limit
enlry or enrolment of subjects at any time on written notice to Investigator. Invesligator shall obtain the written
approval of the Institutional Ethics Committee and Reliance o the texi of any communication soliciting subjects
for the Study before placement, including, but nol limited to, newspaper and radio advertisements, direct mail
pieces, Internet adverlisements or communications, and newsletters, which communications must comply with
Applicable Laws and Regulations.

3. Enrolment; Notices; Informed Consent; Authorization:

31 Prior 1o enrolling 2 Research Subject in the Study, Invesiigator shall obtain (a) the Research Subjecl's
informed consent, as evidenced by a signed informed consent document evidencing the infarmed consent of
Research Subjects for participation in the Study, in the form approved by the relevant Institutional Ethics
Committee; (b) an Authorization (as defined and described below); and (c) such olher consenls as may be
required by the Protoco! or Applicable Laws and Requirements,

3.2 Institution, SMO and Investigator shall adhere o the principles of medical confidentiality and shall
comply with all Applicable Laws and Requirements reiated to the personal data of Research Subjects,
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including data privacy or data protection laws of the couniry in which the data originated. Investigator shall
obtain from each Research Subjecl and provide lo Reliance a wrillen consent and authorization valid under
Applicable Laws and Requiremenis {each, an “Authorization”) for the access, use, processing, storing,
disclosure and transfer of the Reséarch Subject’s personal data by and to (a) Institution, SMO, Investigator,
and their study team, (b) persons monitoring lhe Study and/or the Multi-Center Clinical Study or conducling an
independent valuation of the Study and/or the Multi-Cenler Clinical Study, (c) the representatives of the
Institutional Ethics Commiitee, (d) the Regulatory Aulhorities, and (e} Reliance and Central Lab and their
representatives and agenls, including third parties directly or indirectly performing services for Spoensor related
to the Study andfor the Multi-Center Clinical Study.

4, Confidential and Proprietary Information. All information {including, but not limiled to, documents,
descriptions, dala, CRFs, photographs, videos and instruclions), and materials (including, but nat limited to, the
Study Product), provided to the Investigator, SMQ and Institution by Reliance or Sponsor or their agents
{whelher verbal, written or electranic), and all data, reports and information relating lo the Study Product, the
Study or ils progress (hereinafter, the “Confidential Information”} shall be the property of Sponsor. The
Investigator, SMO and [nstitution will undertake to keep in strict confidence and not al any time to use other
than in the Study or to disclose or permil to be disclosed to any third party the data and results of the Study
and any informaticn provided direc{lly or indirectly by the Sponsor or Sponsors Representatives under this
Agreement. The Investigator, SMO and Institution shall keep the Confidential Information strictly confidential
and shall disclose it only to its employees invalved in conducting the Study on a need-lo-know basis. The
[nvestigator, SMO and Inslitution shall ensure that the immediate members of the staff and any co-investigator
who have access to Confidential Information are informed of its confidential nature and agree in writing to keep
it stricilly Confidential in accordance with the provisions of this Section 4. The cbligations of non-disclosure
siated in this Seclion shall be for a minimum period of ten (10} years after disclosure of said Confidential
Information to Investigator and for Institution and /or SMO under consideration for the provisions of sub-seclion
4 {a) - (f) inclusive, and these confidentiality obligations shall continue after completion of lthe Siudy, but shall
not apply to Confidential Information to lhe extenl that it: a) is or becomes publicly available through no fault of
the Investigator, SMO and Institution ; b) is disclosed to the Investigator by a third party not subject lo any
obligation of confidence; ¢} must be'disclosed to ECs or applicable Regulatory Authorities: d) must be included
in any Study subject’s ICF; e) is pubiished in accordance with Section 7 herein; or, f} is required to be disclosed
by applicable law. .

5. intellectual Property Rights - Al intellectual property righls existing prior {o the date of this Agreement
will belong to the Party that owned such rights immediately prior lo the date of this Agreement. Neither Party
will gain by virtue of this Agreement any rights in or ownership of copyrights, patents, trade secrets, trademarks
or any other inlellectual property rights owned by the other party. The Investigator, SMO and Institution hereby
agree that the Sponsor shall own all intellectual property rights arising out of the Study and relaled 1o the Study
Drug, including any rights with respecl lo any discoveries, inventions, whether patentable or otherwise and
which relates to the malerials and arising as a result of the Study. The Investigator, SMO and Institution will, at
Sponsor's expense, execule any documents and give any teslimony necessary for Sponsor to effect the

Produet: R-TPR-024 i
Proocol No: RLS/QPT2016/006
Paga 6 of 21

Dr. VA Kothiwale 1 7 6
Registrar
KLE Azazemy of Kigher Educalion and Research,
(Dee:ned-ig-bt-Urdvmsnty u's 3ol the UGC Act, 1856)
gelagavi-590 010,Kamataka



transfer of the title of such property,i obtain patenls in any countf’y or to otherwise protect Sponsor's interests in
such inventions. The Investigator, SMO and Institution shall have exclusive ownership of any inventions or
discoveries conceived by the Investigator, SMO and Inshtutlon during the course of the thal are wholly
unrelated to the Study Drug and Proloco[ and do not arise in whole or in part from the Study or any Confidential
Information, but the Investigator and Institution shall offer the Sponsor the right of first refusal 2s to any sales ar
licenses of such inventions. The In,vest[gator, SMO and Institution agree to comply with any applicable data
privacy or data protection legislation of the country in which the data_originated.

|
6. Study Records :
|
6.1 The Investigator shall prepare, maintain and retain complete, accurate, and legible source documents,
regulatory documents, and other written records, accounts, notes, reports, and data relating to the Study
{collectively, “Records™, including CRFs and including all documentation and records concerning the Study
Site, the solicitation, screening, evaluat:on enrollment and testing of subjects {inciuding the relevant portions of
other pertinent records concerning such subjects, all queries raised by the subject during the informed consent
administraiion and {he responses p:rovided 1 the procedures, tests and other activities performed during the
Study; results and interpretations, | including statistical analyses if required; and all financial {ransactions
related to the Study. Further, the Investlga“{oﬁ snalre—ﬁsure that the data reported on the CRFs that is derived
from source documents is consistenl with the source documents, and discrepancies, if any, shall be explained.
All original CRFs shall be made avallable to the Reliance in a timely manner throughout the performance of the
Study. CRFs shall identify the Research Subjects by randomization number and/or screening number assigned
to the subjects rather than by the subjects name(s}, personal identification number(s) and / or addresses.
|
The Invesligator shall relain the Records of lhe Study, including either the original of all volunteer
consent forms, for the longer of: |
(i} lwo (2) years after tt;we date of the last approval of a marketing application in an ICH region and
until there are no pending or contemplated marketing applications in an ICH region for the
Study Product in the indicztion being investigaled.
(i) two (2) years after the Investigator is notified by Sponsor that the clinical development of the
Study Product has bieen formally discontinued; and
(iii) as may be required :under the appiicable Indian laws and regulations.
6.2 Investigator shall maintain, s'tore and transmil any Records that are electronic records in a validated
database and in accordance with Indian regulations, and any other Applicable Laws and Requirements. In no
event shall Investigalor remove any Records from the Sludy Site or destroy any Records without the prior
written consent of Sponsor. Upon efxpiration of the applicable retention period, Sponsor shall, upon Institution
or SMO or Investigator's requesl',l. direct that such Records be delivered to Sponsor or Sponsor's
representative, be desltroyed, or be retained by Institution//Investigator, and Institution/Invesligator shall
comply with Sponsor's directions,
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7. Publication. The results of the Study including all obtained data will be the property of the Sponsor.
The Investigalor, SMO and Instituiion should nol publish or communicale lhe data in nublic without written
authorisation by the Reliance Unpublished data should nol be disclosed lo any third party by the Investigator,
SMO and Institution without the written approval of the Sponser. The Investigator and for Instilution andior
SMO may have access to the Stu:dy data resulling solely from his/her participation in the Study for purely
scienlific or educational purposes, but unless previously explicitly permitied in writing by the Reliance he/she
may no! use the data for any commﬁercial purposes. Investigator may pubiish or otherwise disclose the results
of the Stucy provided that Invesligator provides a copy lo Reliance, at least sixly (60) days prior ta disclosure
or submission to any third parly, for review and comment. Within this sixty (60) days period, Sponsor shall
review the proposed publication or release to determine whether it contains Confidential Information (as
described in Section 4 ), whether Sponsor desires to file patent applicalions on subject malter contained in the
proposed publication or release or ,to ensure the gccuracy of the information contained in the publication or
release. Upon receiving any notification from Sponsor requesting deletion of Confidential Information,
requesling correction of inaccuracies, or requesling a delay in publication to allow the fiing of palient
applicalions before publication or release, Investigator shall take the requested action: however, any delay in
publication shall nat exceed one hundred and twenty (120} days after Investigator takes the requested action.
|
8.  Subject Injury Reimbursement
|

8.1 Subject to Investigator and; Institution's indemnification obligations under Section 11.2. if a properly
enrolled Research Subject suffers @ "Research Related Injury” as a direct result of taking part in the Study,
Sponsor agrees lo reimburse Institution and/or Investigator for the actual cost of diagnostic procedures,
medical trealmenl necessary to treatia Trial Subject injury in accordance with the Protocol and provide financial
cempensalion to the research subject as per the order of the licensing authorily under rule 122 DAB of Drugs
and Cosmetics Rules 1946 in case :of Trial Subject’s injury and/or death. Institulion and Invesligator agree {o
provide or arcange for prompt diagriosis and medical treatment of any medical injury experienced by a Trial
Subject as a resull of the Trial Sut:)ject's participation in the Trial. Institution, SMO and Investigator further
agree fo promptly notify Sponsor ¢f any such medical injury. For purposes of this Agreement, the term
"Research Related Injury” means pﬁysical injury or ill effect, disability whether temporary or permanent and
serious or otherwise caused by the'Products or procedures prescribed in the Protocols, which are different
from the medical management the Research Subject woulid have received if he had not participated in the

sludies.

|
9, Inspection and Debarment.
9.1 Investigator, SMO and Institution shall cooperate with any government inspection or audit of the Study
site or records. The Investigator, SMO and Institution agree to communicate in writing or contact by telephone
or fax Reliance prior to any ccmmumcatlon or meeting with any Regulatory Authority relating to the Study, and
the Investigator, SMO and Institution would provide the Regulatory Authority only with information approved for
disclosure by Reliance. The Investigator, SMO and Institution agree, upon reasconable notice, (o disclose, from
|
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lime to time, for inspectionfaudil by representatives of Reliance andfor national or international Regulatory
Authorities, all such report forms and further documentation and information used andior generated in the
Study. The Investigator, SMO and Institution shall immedialely notify Reliance of, and provide Reliance copies
of, any inquiries, correspondence or communications to or from any governmental or Regulatory Authorily
relaling lo the Study, including. but not limited 1o, requests for iﬁspection of the Institution’s facilities, and the
Investigator, SMO and institution shall permit Reliance to attend any such inspections. The Investigator, SMO
and Institution will make reascnable efforts to separate, and not disclose, all confidential materials that are not
required to be disclosed during such inspections, excepl as required by law. The Investigalor, SMO and
Institution shall also arrange for access by such individuals to source data and shall be responsible for
obtairing the informed consent of Study subjects lo such disclosure of personal medical data and records, if
required by law, and if not expressly granted by Lhe subject in the signed ICF.

9.2 The Invesligator and/or Institution and/or SMO shall permit the representatives of Reliance to visit the
premises on which the Study is being conducted and arrange/ grant access to laboratories and facilities used
in conneclion with the Study, at periodic intervals at a mutually agreeable time.

83  The Investigator. SMO and Institution shall permit the Reliance to inspect and audit the study. The
Investigator, SMO and Institulion shall be responsible for maintaining essential Study documents for the lime
and in the manner specified by current ICH-GCP guidelines, local laws, and Sponsor requirements and shall
lake measures o prevent accidental or premature destruction of these documents. In the event the Investigator
leaves an Institution or otherwise changes addresscs, lhe Invesligator, SMO and Institution shall promptly
natify the same (o Reliance.

9.4  The Investigator, SMO and Institution represents and warrant that neither lhe tnvestigator nor the
Institution nor any of the employees, agents or other persons performing the Study under the Investigator's
direction, has been debarred, disqualified or banned from conducting clinical trials or is under investigation by
any Regulatory Authority for debarment or any similar regulatory action in any country, and the Investigator or
Institution shall nolify Reliance immediately if any such investigation, disqualification. debarment or ban
oceurs.

10.  Study Term and Termination.

10.1  This Agreement shall be effective upon the date it is signed by all the parties and shall continue in effect

lih the completion of the Study as mentioned in the Protocol, unless terminated earlier by the parties as given

below:
a. Reliance may terminate this Agreement with prios written notlice of 30 days to the Investigator/
Institution for reasons inctuding but not limited to any of the following occurrences:
i) If no subjects are recruited by the investigator within 30 days of the site initiation; or
ii) No recruilment is done by the Investigator for a period of 45 consecutive days; or
} _ -
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iy if, no patients have been enrclled or the Invesligator recruits no patients or recruits such a
low number (less than 2 in number) of patients that it can be assumed that the agreed
number of patients will not be reached during the planned recruitment phase;

iv)  Sponsor terminates the Study or the Study Drug or the indication is discontinued;

v) Itis proved that the dosage used for the Study no longer seems to be justified;

vi) A regulalory authority or other pertinent institution decides to terminate the Study in this
Institution or as a whole;

vii}  The Investigator/ Institution/SMO fail to adhere to the conditions of the Protocal and the
requirement to complete CRF data according to the Guidelines for Good Clinical Praclice.

b, Should the Investigatorfinstitulion/SMC recognize, with reasonable discretion, that continuation of
the Study is no longer medically justified, due to (i) unexpected results (i} the severity or
prevalence of serious adverse effects or (iii) the efficacy of the treatment with Study Drug appears
to be insufficient; then he/ she will promptly notify Sponsor as well as lhe Institutional Ethics
Committee in writing. SHould Reliance or the Institutional Ethics Commiltee agree that continuation
is nol justifiable; the Investigater/Institution/SMO may arrange immediale termination of the Study.

C. Whichever party terminales the Study early shall provide the other parties with a written statement
of its reasons for doing so. Reliance will nolify Reguialory authorilies as appropriale of early

termination, excepl that the Investigator will notify the Institutional Ethics Commiltee.

10.2 Effect of Termination Upcn receipt of natice of termination, the Investigator shall immedialely cease
any patient recruitment, complete all outstanding Case Report Forms and return to Reliance all
documents/equipment (il any) provided by the Reliance under this Agreement and following the specified
termination procedures, ensure thal any required subject follow-up procedures are compleled, and make all
reasonable efforts to minimize further costs. In the event of early termination Reliance shaill make a final
paymant for visits or milestones properly performed pursuant to this Agreement in lhe amounls specifiéd in the
Payment Schedule (Annexure A} provided, however, Ihal ten percent (10%) of this final payment will be
withheld until final acceptance by Sponsor of all completed CRFs and ail dala clarifications issued and

salisfaction of all other applicable conditions set forih in the Agreement.

10.3 Reliance shail not be responsible lo the Investigator, SMQ or the Institution or for any lost profits, lost
opportunilies, or cther consequentiai damages arising out of lhis Agreement. [f a material breach of this
Agreement appears to have occurred and termination may be required, then, subject to subject safety,
Reliance may suspend performance of all or part of this Agreement, incluging, but not limited 1o, subject
enrolimeni.

11. Indernnification; Claims and Disclaimers.
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11.1  Reltance agrees to indemnify, defend or cover costs of defense for, and hold harmless {"Indemnify”) the,

Principal Invesligator, the Institution, SMO its officers, agenls, and employees; and the IEC that approved the
Trial (collectively, “Indemnified Parlitles") against any claim filed by a third party for damages, cosls, ltabilities,
expenses o the extent that it re!atesi to the death of a Subject caused by a) the administration of the Sponsor
Drug andfor Comparator Drug; (b) by a properly-performed Protocol-required procedure;, provided, however,
that Reliance will not indemnify or hold harmless the Indemnified Parties for any Liabilities arising from any
injuries or damages lhat are a result |of:
(i) the negligence or intentjonal misconduct of any of the Indemnified Parties and/or
(i) any activities conducted contiary to the provisions of the Protocol or outside the scope of the Protocol;
or information supplied by Sponsar andfor generally accepted medical standards and the applicable
SOPs; andfor !
(iiyany negligence, omission, or Willful misconduct by any Indemnified Parties in the performance of their
obligations under this Agreement and/or,
{iv) failure to have complied with all dosage and other specificalions, direclives and recommendations
furnished by the Sponsor rorllhe use and administration of the Study Drug and/or

(v) failure to have complied with all apglicable laws, rules, and regulations,
However, Reliance's indemnificalion obligalions are subject to the following conditions:

a. The Research Subjecls invol:ved gave an adequate written informed consent and was provided prompt
diagriosis and appropriate m!edical care following the occurrence of the injury;

b. The Reliance receives no!ic:e of the applicable, diagneosis, care initialed and care anticipated 10 be
necessary and all appropria:te follow-up reports; and Reliance are promptly notified in writing of any

such claim or suit;. '

9]

. Indemnified Parties reasonab[y cooperates with Sponsar and its legal represeniatives in the defense of
any claim, suil. demand, action or other proceeding covered by this Agreement; and
d. permits Sponsor (0 select and retain the right to defend any claim or suit in any manner it deems
appropriaie, including retainirhg a counsel 1o represent the Institution Indemnities and
e.. The indemnilication obligations ahbove shali nol apply to amounts paid in seftlement of any claim,
demand, action or olher proceeding if such settlement is effected without the consent of the Sponsor.

Reliance's indemnification obligations do not apply to any complication of an underlying illness or any other
|
injury that any Research Subjects may experience during the course of the studies that is not direclly related to

the Study Drug. i
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11.2 Investigator Institution and éMO shall indemnify, defend, and hold harmless Reliance and each of
their respective affiliates, directors, Eofficers. employees, contractors, and agents from and against any loss
claim or demand arising from the following: (i) injuries or damages resulling from lhe negligent or willful
misconduct of the Investigator, SMO and Institution or any of their respective affiliales, directors, officers,
employees, contractors, and agents,: including any co-investigators or sub-investigators performing the Study;
or the failure of Institution and/er Investigator or any of their employees, contractors, and agents, including any
co-investigators or sub-investigators) (i) to comply with the Protocol or written instructions of Reliance or any
Applicable Laws and Requirements;; or (ii} any breach by Institution, SMO or Investigalor of any of their
respective obligations under this Agreement, including but nol limited to any failure to comply with the-Protocal
or any Applicable Laws and Requireirnents or (i} an;/ case in which the Investigator fails to obtain an informed

consenl form in compliance with lhelierms of this Agreement or otherwise fails o comply with lozal or national

laws or reguiations provided:
[nvestigator, SMO and Instituticn promptly notified in writing of any such claim or suit;
Sponsor coaperale fully in the invesligation and defense of any such claim or suit;
¢. Investigator, SMO and Instit:ution retain the right to defend any claim or suit in any manner it deems
appropriate, including the right to retain counsel of its choice; and
d. Investigator, SMO and Instltbtion shall have the sole right lo settle the claim; provided, however, that
Investigator shall not admit fz;ault on Sponsor's behalf without Sponsor's advance written permission.

11.3  The Investigator, SMO and Iﬁstitution shall prampily notify Reliance in writing of any claim of illness or
injury actually or allegedly due lo an adverse reaction o the Study Product and allow Reliance to handle such
claim (including settlements} as pe'r the guidelines of regulalory authorities, and shall cooperate {ully with
Sponsor in its handling of the claim. |

11.4  Inslitution, SMO and Investigiator acknowledge that the study product is experimental in nature, is not
for commercial use, and is provided "as is" without any warranly, representation or undertaking whatsoever,
express or implied, including, without limitation, any warranty of merchantability, fitness for a particular
purpoese, or non-infringement. Relialnce shall not under any circumstances be responsible or liable under this
agreement for any indirect, incidental, or consequential damages (including without limitation damages for loss
of profit, revenue, business, or data), even if the parly has been informed of the possibility of such damages.
[

12.  Financial Disclosure. Reliance may withhold payments if it does nol receive a completed form from
each such Investigator and sub-lnvéstigator. The Invesligaler shall ensure that all such forms are promplly
updated as needed to maintain lheilr accuracy and completeness during the Study and for one year after ils
completion. The Investigator, SMO and Institution agree that the completed forms may be subject to review by
governmental or regulatory agencieé, Sponsor, Reliance and their agents and Institutional Ethics Committee.
Whenever the investigator discleses a financial interest, the nature of financial disciosure will be reviewed by
the Project Manager of Reliance and the same shall be reported to the sponsor.
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13.  Insurance: Each parly shall maintain types and levels of insurance or olher adequate forms of
protection consisienl with indusiry standard and sufficien! lo salisiy its respeclive obligations under this

Agreement, Each party shall provide the olher party wilth a certificate of insurance upon request.

14.  Shipping of Dangerous Goods and Infectious Materials. The handling, packaging and shipment of
dangerous gocds and infectious materials {including infectious specimens) are subject to local and national

laws and regutations.
15. Publicity.

15.1  Salicitation of subject: Reliance and Institution Institutional Ethics Commiltee shall approve in writing,
the text of any communication soliciting subjects for the Study before placement, including, but not limited to
newspaper or radio advertisements, direct mail, internet adverlisements or communications, and newsletters.

Such communication must comply with applicabie laws and guidelines.

15.2 Press Releases: Reliance shall approve, in writing, press statements by Investigalor and Institution
regarding the Study or the Study Drug before the statemenlts is released.

15.3 Enquiries from media and financial analysts: During and after the Study, the Investigator, SMO and
Institution may receive enquiries from reporters or financial analysts. Investigator and Institution confer with
Sponsor and the Reliance authorised signatory to this Agreement named beiow or other named person in the
same position of employment al that time at Reliance Life Sciences Pvi. Ltd. Dhirubhai Amhani Life Sciences
Centre, Plot no. R - 282, TTC Area of MIDC, Thane Belapur Road, Rabale, Navi Mumbai 400 701 hefore

responding to such enquiries.

15.4 Use of Name: Investigator, SMO and /or Institution or any of the Investigator and Instilution’s trained
stafffemployees, agents or other persons perferming the Study under the Investigator's direction will not use
Reliance’s ' name or the names of Reliance employees in any adverlising aor sales prometional material ¢r in
any publication without the prior wrilten permission of Reliance. The Sponsor and Reliance shall not use the
name of the Investigator, SMO or Institution and their employees in any sales promotional material or in any
publicaticn without written permission from the Investigator, SMO and Instilulion.

16.0 Additional Contractual Provisions.

18.1  In conducling the Study, the Investigator, SMO and Institution shall be an independent conlractor and
shall not be considered the partner, agent, employee, or representative of Reliance and the Investigator and for
Institution and/or SMQO has no authorily lo bind Reliance to any contract or commitment unless specifically
aulhorized to do so in writing. This Agreemenlt, including these terms and conditions, constitules the sole and
complete agreement between the Parties and replaces all other written and oral agreemenis relating to the
Sludy.

. - PR i / i
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16.2 The following provisions shall survive the lerminalion or expiration of this Agreement; Section 4
{Confidential and Proprietary Inforr:nalion),‘ Section 6 {Study Records), Section 7 (/Publication); Section 8
{Subjecl Injury Reimbursement); $ecli'on 11 {(Indemnification; Claims and Disclaimers) and Section 15

{Publicity/Use of Names) |
|

16.3  Amendments No amendmelnts or modifications to this Agreement shall be valid unless in writing and
signed by all the Parties. Failure to enforce any term of this Agreemenl shall not constitule a waiver of such
term. If any part of this Agreemen:t is found to be unenforceable, the rest of this Agreement wiil remain in
effect. This Agreement shall be binding upon the Parties and their successors and assigns.

16.4 During the term of this Agreement, neither Investigator, nor Institution or SMO shali directly or indirectly
conduct study related clinical trials as set out in the protocol no. RLS/RES/2016/01 and any subsequent
amendmenis thereto or participate :in the study which is same or similar to the sponsor designated study of
Reliance mentioned in this CTA, witr:mut prior written approval of the Reliance.

16.5 Reslrictions on Assignmenl.: Neither Party will assign or transfer any rights or obligations under this
Agreement withoul the prior wriller!l consent of the other Parties, which cansent shalt not be unreasonably
withheld. :

16.6 Conlflict of interest, lnvesligaitor, SMO and Institution warrant and represent thal the Invesligator has rio
obligations, contractual or otherwise:, that would conflict with its entering into this Agreement. Investigator, SMO
and Institution further agree thal subseguent to execution of this Agreement, the tnvesligalor and for Institution

|
and/or SMO will undertake no obligations that would contlict or interfere with its performance hereunder.

16.7 Nolice: Any nolices that either Party may be required to give the other shall be deemed to be duly
given when mailed by certified or registered mail, postage prepaid, to the other Parly al the addresses first
given above or to such other addresses as the Parties may direct in writing. Any notice or olher communication
required or permitted under the Ag'reernent shall be in writing and will be deemed given as of the date it is

received by the receiving party. i

16.8 Governing Language: The. contreliing language of this Agreement and all related documents,
correspondence and notices shall'be in English. This Agreement shall be governed by and construed in
accordance with the laws of India without conflict of laws and principles.

[
16.9 Arbitration. Any dispule, cor'wtroversy or misunderstanding between the Parties arising out of or related
lo this Agreement or any breach thereof shall be mutually settled by the Parlies between their authorized
representatives within a period of thirty days. In case, the dispute is not setled within a period of thirty days by

the authorized representatives, the same shali be submitied to arbitration in accordance with Arbitration and
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Conciliation Act, 1996. Parties shall appoint a sole arbitrator, mutually agreed by the Parties or panei of
arbitrator as required thereto. The place of Arbitration shall be at Mumbai and the language shall be in English.
Each party shall bear its own costs of lhe arbitration unless the arbitrator otherwise directs, Any award
rendered by the arbitrators shall be in writing, shall be the final binding disposition on the merits, and shall not
be appealable to any court in any jurisdiction. Judgment on an award rendered may be entered in any courl of
competent jurisdiction, or application may be made to any such court for a judicial acceptance of the award and

an order of enforcement, as appropriate.

16.10 The Parties waive any right (hey may enjoy under the law of any nation to apply 1o the courts of such
nation for relief from the provisions of this ltem or from any decision of the arbitrators. In the event a court of
competent jurisdiction determines that this Agreement is invalid ar unenforceable for any reason, this provision
shall not be affected thereby and shall be given full effect withoul regard to the invalidity or unenforceability of
the remainder of this Agreement. Notwithslanding anylhing hereint seemingly to the contrary, any party may

seek injunctive relief from a courl of competent jurisdiction to prevent or limil damage to thal party's intellectuat

property.

16.11 Counterparts, This Agreemenl may be execuled in any number of counterparts, each of which shall be
deemed an original and all of which shall constitute the same instrument. This Agreement shall be effective
upon full execution by facsimile or ariginal, and a facsimile signature shall be deemed to be and shall be as

elfeclive as an original signature.
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ACKNOWLEDGED AND AGREED BY RELIANCE LIFE SCIENCES PVT. LTD:

By:

Name: Ms. Qila Joseph

Title: SVP, Reliance Products Clinical Research Group

Date: 09 WN(@/

ACKNOWLEDGERD AND AGREED BY INVESTIGATOR:

By: £
Name: Dr. Rekha Mudhol

Title: Consultant Ophthalmology

ACKNOWL%;;D AND AGREED BY THE INSTITUTION:

By: Jf_/
Name:ba M.V, 'Ta_b'
Title: MDB £ Ce
Date: 24 May 201&

ACKNOWLEDGED AND AGREED BY SMO:

Name: CCCH@S‘:S QGS eaﬁclq
Date: 10 may 201§
/
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Payee:

Appendix A to Clinical Trial Agreement

Invesligator and Institution have designated “Genesis Research (“SMG")" as a Payee to receive all the

payments under this Agreement. The details of the Payee designated to receive all of the paymenis for the

services performed under this Agreement
PAYEE NAME: Genesis Research, kolhapur

4122 , E Ward, Jadhavwadi, Kolhapur (M Corp), Karveer,
PAYEE ADDRESS: Kolhapur- 416005, Maharashtra, india

CQJPP0528D

TAX ID NUMBER (PAN Number)

GSTIN

27CQJPP0528D1ZX

The paymenis will be made by account payee Cheque in favor of the Payee Genesis Research (“SMO”} in

Indian Rupees.

The Parties agree that the payee designaled herein is the proper payee for this Agreement, and that payments

under t

his Agreement will be made only {o the designated payee ("Payee”).

Agreement Clauses

1}

2}

3)

For the amounl designated as per-patient budgel, the Payee will receive paymenl cnly for the actual
number of visits and procedures performed in accordance with agreed upon procedure fees outlined in
the financial agreement; such compensalion is limited to payment for the number of patients who have
completed these visits as per the Protocol, unless Reliance has given the Payee wrilten approval to
enroll additional Study subjects or extend the enroliment period.

To be eligible for payment, the procedures must be performed in full compliance with the  Protocol and
the Agreement, and the dala submitted must be complele and correct. For data to be complele and
correct each Study subject must have signed an EC-approved ICF document, and all procedures
designaled in the Protocol must be carried out on a best effort basis; omissions must be satisfactorily

explained.

Reliance will reimburse the Payee, in accordance with the attached budget and payment schedule. The
final payment will be made by Reliance lo the Payee upon final acceptance by Reliance of all
completed CRFs, all data clarifications issued, the receipl and aporcval of any oulstanding regulalory
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documenis as required b)? Reliance. the return of all unused supplies to Reliance, and upon
satisfaction of all other applicable conditions set forth in the Agreement.

4) Other than the final payme'nt, Reliance shall not issue any payment for a tolal amount less than
Rs.1000/- If the amount dué in any given period is less than Rs.1000/-, such amount shall carry over
without payment to the next payment period.

5) Major, disqualifying Protocol Viclations are not payable under this Agreement.

B) Matters in dispute shall be pa'yable upon mutual resolution of dispute.

|
If Reliance requests the lnves{igatoir's attendance at a Study-starl up meeting or other meeting necessary o
provide the Invesligator with information regarding the Study or Study Drug, Reliance shall reimburse the
amount of reasonable and neceséary travel and lodging expenses that may be incurred to attend such
meeting(s) and that have been spécifical]y approved in advance by Reliance. Reliance shall make such
reimbursements within thirty (30) days of receiving acceptable detailed documentation of such expenses
provided that Reliance receives such documeniation within sixty {(60) days of the date that the expenses were
incurred. |
!
Payments shall be made as described in Appendix A and the rales agreed to between the Parties, as per the
milestones described in the budget and payment schedule. Original invoices must be submilted lo Reliance at

the following address for reimbursement:

Reliance Life Sciences Pvi. Ltd., '

Dhirubhai Ambani Life Sciences Cer;ltre,

Plot no. R-282, TTC Area of MIDC, |

Thane Belapur Road, !

Rabale, Navi Mumbai 400 701 !
Attn: Kamlesh Londhe |, Tel: 022- 6767 8213, Fax: 022-6767 8099
|

The Payee will have 15 days from tr%e receipl of final payment to dispute any payment discrepancies during the

course of the Study. !
[

Taxes !

All payments shall be made net of ir"lcome tax as per the Income tax act applicable at the time of payment. The

TDS certificates for the income tax deducted will be provided in accordance with Income Tax Act 1961.

|
|
|
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Appendix A - Budget & Payment Schedule
A.1. FINANCIAL SUMMARY {Unit Cost/Visit)

Protocol: RLS/OPT/2016/06

Investigational Product: R-TPR-324

A.2 Per Visit Payment schedule:

R “Glinicat Trial Budget.

Project Name: Ranibizumab
Project Code KO71
Name of Fl Dr. Rekha Mudhol

Investigator fees

6,250

1 Principal Investigator 4.000
2 Clinical Research Coordinator 2,000
3 Phlebotomist (for PK and PD samples) 250
Patient related expenses 3,100
1 | Travel reimbursement 500
2 Hospitalization charges 2,500
3 Consumables 100
Administrative overhead-

25% 1,000

.Laboratory Testing
.Charges :
‘[ Investigation: = - " ..
Ocular Examination Inciuding visual acuity
T Test 500
2 Slit Lamp Examination 500
J Tonocmelry 500
4 Optical coherence tomography 2,000
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| Total Budget
. . , Patient . .
Visit Sub visit Investigator Ldl)({rator_\ related Administrative TOTAL
fees Test . Overheads
: expenses
Screening 6250 3500 300 1000 11250
0 hrs 6250 1500 3000 1000 11750
Dav 0 6hrs 250 0 0 0 250
o 12hrs 250 0 0 0 250
24 hirs 250 0 0 0 250
Day 2 48 hrs 250 0 600 0 850
Day 7 6750 1500 500 1000 9750
(predose |
Day 30 third 6000 3500 500 1000 11000
(Wd) ) .
dosing) !
Week 8 [Fimiaiiine 6000 3500
Week 12 [ 6000 3500
Week 16 [ 6250 3500
Week 20 [SESi iy 6000 3500
Week 24 [alREethc 6250 3500

Note:-

* Patient related expenses (invesli'galion, travel expense etc will be released as per actual number of visits
completed by patients afler monitor's verification and as per the statement provided by the investigator on the
letterhead of the Investigator/Institute (not exceeding the cost specified above for each patient per visit).

¥ In addition to the above Reliance shall make lhe following payments:

« I{is expected that the site will e:nroll minimum 10 patients.

« Reliance will pay for screening fees at the rate of one Screen Failure for every 2 patients enrolled in the
study as per A.2 Payment schedule, However site need to send pre-screen report to the sponsor before
performing actual screening. |

« EC protocol review fee will be plaid as per actuals.

+ Procedure and Non-procedure| cost for unscheduled visit and SAE or condilional procedures will be

reimbursed upon receipt of invoi;ces as per A.2 Payment schedule under this Agreement. However, sponsor's

prior approval should be laken for such visits and procedures {on case to case basis).

! )
«  Advance payment of Rs, 50000/- will be paid after site initiation visit for this study at this center.
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Please note the following:

« Payments are calculatled according lo the above schedules payable on confirmation by Reliance.

» Early Discontinuaticns will be paid through last compieted "visit".

« The investigaior has to present stalement on letlerhead for claiming any above mentioned payment under
section A.1.

« If the study is prematurely terminated, the total payment to you will be made for those evaluable subjects
enrolled by you in accordance with study visits completed at he fime of the termination notice and upon
receipt by Reliance of completed Case Report Form. You agree to refund any excess amount previously
paid, and we agree to promptly pay any amount owing based to the receipt of acceplable case report forms
at Reliance and the resclution of alt queries/questions relating to the data.

» Permission to enroll additional subjects must be abtained from the spensor. The grant total will increase
according to the per subject cost for the increased number of subjects.

» Reliance will reserve the right to re-allocate subjects budget to other sites originally reserved for your site if
sile is having difficulty in enrolling and qualifying subjects.

= Site is responsible 1o archive the documents as per regulatory requirements and ne separate cost for the
same will be paid by Reliance.

»  GST will be paid as per prevailing rates. All other taxes are included in the budget cost. TDS shall be

deducted as applicable.
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CONFIDENTIAL

ADDENDUM TO CLINICAL TRIAL SITE AGREEMENT FOR 0804-16 STUDY
(“Addendum™)

-

1 PREAMBLE AND INTENTION
The Parties are,

1.1  Lambda Therapentic Research Ltd., a company incorporated in accordance with the
laws of India with its registered office at Lambda house, Plot No. 38, Survey No. 388,
Near Silver Oak Club, S. G. Highway, Gota, Ahmedabad - 382481, Gujarat, India (herein
referred to as “Lambda™) (which expression shall unless repugnant to the context or
meaning thereof be deemed to include its affiliates, employees, subsidiaries, nominees,
successors - in - inferest and assigns)

AND:

Principal Investigator, Dr. Shiva Kumar Patil, KLEs Dr Prabhakar Kore Hospital &
MRC, Nehru Nagar, Belagavi 590010, Karnataka, India.
(Hereinafter referred to as the “Investigator™)

AND:

KLEs Dr Prabhakar Kore Hospital & MRC, Nehru Nagar, Belagavi 590010, Karnataka,
India
(Heretnafter referred to as the “Institute’)

AND:

Site Management Organization, KV Clinical Research Services Office no. 615, 6th
Floar Golden Trade Centre New Rajendra Nagar, Raipur — 492001, Chhattisgarh
(Hereinafter referred to as the “SMO™)

CRQ, Site, SMO and Principal Investigator are hereinafter individually referred to as a
“Party” and collectively as the “Parties”.

WHEREAS:

1.2 Parties have entered into a Clinical Trial Site Agreement dated April 05, 2018 (herein |
referred to as “Agreement™), pursuant to which CRO, acting as an independent contractor -
on behalf of SFONSOR desires to coordinate a clinical research study, Site and Principal
Investigator_agreed to facilitate and carry out the Study as detailed in Agreement.

1.3 The Parties wish to amend and supplement certain of the terms of the Agreement as
recorded herein (“Addendum™).
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CONFIDENTIAL
1.4 This Addendum forms part of and is to be read with the Agreement as from June 21,
2018 (“Effective Date”).

2  AMENDMENTS

As requested by Investigator to increase the “Investigator Grant” amount of INR 49,920 (per
patient) as per attachment — A (Revised Budget); .
In addition to this LAMBDA, on behalf of the Sponsor, shal! pay the relevant cost and fee as set -
out in this Payment Agreement to following payee through A/c Payee Cheque as agreed by the
SMOQ, Institution & PI. Details of Payee are:

Payee Details:

Payee Name .+ “KV Clinical Research Services Payable” at
1. Raipur
Payee Address ! AAPFK7058P
I
PAN/TAN Number : ' MIG II /253 Sector -1, Pt. Deendayal Upadhyay
_Nagar, Raipur — 492001, Chhattisgarh

GST Number "i: {22 AAPFK7058P1ZM

2|Page -
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A. Revised Budget:

CORFIDENTIAL

FINANCE SUMMARY BOX
Invoice Currency

INR

Visit-based

Study Base
Effective Date The revised budget will be applicable from 21 June 2018
Sereening/VISsit | visit02 | Visit3 | Visit Visit 6 | isi
RIS 4 days |3 2i
1 Investigator Grant 3000 | 21950
2 Study Coordinator Grant 1500 [ 11400
3 ECG (12 Lead) 500 | 1000 .
4 X-Ray Froy 500 5
5 Institutional Overhead (20%) 1000 | 6970
6 Target Lesion Photograph Print 450 | 3600
Total
7 Patient Compensation: (actuals) 500 500 500 500 500 500 500 500 500 | 4500
%9920
8 | Tiocal Laboratorylnvestigation & ¥
8a Haematology 420 = e 420 | 840
8b | Blood/Serum Biochemistry 1430 Lo Tads T G 1430 | 2860
8¢ | Immunology 1200 HE3 = i e 1200 | 2400
8d | Urinalysis 150 Lo I 3 S TR 150 | 300
8¢ | Pregnancy Tests 150 | UPT kit will be provided by Lambda 150 | 300
TOTAL OF SECTION 8 76700
*Local lab Investigations: Haematology, Biochemistry, Immunology, Serum pregnancy test and Urine analysis investigations will be
done as per protocol requirement on Visit 1 and Visit 9 only.
Note:
1. The above referenced per patient grant will remain same throughout the study. Additionaily investigator/site will get a bonus amount
of INR 20,000 after enroliment of every I0th patient in the study.
2. Phlebotomist activities will be completed by site team only. No additional cost will be paid for, the same.
3. Patient compensation will be provided based on actual bills only{brovided is upper limir)
"7 3|Page ) -
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CONFIDENTIAL

3  GENERAL

3.1 As of the Effective Date, this Addendum ! shall be read together with and shall be
deemed to be incorporated in the Agreement and shall be governed by the terms,
conditions and definitions set forth in the Agreement, as if such terms were fully set
forth herein.

32 Except as expressly amended hereby, the terms and conditions of the Agreement shall
continue in full force and effect and are hereby confirmed and ratified.

SIGNATORIES

IN WITNESS WHEREOQOF, the parties hereto have caused this Agreement to be executed in
duplicate as of the date arid year first above written.

Lambda Therapeutic Research Ltd. PRIN CIPAL INVESTIGAT

By: ;,W,——-i\ By: M/f
Printmﬁ% Printed Name: (Dl S hivakumas OQ}’
AL | Title: ? pngul Foof W
Dapt_eg o \l«”? W,/ Date: 29 Juo 001§

SMO INSTITUTION

By: M— By: ;&M/

Printed Name: ¥A Yy Kuman/’]d Cd’ Ci’ Printed Name: D?‘- M. V. Jal

Title: Lo ovh <0 O Title:_ MD & CE , KLES Dr. Prabhakas kow
‘ | Hespital €WIRC ., Belagavi- 59000,

Date: »7,! ‘{SUJ&"( ‘ \% Date: IS ﬁuJ 201%

4]Pzage " B )

thlwale
‘rar
KLE Academy Caueo £ ducation and Research, 16 5

(Deemed-tnbsd A‘c‘ce!se',hfa 3 of the UGC Act, 1956) \
Belagavi-590 010,Karnataka )
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| CLINICAL TRIAL AGREEMENT

The Clinical Trial Agreemenlt ("Agreement”) is made by and between:
s  KLEs Dr. Prabhakar Kore Hospital & Nedical Research Centre having a place of
business at Nehru Nagar, Belagavi - 580010, Karnataka, India (the "Institution”), and

|
« Dr. Kothiwale Veerapﬁa Annasaheb , having a place of business at KLEs Dr. Prabhakar

Kore Hospital & Medical Research Centre, Nehru Nagar, Belagavi - 590010, Karnataka, India
(the “Investigator”), an:d
|

« GDD Experts India Pvt] Ltd.’ having a place of business at Ground Floor, Guimohar
Apariment, Opposite Hislop Coliege, Nagpur-440001, Maharashtra, India (the "Research

Company and I

|
« Quintiles Research (Ihdia) Private Limited, having a place of business at B-101-108,
Shapath 1V, Opposile 'Karnavati Club, Sarkhej Gandhinagar Road, Ahmedabad - 380 001,

Guiaral, India ("Quintiles”),

Each a "Party” and together the "Parties”.

1002-043

A RANDOMIZED, DOUBLE-BLINID, PLACEBOC-

CONTROLLED STUDRY TO ASSESS THE EFFECTS OF

Protocol Title: BEMPEDOIC ACID (ETC-1002) ON THE QCCURRENCE OF
) MAJOR CARDIOVASCULAR EVENTS IN PATIENTS WITH,

OR AT HIGH RISK FOR, CARDIOVASCULAR DISEASE

WHO ARE STATIN INTOLERANT

Protocol Date: 24 June 2416
Sponsor: Esperion Therapeutics, Inc.

“Country where Site is
Conducting Study

Inveastigator:

Protocol Number:

India

Dr, Kothiwale Veerappa Annasaheb

|
|
|
i 160 Galendar Days after Site Initiation Visit (heing lhe dale
|

by which Site must enrol at least one (1) subject as more
specifically set out in section 1.7 "Key Enfoliment Date”
helow)

Ethics Commitiee of KLE University

JNMC Campus, Nehru Nagar, Belgaum - 590010, Karnataka ,
india

Key Enrclimeant Date:

IRBAE
BAEC EC chairperson/chairman name : Dr. Subarna Roy

Contact No. of the EC chairperson/chairman:
+01 9449033133

|
|
I
|
|
|
I
|
|
i

The following additional d,Lf‘mitions shall apply to this Agreement:
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Protocol: the clinical protocol referenced above as it may be modified from time to time by the
Sponsor {defined below). I
|
Case Report Form or GRF: case report farm (paper or electronic) to be used by Site to record all
of the Protecol-required information to be reported to Sponsor on each Study Subject (defined
below). i

Study: the clinical trial that is to be performed in accordance with this Agreement and the
Protocol for purpeses of gathering information about the compound/medical device identified in
the Protocel. |

Study Subject: an indi\?idual who participates in the Study, either as a recipient of the
investigational Product {defined below) or as a control.

Study Staff, the individuals invoived in conducting the Study under the direction of the
Investigator. i

Investigational Product: ithe compoundimedical device identified in the Protocot that is being
tested in the Study. '

Good Clinical Practices :oz' GCPs’ International Conference on Harmonisation of Technical
Requirements for Registration of Pharmaceuticals for Human Use (ICH) Harmonised Tripartite
Guideline for Geod Clinical Practice as amended from time to time and the principles set oul in
the Ceclaration of Helsinki bs reviged from lime o time.

Sponsor; the sponser of thfe Stludy,

|
iledical Records: the StL:sdy Subjects' primary medical records kept by the Institution on behalf
of the Investigator, including, without limitation, ireatment entries, x-rays, biopsy reports,
ultrasound photographs, arﬁd other diagnostic Images.

|
MCl Regulations: Indias Medical Council (Professional Conduct, Etiquette and Eihics)
(Amendmeant) Regulations, 2009 - Part -1, as may be amended from time to time or any
replacement regulations.

Study Data: ail records an:d reports, other than Medical Records, collected or created pursuant fo
or prapared in connection with the Study including, without limitation, reports (e.g., CRFs, data
summaries, interim reporls and the final report) required to be delivered (o Sponsor pursuant to

the Protocol and all recards regarding inventories and dispositions of all Investigalional Product.

|

Government Official: any officer or employee of a government or of any ministry, departiment,
agency, or instrumentalily ci:sf a gavernment, any persen acting in an official capacity on behalf of a
government or of any ministry, depariment, agency, or instrumentality of a government; any
officer or employee of a company or of a business owned in whole or part by a government; any
officer or employee of a public international organization such as the World Bank or the United
Nations; any officer or employee of a political party or any person acting in an official capacity on
behalf of a political party: @ndlor any candidate for political office; any doctor, pharmacist, or other
healthcare professional who works for or in any hospital, pharmacy or other healthcare facility
owngzd or gperated by a gdvernment agency, ministry or depaitment.

|
item({s} of Value: should be interpreted broadly and may include, but is not limited to, money or
payments or equivalents, such as glft certificates; gifts or free goods; meals, entertainment, or
hospitality; travel or paymeént of expenses; provision of services; purchase of properly or services
at inflated prices; assumption or forgiveness of indebtedness; intangible benefits, such as
Espersion — 1002-043 !
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|
|
I

enhanced social or busine%‘,s standing (e.g., making donations to government officlal's favored
charity); and/or benefits to third persons related to government officials {e.g., close family
members). ‘

Dual Capacity: the capacit:y of holding a Government Official position and being a paity to this
Agreement, ;

|

|

RECITALS:

WHEREAS, Quintiles is pfroviding clinical research organisation services to Sponsor under
separate coniract between| Quintiles and Sponsor. Quintiles' services include monitoring of the
Study and contracting with ¢linical research sites;

WHEREAS, the Institution !and Investigator (hereinafter jointly the "Site”) are willing to conduct
the Study and Quintiles rec;luests the Site to undertake such Study.

NOW THEREFORE, the fol;%nwing Is agreed:

1. CONDUCT OF THE Sm!unv
|

1.4, Compliance with Laws, Requlations, and Good Clinical Practices
Site agress that Site an:d Study Staff shall perform the Study at Institution in strict accordance
with this Agreement, the Protocot, any and all applicable local, national and international laws
regulations and guidelines, including in particular, but without fimitation, GCPs and MCI
Regulations and steté and local lax and finance regulations. Site and Study Staff
acknowledge that Quinfiles and Sponsor, and their respective affiliates, need to adhere to the
provisions of (i) the Bribery Act 2010 of the United Kingdom (Bribery Act}; {ii) the Foreign
Corrupt Practices Act l4977 of the United Staies of America (FCPA) and (iii) any other
applicable anti-corruptiti)n legistation.

1.2 Informed C!onsent Form
Site agrees to use an informed consent form that has been approved by Sponsor and is in
accordance with appli:lzable requiations and the requirements of the Inslitutional Review
Board ("IRB") or Independent Ethics Commitiee ("IEC”) that is responsible for reviewing the
Study. Site shall obtainithe prior written informed consent of each Study Subject.

1.3 Medical Records and Study Datla
|
1.3.1. Collection, Storage and Destruction; Site shall ensure the prompt, compiets, and
accurate collection, recording and classification of the Medical Records and Study Data.

Site shall |

{iy maintain and store Medical Records and Study Data in a secure manner with
physical and electronic access restrictions, as applicable and environmental
contrals appropriate to the applicabie data type and in accordance with applicable
iaws, regulatgons and industry standards; and

(i) protect the Medical Records and Study Data from unauthorized use, access,
duplication, and disclosure. ¥ directed by Sponsor or Quintiles, Site will submit
Study Data &:;sing the electronic system provided by Sponsor or Quintiles or their
designated representative and in accordance with Sponsor's instructions for
alecironic da:ta entry. Site shall prevent unauthorized access to the Study Data by
maintaining physical security of the ¢lectronic system and ensuring that Study Staff
maintain the; confidentiality of their passwords. Investigator agrees to coliect all
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i
|
|
|
|

Study Data in Medical Records prior to entering it into the CRF. Site shail ensure
the prompt sibmission of CRFs: and . - -

(iii) take measures to prevent accidental or premature destruction or damage of these
documents, for as long as required by applicable laws and regulations. Neither
Institution nof Invesligator shall destroy or permit the destruction of any Medical
Records or Study Dalz without prior written netification to the Sponsor, and
Institution shail continue to store Medical Records and Study Data, at the
Sponsor's expense, for any period that the Sponsor may request in writing after
retention is nb longer required by any applicabie law or regulation.

|
If the Investigato' leaves the Institution; then responsibility for maintaining Medical
Records and Study Data shali be determinad in accordance with applicabile regulations
bul institution will not in any case be relieved of its cbligations under this Agreement for
maintaining the Medical Records and Study Data.

1.3.2. QOwnership. lnst:ituticm shall retain ownership of Medicai Records, The institution and
the Investigator hereby assign to Sponsor all of their rights. title and interest, including
intellectual property rights, to all Confidential Information (as defined below) and any

other Study Data.!

1,3.3. Access, Use, Mbnitoring and Inspection. Site shall provide original or copies (as the
case may be) of ali Study Data to Quintiles and Sponsor for Sponsor's use. Site shall
afford Sponsor and Quintiles =and their representatives and designees reasonable
accass o Site's facilities and to Medical Records and Study Data so as fo permit
Sponsor and Quintiles and their representatives and designees to monitor the Study,

|

Site shall afford ]reguiatory authorities reasonable access to Site's facilities and to
Medical Records 'and Study Data, and the right to copy Medicai Records and Study
Data. l

|

The Site agrees to cooperate with the representatives of Quintiles and Sponsor, and the
Site agrees to ensure that the ermployees, agents and representatives of the Site do not
harass, or otherwise create 2 hostile working environment for such representatives.

The Site shall Err!lmediateiy notify Quintiles of, and provide Quintiles copies of, any
inguiiriess, correspéndence or communications to or from any governmental or regulatory
authorily relating {o the Study, including, but not limited to, reguests for inspaction of the
Site's facilittes, and the Site shall permit Quintites and Spensor to attend any such
inspecticns. The !Sile will make reasonable efforts to separate, and not disclose, all
Confidential information that is nol required to be disclosed during such inspections.
|
1.3.4. License. Sponsor hereby granls to Institution a perpstual, non-exclusive,
nontransferable/ paid-up license, without right to sublicense, to use Study Data solely
(i) subject to the obligations set forth in section 3 “Cenfidentiality”, for internal, non-
commercial research and for educational purposes, and (i) for preparation of
publications in alccordance with Section 5 “Publication Rights™,

1.3.5. Survival. This section 1.3 "Medical Records and Study Data" shall survive termination
or expiration of this Agreement,

1.4, Duties of lnvestigator
Investigator is responsible for the conduct of the Study at Institution and for supervising any
individual or party to w:hom the Investigator delegates Study-related duties and functions. In
particular, but without fimitation, it is the Investigator's duty to review and understand the
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I

I
infarmation in the Investlgators Brochure, to ensure that all informed consent requirements
are met, to ensure that lall requiréd réviews and appmuals by applicable regulatory authorities
and IRBs or |ECs are obtained, and to review ail CRFs to ensure their accuracy and
completeneass. ,
If the tnvestigator andi Institution retain the services of any individual or party to perform
Study-retated duties and funciions, the Institution and Investigator shall ensure this individual
or party is qualified to perform those Study-related duties and functions and shall implement
procedures to ensure the integrity of the Study-related duties and functions performed and
any data generated. |

|

i
lvesti gatc}r agrees to provide a writlen declaration revealing Investigator's possibie
econornic of other intérests, if any, in connection with the conduct of the Siudy or the
Investigational Productl

Investigator agrees to provide a written declaration revealing Investigator's disclosure
obligations, if any, W|th the Institution in connection with the conduct of the Study and the
Investigational Product,

Site agrees lo provide pmmpt advance notice to Sponsor and Quintiles if Investigator will be
leaving the Institution dr is olherwise no longer able to perform the Study. The appointment

of & new Investigator Fﬂ!l.}l‘)t have the prior approval of Spensor and Quintiles,

1.5.  Adverse Evenls
The Site shall report adverse events and serious adverse events as directed in the Protocel
and by applicable faws iand regulations. The Sie shall cooperate with Sponsor in its efforts to

follow-up on any adver%e events, The Site shall comply with its IRB/IEC reporting obligations.

Sponsar wili promptly report o the Site, the Site's IRB/IEG, and Quintiies, any finding that
could affect the safety of participants or thelr willingness to conlinue participation in the
Study, influence the copduct of the Study, or alter the Sita's IRB/IEC approval 1o continue the
Study, |

1.6. Use and Return of investigational Product and Equipment
Sponsor or a duly authonzed agent of Spoansor, shall supply Institution or Investigator with
sufficient amount of Irnflesatlgatuonzal Product as described in the Prolocol.

The Site shall use thé Investigational Product and any comparator products provided in
connection with the Stlidy, solely for the purpose of properly coempleting the Study and shall
maintain the lnvestxgat:onal Product as specified by Sponsor and according to applicable
laws and regulaticns, mcludmg storage in a locked, secured area at all times.

Upon compietion or termination of the Study, the Site shall retufn or desiray, at Sponsor's
option, the Investigational Product, comparator products, and materials and all Confidential
Information {as deflned| below) at Sponscr's scle expense.

Institution and Investigator shall comply with all laws and regulatiens governing the
disposition or destruction of Investigational Product and any instructions frem Quintiles that
are not inconsistent with such laws and requiations.

The Site shall return any equipment or materials provided by Sponsor for use in the Study
unless Sponsor and Site have a written agreement for Site to acquire the equipment.
Eguipment provided to}Site for the Study, if any, is listed on Attachment C hereto. If there are
Site facility improvemerts provided by Quintiles or Sponsor in relation to the Study, then Site
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shall enter a separate{written agreement with GQuintiles or Sponsor with respect to such
facllity improvements. |

|

1.7.  Enrollment of Patients

The Effective Date of this Agreement is as listed in Section 15. Consequently. the Site will
not be permitied to screen patients, randomize patients, receive Investigational Product or
receive any payment until the validity date of this Agreement is reached.

|

1.8. KeyEnroll ment Date ‘
The Site understands and agrees that if Site has not enrolled at least one (1 } Gtudy Subject

by the Key Enrollment Date then Quintiles may terminate this Agreement in accordance with
Section 15 "Term & Termination” SponsorfQuintiles has the right to limit enroilment at any
time. .

1.9. Attendanca at Start Up Meeting
If Sponsor or Quintiles requests Site's attendance at a Siudy startup meeting or other
meeting necessary to provide information regarding the Study or Investigational Product, Site
will be reimbursed forl reasonable and necessary travel and lodging expenses (including
meals) incurred to aftend such meetings.  Reimbursement will be as set forth in

Altachment A.

|

|
2. PAYMENT |
|
In consideration for the proper performance of the Study by Site in compliance with the lerms and
conditions of this Agreement, payments shafl be made in accordance with the pr ovisions sef forth
in Attachment A, with the last payment being made after the Site completes all its obligations
hereunder, and Quintiles has received all properly completed CRFs and, if Quintiles requests, all
other Confidential information (as defined below). Institution and Investigator acknowledge and
confirm that if InvestigatoI is & named payse hereunder, such payment arrangement is in
accordance with the madalities laid down by the Institution for receipt of funding for the Study and

is not in violation of the MC. Requlations.
|

3. CONFIDENTIALITY '
3.1 Definition !
"Confidential Information” means the confidential and proprietary information of Sponsor
and includes (i} all mform"ltaon disclosed by or on behalf of Sponsor to institution,
investigalor or other Instliut on personnel, including without limitation, the Investigational
Product, technical mformatlon reiatmg to the investigational Product, aii Pre-Existing
fntetiectual Property (as defined in Section 4) of Sponsor, and the Protacol; and (i) Study
enroliment information| information pertaining to the status of the Study, communications to
and from regulatory | authorities, infermation relating to the regulatory status of the
Investigational Product, and Study Data and Inventions (as defined in Section 4)

Confidenttal Information shall not include information that:
{Il can be shown by documentation to have been public knowledge prior to or after
disclosure by Sponsor, other than through wrongful acts or omissions attributable to
Investigator, institution or any of its personnel;
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(i} can be shown i'ay decumentation to have been in the possession of investigator,
Institution or any of its personnel prior to disclosure by Speonsor, from sources other
than Sponscr that did not have an obligation of confidentiality to Sponsor,

(i) can be shown' by documentation to have been independently deveioped by
Investigator, Institution or any of its personnel; or

(iv) is permitted to be disclosed by written authorization from Sponsor.

3.2 Obligations .
Site and Site's personnel, inciuding Study Staff shall not

o use Confidential information for any purpose other than the performance of the
Study or
(i) disclose Confidential (nformation to any third party, except as permitled by this

Section 3 or by Section 5 "Publication Rights”, or as required by law or by a
regulatory authority or as authorized in writing by the disclosing party.

To protect Confidential Information, Site agrees to:

6] limit dissemination of Confidential Information to only those Study Staff having a
need to know for purposes of performing the Study, provided that such persons
are subject fo a written agreement or olherwise bound by a duty of confidentiaiity,
respecting the Confidential Information in the manner set forth in this Agreement:

(i) advise all Study Staff who receive Confidential information of the confidential
nature of such information; and

(iit) use reasonable measures to protect Confidential information from disclosure.

Nothing herein shali limit the right of Site to disclose Study Data as permitted by Section &
“Publication Rights." | .
1.3 Compelled Disclosure
In the event that Inslitution or Invesligator receives notice from a third party seeking to
compel disclosure of any Confidential Information, the notice recipient shall provide Sponsar
with prompt notice so that Sponsor may seek a protective order or other appropriale remedly,
In the event that such protective order or other remedy is not obtained, the notice recipient
shall furnish only that portion of the Confidential Information which is legally required to be
disclosed, and shall refuest confidential treatment for the Confidential information.

3.4 Return or Destruction
Upen termination of this Agreement or upon any earlier written request by Sponsor at any
time, Site shall return to Sponsar, or destroy, at Sponsor's option, all Confidential inforrmation
other than Study Data.’

3.5 Survival '
This Section 3 “Confidentiality” shall survive termination or expiration of this Agreement for

ten (10} years.
[

4. INTELLECTUAL PROPERTY

41 Pre-existing Intellectual Property
Ownership of inventions, discoveries, works of authorship and other developments existing
as of the Effective Date and all patents, copyrights, trade secret rights and other intellectual
property rights therein (collectively, “Pre-existing Intellectual Property”), is not affected by
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this Agreement, and no Party or Sponsor shall have an-y claims to or rights in any Pre-
existing Intellectual Property of another, except as may be otherwise expressly provided in
any cther written agreement between them.

|

|
|
|

For purposes hereof I the term “inventions” means all inventions, discoveries and
developmants conceive‘d, first reduced to practice or otherwise discovered or developed by a
Party or Sponsor or any of such entity's personnel in performance of the Study. Sponsor
shall own all Inventions) that are conceived, first reduced to practice or otherwise discovered
or developed by the Institution, the Investigator or any of their personnel in performance of
the Study.

4.3 Assignmentiof [nventions

Site shall, and shall cause its personnal to, disclose all Inventions promptly and fully o
Spansor in writing, and Site, on behalf of itself and its personnel, hereby assigns to Sponsor
all of its rights, title and interest in and to inventions, including all patents, copyrights and
other intellectual property rights therein and all rights of action and claims for damages and
benefits arising due (o past and present infringement of said rights. Site shall cooperate and
assist Sponsor by executing, and causing is personnel to execule, all documents
reasonably necessary 'for Sponsor to secure and maintain Sponser's ownership rights in
Inventions.

44  Llicense
Sponsor herghy grants to Inslitution a perpetual, non-exclusive, non-transferable, paid-up
license, without right (o sublicense, fo usé Inventions, subject to the obligations set forth in
Saection 3 "Confidentiallty”, sclely for internal, non-commercial research and for educationat
purpeses.

4.5 Patent Frosecution
Site shall cooperate, at Spensor's request and expense, with Sponsor's preparation, filing,
prosecution, and maintenance of all patent applications and patents for Inventions.

4.6 Susvival

This Section 4 “Intenectual Property” shall survive termination or expiration of this
Agreement,

5. PUBLICATION RIGHTS

5.1 Publication and Disclosure
Institution and Itivestigater shall have the right to publish or present the results of Institution’s
and Investigator's activities conducted under this Agreement, including Study Data, only in
accordance with the requirements of this Section 5. Iastitution and Investigator agree to
submit any proposed publication or presentation to Sponsor for review at leaslt thirty (30)
days prior to submitting any such proposed publication to a publisher or proceeding with
such proposed presentation. Within thirty (30) days of its receipt, Sponscr shall advise
institution and/or Investigetor, as the case may be, in writing of any information contained
therein which is Confidential Information (other than Study Data) or which may impair the
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availability of patent protection for Inventions. Sponsor. shall have the right to require
Institution andfer Investigator; as applicable, to remove specifically identified Confidential
Information (other than! Study Data) and/or to delay the proposed publication or presentation
for an additional sixty (60) days to enable Sponsor to seek patent protection for Inventions.

52  Muli-Center Publications
If the Study is a multi-center study, Institution and Investigator agree that they shall not,
without the Sponsor's, prior written consent, independently publish, present or otherwise
disclose any resuits of or information pertaining to Institution's and Investigator's aclivities
conductad under this Agreement until a muiti-center publication is published, provided,
however, that if a multi-center publication is not published within eighteen (18) months after
completion of the Study and fock of the database at ali research sites or any earlier
terminalion or abandenment of the Study, Institution and Investigator shall have the right to
publish and present the results of Institution's and Investigator's activities conducted under
this Agreement, including Study Data, solely in accordance with the provisions of Section 3.3
"Confidenliality of Unpgblished Data.”

5.3 Confidentiality of Unpublished Data

Institution and Investigator acknowledges and agrees that Study Data that is not published,
presented or otherwise disclosed in accordance with Section 5.1 or Section 5.2
(*Unpublished Data") remains within the definition of Confidential Information, and Institution
and investigator shall inot, and shall require their personnel not to, disclose Unpublished
Data to any third party lor disclose any Study Data to any third party in greater detail than the
same may pe disclosed in any publications, presentations or disclosures made in
accordance with Sectidn 5.1 or Section 5.2,

54 Media Contacts
(nstitution and Investigator shall not, and shall ensure that its personnel do not engage in
inlerviews or other contacts wilh the media, including but not limited to newspapers, radio,
television and the Internet, relaled to the Study, the Investigational Product, Inventions, or
Study Data without the prior written consant of Sponsor. This provision does not prohibit
publication er presentation of Sludy Data in accordance with this Section.

5.5 Use of Name, Registry and Reporting

No Party hereto shall use any other Party's name, or Sponsor's name, in connection with
any adverlising, publication or promotion without prior written permission, except thal the
Sponsor and Quintiies may use the Site's name in Study publications and communications,
including clinical trial websites and Study newsletters. Sponsor wili register the Study with a
public clinical lrials registry in accordance with applicable laws and regulations and will
report the results of the Study publicly when and to the exient required by applicable laws
and regulations.

5.6 Survival _
This Section 5 *Publication Rights” shall survive termination or expiration of this Agreement.
|

PERSONAL DATA

6.1 Study Team Member Personal Data
Both prior to ang during the course of the Study, the Investigater and hisfher teams may be
called upen fto provide personal data. This data falls within the scope of the law and
regulations relating to the protection of personal data,
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For the Investigator, this personal data may include names, contact information, work
experience and professional gualifications, publications, resumes, educational background
and information related to potential Dual Capacity canflict of interest, and paymants made o
Payee(s) under this Agreement for the following purposes:
(i the conduct of clinical trials;
(i) verification by governmental or regulatory agencies, the Sponsor, Quintites, and their
agents and affiliates;
(il compliance with legal and regulatory requirements;
fiv) publication on www.clinicallrials.qoy and websites and databases that serve a
comparable purpose;
(vi storage in databases lo facilitate the selection of investigaters for future clinical trials;
and
(vi} anti-corruption

compliance.

Names of members of Study Staff may be processed in Quintiles’ study contacts database
for study-related purposes only.

6.2 Study Subiéet Persona! Data
The Investigator shall obtain Study Subject written consent for the caollection and use of
Study Subject personal data for Study purposes, including the disclosure, transfer and
processing of data collected in accordance with the Praotocal, in compliance with applicable
data protection provisians.

6.3 Data Controlier

The Sponsor shail be the dala controfler for such personal data except that, if Quintiles deats
with any personal data under this Agreement in the manner of a data controller, Quintiles
shall be the data contr?ller of such personal data to the extent of such dealings.

Quintiles may procesis “personal data", as defined in the applicable data protection
legislation enacted under the same or equivalent/similar national legislation (collectivety
"Data Protection Legislation"}, of the Investigator and Study Staff for study-related purposes
and all such processing will be carried out in accordance with the Data Protection
Legislation. |

6.4 Survival

|
This Section 6§ “Personal Data” shail survive termination or expiration of this Agreement.

7. STUDY SUBJECT INJURY

The Site shall promptly notify Quintiles and Sponsor in writing of any claim of iilness or injury
or death actually or allegedly due to an adverse reaction to the Investigational Product and
cooperate with Sponseor in the handling of the adverse avent.

[

Spensar shall reimbdrse Institution for the direct, reasonable and necessary medical
expensas incurred byi institution for the treatment of any adverse even! experienced by,
iliness of or bodily injury to a Study Subject that is caused by treatment of the Study Subject
in accordance with the Protocol, except to the extent that such adverse event, fiiness or
personal injury is caused by
(a) failure by Institution, investigator [or Researclt Campany] or any of their respactive
personnel to comply with this Agreement, the Protocel, any written instructions of Sponsor
concerning the Study, or any applicable law, regulation or guidance, including GCPs, issued
by any regulatory ‘authfority. or
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(b) negligence or willful misconduct by Institution. Investigator [or Research Company] or
any of their respective personnel, of :

(c) faifure of the Study Subject to follow the reasonable instructions of the Investigator
relating o the requirements of the Study.

This Section 7 “Study Subject Injury” shall survive termination or expiration of this
Agreement.

8. QUINTILES DISCLAIMER

Quintiles expressly disclaims any liability in connection with the Investigational Product, including
any liability for any claim afising out of a condition caused by or allegedly caused by any Study
procedures associated with, such product except to the extent that such liability is caused by the
negligence, willful misconducl or breach of this Agreement by Quintiies.

This Section & “Quintiles Disclaimer” shall survive termination or expiraticn of this Agreament.
|
9. CONSEQUENTIAL DAMAGES

Neither Quintiles nor Sponsor shall be responsible to the Site for any lost profits, lost
opportunities, or other consequential damages, nor shall Site be responsible to Quintiles or
Sponsor for any lost profits, lost opportunilies, or other consequential damages.

Notwithslanding anything contained herein the Institution shall be liable:

(a) for any acl or omigsion of the Investigalor with respect to the payment received by the
investigator in the capacity of the Payee; and

(b) any consequential damages including but not fimited to loss of profits and opportunities

arising out of the act oromission of the Investigator as set out above.

This Section 9 “Consaq@ential Damages" shall survive termination or expiration of this
Agreement.

0. DEBARMENT

The Site represents and warrants thal aeither Institution nor [nvestigator, nor any of Institution's
or Investigator's emplayees, agents or other persons performing the Study at institution, have
been debarred, disqualified or banned from conducting clinical trials or are under investigation by
any regulatory authority fof debarment or any similar regulatory action in any country, and the
Site shall notify Quintiles immediately if any such investigation, disqualification, debarment, or
ban oceurs.

This Section 10 "Debarment” shall survive tarmination or expiration of this Agreement.

11. FINANCIAL DISCLOSURE AND CONFLIGT OF INTEREST

Upon Sponsor's or Quintilel’ request, Site agrees that, for each listed or identified investigator or
sub-investigator who is directly involved in the treatment or evaluation of Study Subjects, it shail
promptly return to Quintiles a financiat and conflict of interest disclosure form thai has been
Espersion —~ 1002-043
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completed and signed by such investigalor or sub-investigator, which shall disclose any
applicable interests held by those Invesiigators or sub-invesligators or their spouses or

dependent children. |

Quintiles may withhold payments if it does not recelve a completed form from each such
investigator and sub-i nvestlgator

Site shali ensure that all such forms are promptly updated as needed to maintain their accuracy
and completeness during the Study and for one {1) year after Study completion.
Site agress that the completed forms inay be subject to review by governmental or regulatory
agencizs, Sponsor, Quintiles, and their agents, and the Site consents to such review.
The Site further consents to the transfer of its financial disclosure data to the Sponsor's country of
origin and to the U.S.. even though data protection may not exist or be as developed in those
countries as in the Site's own country.

|
This Section 11 "Financial Disclosure and Confiict of interest” shall survive termination or
axpiration of this Agreement.

12. ANTI-KICKBACK AND ANTI FRAUD

Institution and investigator agree that their judgment with respect to the advice and care of each
Study Subject will not be affected by the compensation they receive from this Agreement, that
such compensation does not exceed the fair market value of the services they are providing, and
that no payments are being provided to them for the purpose of inducing them to purchase or
prescribe any drugs, devices or produats.

If the Sponsor or Quintiles provides any free producls or items for use in the Study, Institution and
Investigator agree that they will not bill any Study Subject, insurer or governmental agency, or
any other third party, for such frae produsls or items.

[nstitution and Investigator agree that they will not bill any Study Subject, insurer, or governmental
agency for any visits, services or expenses incurred during the Study for which they have
received compensation from Quintiles or Sponsor, or which are not part of the ordinary care they
wolild normally provide for the Study Subject, and that neither Institution nor Inveshgator will pay
another physician to refer stibjects to the Study.

13, ANTI-BRIBERY '

Institution and Investigater agree that the fees to be paid pursuant to this Agreement represent
fair compensation for the services to be provided by Site. Institution and Investigalor represent
and warrant that payments or ltems of Value received pursuant to this Agreement or in relation to
the Study will not influence any decision that Institution, Investigator or any of their respective
owners, directors, empioyges, agents, consultants, or any payee under this Agreement may
make, as a Government Official or otherwise, in order to assist Sponsor or Quintiles to secure an
improper advantage or obtain or retain business,

institution and investigator further represent and warrant that neither they nor any of their
respective owners, directdrs, emplovees, agents, or consultants, nor any payee under this
Agreement, will. in arder to assist Sponsor or Quintiles to secure an improper advantage or abtain
or retain business, directly or indiractly pay, offer or promise o pay, or give any ltems of Value to
any person or entity for purposes of (i) influencing any act or decision; (i) inducing such person or
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entity to do or omit to do any act in vioclation of their lawful duty, (iii) securing any improper
advantage, or (iv) inducing such person or enfity to usé influence with the govermnment or
instrumentality thereof to laffect or influence any act or decision of the government or
instrumentality,
|

in addition to other rights or remedies under this Agreement or at law, Quintiles may terminate
this Agreement if Site breaches any of the representations or warranties contained in this Section
or if Quintiles or Sponsor learns thal improper payments are being or have been made fc or by
Institution or Investigator or any individual or entity acting on its or their behalf.

14. INDEPENDENT CONTRACTORS

The Investigator and Insfitution and Research Company and Study Staff are acting es
independent contractors of Quintiles and Sponsor and shall not be considered the employees or
agents of Quintiles or upon‘lsor

Neither Quintiles nor Sponsor shall be responsible for any employee benefits, pensions, workers',
compensation, withholding,! or employment-related taxes as to the Investigator or Institution or
Research Companyor their staff.

it is hereby agreed and acknowl@dqad by the Parties and Sponsor that Quintiles has no
relationship whatsoevey W|th the Research Company and that the Research Company is acting
as an independent contractor of the Institution.

|
[

15. TERM & TERMINATION

151 Temm '

This Agreement will Eecome affective on the date of approval of the Study by Drugs
Controfler General India or the date on which it is last signed by the parties, whichever date
is later, (the "Effective Date"} and shall continue until completion or until terminated in
accordance with this Section 15 "Term & Termination”, Quintiles shall attach a copy of the
approval from the Drugs Conlroller General India approving the Study to this Agreement as
Attachment 8, and the Parties agree that such approval shall be incorporated by reference
herein. If such approval has not been received as of the date the Parties sign this
Agreement, Quintiles shall keep the original signed Agrsements until receipt of such
approval, and upon receipt of such approval, Quintiles shall attach a capy of the approval to
each ariginal Agreement as Attachment B and forward an original Agreament fo each other
Party thereafter, whtEe retaining one ariginal Agreement in its files. If such approval was
recelved prior (o the s ignatures of the Parties, Quintiles shalt attach a copy of the approval
hereto as Atlachment B, and upon signature of ali Parties, each Party shall receive an
original of the Agreement, which shall include such approval as Attachment B.

15.2  Terminaiion
Quintiles may terminate this Agreement for any reason effective immediately upon written
notice. The Site may terminate upon wnilten notice if cirgumstances beyond the Site's
reasonable control prévent completion of the Study, or if it reasonably determines that it is
unsafe lo continue the Study. Upon recsipt of notice of termination, the Site shall
immediately cease any subject recruilment, follow the specified termination procedures,
ensure that any required subject follow-up procedures are completed, and make all
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|

reasonable efforts to nﬁinémize further costs, and Quintiles shall make a final payment for
visits or milestones properly performed pursuant to this Agreement in the amounts specified
in Attachment A; provided, however, that ten percent (10%) of this final payment will be
withheld until final acceptance by Sponsor of all CRF pages and all data clarifications issued
and satisfaction of all other applicable conditions set forth herein, If & material breach of this
Agreement appears tolhave occurred and termination may be required, then, except fo the
extent that Study Subject safety may be jeopardized, Quintiles may suspend performance of
all or part of this Agreement, including, but not limited to, subject enrchiment.

16. NQTICE :
Any notices required or pelrmitted fo be given hereunder shall be given in writing and shall be
delivered | )

(@) in person, ! :
{b) by certified mail, postage prepaid, return receipt requested,
(c) by e-rail of .pdffscan or other non-editable format notice with confirmed transmission
report of |
(d) by a commercial avernight courier that guarantees next day delivery and provides a
receipt, !
and such notices shall be addressed as follows!

| Attention: Narendra Lalwani

| Name: Esperion Therapeutics, Inc.

: Address: 3891 Ranchera Drive, Suite 150
To Sponsor: Ann Arbor, Ml 48108, USA
| Telr 1-734-887-3903

| . .
| e-mail: nlalwani@esperion.com

Naime Quinties Research (India) Private
Limited

|
| Address;

| Quintites Research (India) Private Limited,
To Quintiles Natraj By Rustomjee, 6th Floer, 194, M. V.
| Road Junction, Western Express Highway
Metro Station, Andheri (East), Mumbal-
| 400068, India

; Tel +91 22 65774242

Name: Dr. M. V. Jaii

i Address: KLEs Dr. Prabhakar Kore Hospital
, & Medical Research Centre,
To In'stltutlton Nehru Nagar, Belagavi - 590010,
| Karnataka, India
| Tel: 0831-2473777
Nama: Dr. Kothiwaie Veerappa Annasaheb

To Investigater
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| Address: KLEs Dr. Prabhakar Kore Hospital
& Medical Research Centre, Nehru Nagar,
Belagavi - 590010, Kamataka, India

Tel; +81-9448113889
Narne, Dr. Vinod Gyanchandani

|
| Address: GDD Experts [ndia Pvt. Ltd,
To Research | Ground Fleor, Guimohar Complex,
Company Opposite Hislop Coliege, Civil Lines,
| Nagpur-440001, Maharashtra, India

Tel +81 9923000560

17. FORCE MAJEURE

The performance by either iParty of any obligation on its part to be performed hereunder shall be
excused by floods, fires or any other Act of God, accidents, wars, riots, embargoes, delay of
carriers, inabllity to obtain materials, failure of power or natural sources of supply, acts,
injunctions, or restrainis 0!’ government or other force majeure preventing such performance,
whether similar or dissimilar to ths foregoing, beyond the reasonable control of the Party bound
by such obligation, pravided, however, that the Party affected shall exert its reasonable efforls o
eliminate or cure or overcome any of such causes and to resume performance of its obligations

with all possible speed,
|
|

18. MISCELLANEOUS e e m
18.1  Entire Agreement
This Agreement, i nciud ing its altachimenl(s), constitules the sole and complete agreement
between the Parties and replaces all other written and oral agreements reiating o the Study.

18.2 No WaiverﬁEnforaeabélitv
Fallure to enforce any term of this Agreement shall not constilute & waiver of such term.
|

If any part of this Agreement is found o be unenforceable, the rest of this Agreament will
remain in effect, '

18.3  Assignment of the Agreement
This Agreament shall be binding upen the Parlies and their successors and assigns.

The Site shall not ass;ign or transfer any rights or obligations under this Agreemeant without
the written consent of Quintiles and Sponsor.

Upoin Sponsor's reque'sl, Quintifes may assign this Agreement o Sponsor or to a third party,
and Quintiles shall not be responsible for any obligations or liasilities under this Agreement
that arise efier the date of the assignment, and the Site hereby consenis 1o such an
assignment. Sile will br’a given prompi notice of such assignment by the assignes.

5.4 Third Party Beneficiary

The Parlies agree tha% Sponsar shall have the right to enforce any of the provisions of this
Agreement as 2 third party beneficiary
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|
|
|
i
|
|

Each Party to this Agreement acknowledges that except for the Sponsor, there are no third
party beneficiaries with|any rights o eriforce any of thé provisions of this Agreament.

185  Applicable Law _
This Agreement shall be interpreted under the iaws of the state or province and country in

which Site conducts the Study.

18.6  Survival; I

The terms of this Agieement that contain obligations or rights that extend beyond the
completion of the Study shall survive termination or completion of this Agreement, even if
not expressly stated hclﬁrein‘

'li"HIS SECTION IS INTENTIONALLY LEFT BLANK
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ACKNOWLEDGED AND AGREED BY QUINTILES RESEARCH (INDIA) PRIVATE LIMITED:

|
By: Subashri Shivkumar |
I

Title: Sr. Director and Head Clinical Development Services
I

Signature: LSU’QS?’Q('}M: QW%,E/
Date: 3‘5!5@@9"}9)9!% -

H T

ACKNOWLEDGED AND AfGREED BY THE INVESTIGATOR:

By: Dr. Kothiwale Veerappa Annasabeb

Title: Principal investigator

Signature:

pate: 230cfF20(7

[
ACKNOWLEDGED AND |AGREED BY KLES DR. PRABHAKAR KORE HOSPITAL &
MEDICAL RESEARCH CENTRE:

By: Dr. M. V. Jali

Title: Medica! Director %
Signature: y "

Date: 23 GPC} 20177

Research Company agrbes to abide by al obligations placed on Institution in the
provisions of this Agreement concerning Confidentiality (Section 3}; intellectual Property
(Section 4); Publication Rights {Section 5); Debarment {Section 10}; Anti Kickback and Anti
Fraud (Section 12); and AhtiBrihery {Section 13)

|

ACKNOWLEDGED AND A;GREED BY GDD Experts India Pvt. Ltd.:

By: Dr. Vinod Gyanchandani
|
Title : Head- Clidical Oparations
B
Signature: !
g J>‘§\‘N i
Date: [QE’IMIQOI%“
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| 7 ATTACHMENT A
! BUDGET & PAYMENT SCREDULE
|

A. PAYEE DETAILS !

The Pariies agree that the payee designated below is the proper payee for this Agreement, and
that payments under this Agreement wili be made only to the following payee (‘Payee”):

|
. ! .
Payee Name ! GDD Experts india Pvt. Ltd.

] GDD Experts india Pvt. Ltd., Ground Floor, Guimohar
Payee Address , Apartrient, Opposite Hislop College, Civil Lines, Nagpur-
440001, Maharashtra, india

Axis Bank Ltd

' Bank Name |

Bank Account Number

9100206034162231

[FSC code | UTiBO000048

GST Registralion Numbér | 27AADCGO363Q1ZA
Permanent Account

Number (PAN) of Payeei AADCGO3630Q
PAYMENT METHOD : Electronic Fund Transfer
Pan # " | AADCGO0363Q

In case of changes in the Payee's bank detaiis, Site is obliged to inform Quintiles in writing. Tha
Parties agree that in casg of changes in bank details which do not involve a change of
Payee/Bank Account Name or change of country location of bank account, no further
amendments are required. |

The Parties acknowtedge that the desianaled Payee is authorized to receive all of the payments
for the services performed nder this Agresiment.
if the Investigator is not the Payee, then the Payee's obligation to reimburse the Investigator, if
any, is delermined by a separate agreement between Investigator and Payes, which may involve
differant payment amounts land different payment intervals than the payments made by Giuintiles
to the Payee. |
Investigator acknowledges that if Investigator Is not the Payee, Quintites will not pay Investigator
even if the Payee fails to reimburse Investigator

|
PAYMENT TERM ;
Quintites will pay the Payed Quarterly, on a completed visit per subject basis in accordance with
the attached budget. Ninety percent (80%) of each payment due, including one Screening Failure
per randomizad subject that may be payable under the terms of this Agreement, will be made
based upon prior 3 months enrollment data confirmed by subject CRFs received from the Site
supporting subject visitation,

|
The balance of monies eamed, up to ten percent (10%), will be pro-rated upon verification of
actual subject visits, and will be paid by Quintiles to the Fayee upon final acceptance by Sponsor
of all CRFs pages, all daté clarifications issued, the receipt and approval of any outstanding
regulatory documents as required by Quintiles and/or Spansor, the return of all unused supplies
to Quintiles, and upnn satisﬁactson of all clher applicable conditions set forth in the Agreement.
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|

i
Any expense or cost mcurred by Site in performing this Agreement that is not specifically
designated as re:mbursabie'by Quiities ar Sponsor uridér the Agreement (including this Budget
and Payment Schedule) is Sxt@ s sole rasponsibiiity.

|
Site shall be responsible to comply with alt obligations in respect of taxes and social security
contributions, if applicable, which relate to the subject matter of this Agreement including, withcut
fimitation, those that relate to the tnvestigator, the Institution and its employees andior
collaborators. |
Site represents that the services it provides under this Agreement are taxable services under the
laws governing Goods and Services Tax ("GST") in India, and that it is reguired to charge GST for
the services rendered to Quintiles at the prevailing rate. Site represents that it is entitled to
require such payment of the GST under the laws of India. Site undertakes to provide Quintiles
with an nvoice, to De sent t¢ Quintiles at the address mentioned in Section ¥ of this Aftachmerit
A, in respect of such taxable services and such invoice shall be in accordance with the apglicable
legislation as may be amended from time to time or any successor legislation,

All amounts specified in thls Agreement are in Indian Rupees {INR) and are inclusive of all
overhead fees. For the avoidance of doubt, overhead fees include any applicable overhead fees,

Major, disqualifying Proto%;ol vioiations are not payable under this Agreement
|

PAYMENT DISPUTE |

Site will have thirty {30) gdays from the receipt of final payment to dispute any payment

discrepancies during the codrse of the Sludy.

Minmum ENROLMENT GOAL |
Site acknowledges that Sitels minimum enrollment gealis 25 subjects and that Site will use
best efforts to reach the edroliment goal within a reasonable time after commencement of the
Study at Site. If Site fails to adhere to this principle Quintiles may reconsider Site's suitability to
continue participation in the 'Study.

|
DISCONTINUED OR EARLY TERMINATION
Reimbursemant for diaCOI"athGd or early termination subjects who continue in the study with
visits will be paid as =& normal subject, subjects who discontinue treatment and visits will be
prorated based on the number of confirmed compieted visits.

|
SCREENING FAILURE '
Reimbursement for screen ufaliures at Screening Visit 1 will be at 2 rate of Sixieen Thousand
Four Hundred and Forly Three Rupees (INR 18,443 } Reimbursement for screen failures at
Screening Visit 2 will be the Screening Visit 1 Screen Fail rate plus an addiional Fifteen
Thousand and Ninety Rupees (INR15,090). Reimbursement for Screen failures at Treatment 1
Visit will be at a rate of Five Theusand Seven Hundred and Fourteen Rupees (INR 5,714) pius
~ Sgreening Failure Visitl plus Screeen Failure Visit2, Reimbursement of Screen Failures shall not
to exceed one (1) sereen failures paid per one (1) subject randomized.

|
To be ehgible for Je:mbursement of a screening visit, completed screening CRF pages must be
submitted to Quintiles a;ong with any additional information, wiich may be requested by Quintiles
lo appropriately document the subject screening procedures.
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(z. UNSCHEDULED VISITS |

J.

“Blaod draw, venipuncture, phlebotomy

Payment for unscheduled visits will'be reimbursed in the amount of is Six Thousand Six Hundred
and Fifty Rupees(INR 6,650). [which includes overhead]. To be eligible for reimbursement for
unscheduled visits, compléted CRF pages must be submitted to Quintiles along with any
additionai infcrmation whigh may be requested by Quintiles to appropriately document the
unscheduled visit. |

i
. ADDITIONAL UNSCHEDULED VisIT PROCEDURES

Additional Unscheduled Visit procedures costs thal are not captured in the attached budget will
be reimbursed on a pass- through basis upon receipt of invoice. To be eligible for reimbursement
subject number, procedure and date of service must be included on the invoice along with any
additional information which may be requested by Quintiles to appropriately document the
unscheduled visit procedure,

|
CONDITIONAL PROCEDURES |
The following conditional procedures costs will be reimbursed on a pass-through basis upon
receipt of invoice at amount indicated in the below table [which includes overhead). Subject

number and visitidates must be included on the invoice for payment to be issued.

|

PROCCDURE o PROCEDURE AMOUNT (INR}

specimen collection with (ab handting and
shipping; simpie {serology, ;serum Pregnancy, 725
TSH, clinical safety lab, basic fasting lipids,
FIBA 1c, HsCRFP) |

12-lead ECG: Includes tracrng' interpretation 565
and report : S

Screen Failure S1 | o 16,443
Screen Failure 82 - 15,090
Serious Adverse events ( /,3\ ) 1451
INVOICES '

Original {avoices pertaimng. to this Study for the following items must be subrmilted to Quintiies for
reimbursement at the following address:

Culintiles Research India Private Ltd., Bangalore
Attention: Finance PSC - Accounts Payable (Investigator
Paymaenis)
Il Floor, Etamin Block,
Préstige Technolagy Park,
Sanapur Marathahalli Outer Ring Road
Bangalore - 560103, India
|
Please note that invoices will not be processed unless they reference the Sponsor name,
Protocol number and Investigator name and site number and Institution GST regisiration
number,. After receipt and verification, reimbursement for invoices will be included with
the next regularly scheduled payment for subject activity.
|
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|

|

|

;
o ECHRBIEC reES i
ECARBAEC costs will be reimbursed on a pass- through basis upon receipt of & formal invoice
issued by the EC/IRBAEC 'and are not included in the attached Budget. Payment wil be made
directly to the EC.’ERB/IE(‘ Any subsequenl re-submissions of renewals, upon approval by
Quintiles and Sponsor, will pe reimbursed upon recelpt of appropriate documentalion.

« STUDY START-UP FEB

A one-time, non-refundable! Study Start-Up payment of Thirty Six Thousand Nine Hundred and
Twenty Two Rupees {INR 36 ,922), wili be made upon completion and receipt by Quintiles of all
original contractual and regulatory documentation and receipt of an original invoice.

= Record Storage Fee!Arcihiving Fee

Arecord storage payment of Forty One Thousand Rupees (INR 41,000}, will be made upon
receipt of invoice and are not included in the attached Budget. In accordance with Sponsor's
Protocol requirements, Institution shali maintain all Site Study records in a safe and secure
lacation to allow easy and tmely relrieval, when needed,

o Patient Travel Expenses

Patient travel expenses will be raimbursed upon receipt of original supporting invoices up to Eight
Mundrad Rupees (INR 800) per visit per patient per round trip and is included in the attached
Budget invoices must contain the Patient number, amount paid, and visit number and visit date
in which patient travel is be;mg requested.

» Rleeting Attend_an:c.e:

Necessary travel and Iodgmg expenses {including meals) incurred by the Site when attending
Study start up meetings or other meetinys necessary to provide information regarding the Study
or Invest:gahona! Product wHI be reimbursad on a pass-through hasis upon receipt of supporting
invoices from a third parly vendar

NO OTHER ADDITIONAL FUNDING REQUESTS WILL BE CONSIDERED

|
These amounts include ali applicable taxes.

|
All payments for this -Study in accordance with the attached budget will be paid by Cuintiles by

! .
| wire transfer.
|
I

|
|
|
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K. BUDGET TABLE

Visit Total Cost Per Visit With [OH &
Trave!
S1 ; 26654
32 ! 24197
T1 ' 14080
T2 ; 10123
T3 | 11083
T4 } 11083
T5 ; 3094
Te f 11083
T7 ' 3094
TS i 11083
T9 ! 3094
TG 11083
Tt ' 3004
T2 11083
T13 3094
T14 : 11083
TI5 3094
Ti6 11083
T17 Z 3094
EOS 24405
BT | 3094
TOTAL | 212855
Off Treatment!
scheduled 544
_ Telephone ViSit;

*Treatment Telephene visitfs and in-glinic visits occurring beyond T17 will be reimbursed at the
same rate as T16 and T17
|
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INVESTIGATOR CLINICAL TRIAL AGREEMENT
|

t

|
THIS AGREEMENT FOR “CLINICAL TRIAL" is rnade and entered into this 26" day

of Sep, 2017 by and between

|
Biocad India Pvt. Ltdl Registered office address: #163/C, 3rd Cross, 3rd Phase,
JP  Nagar, Bangaiore-560078, Kamataka, India., duly represented by Mr

Krishnamurthy Rao, Me'anaging Director (herein after referred to as “Biocad”)
|

AND :
|
Dr Mahesh kumar V lKai!oli, KLES Dr. Prabhakar Kore Hospital and MRC, Nehru
Nagar, Betagavi -590010 Karnataka, lodia(herzinafter referred to as the ‘Principal
investigator” or “PI"}
|
AND ,
|
KLES Dr Prabhakar 'Kore Hospital and MRC, Nehru Nagar, Belagavi -590010
Karnataka, india (hereiinafter referred to as the “Institution.”)

AND
Genesis Research,' 4/22, Near Apoorva Hospital Jadhavwadi, Kolhapur,
Maharashira. India |

in connection with conduct of clinical trial - "international multicenter randomized
double blind phass It frial comparing safefy and efficacy of BCD-021 (CJSC
BIOCAD, Russia) and paclitaxe! + carboplztin to Avastin® (F. Hoffmann-La
Roche Ltd, Switzerland) and paciitaxei + carboplatin in inoperable or advanced
non-squamnous non-smalil-cell lung cancer patienis” bearing the protocol/study
10 3CD-021.-0z. I

Pl institution and Biocad herainafter are individually referred to as “the Party” and
are jointly referred to as “the Farties”.

WHEREAS: !

1. Sponsor is a pharmaceutical company responsible for execution of a clinicai
trial in India. ;

2. Biocad India is the Indian subsidiary of CJSC "BIOCAD” {(Sponsor) which is a
Russian biotechnology company, established in 2001 CJSC Biocad has both
research and development and full oycle manufacturing facilities. Biocad India
desires {o enga,:ge the services of the =1 to conduct/assist in this clinical trial |

i
VG Trial Agreement-BCD-02 02
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1.1

12

1.3

1.4

15

1.6

|
|

|
8
| N . . Samet -

P! has the necessary qualification, training, skilt and facilities to ccmduct'_T
clinical trial and|is desirous of rendering such services upon such terms am;;g
conditions as erlvisaged below. ~

Provision of Services
The services to!be provided by the P! to Biocad are described in detail in the
staternent attached hereto and incorporated herein by references as Exhibit A
(hereinafter refe:rred o as "the Proposal’).

|
The Study will be conducted at the Institution under the supervision and
direction of thelnvestigator, wherein Investigator shall control any individual
performing any portion of the Study at the Institution. Site will carry out Study-
related laboratdry services and investigations as may be required for the
Study. |

The Pl wili conduct various activities with respect to the Clinical Trial
(hereinafter referred to as “activities™) in accordance with the following:
Responsibilities of P! {attached herewith as Exhibit A) and Protocol of Clinical

trial as amendedifrom fime to time,

Budget (attached herewith as Exhibit B}

Al applicable lnfemationa[ Conference on Harmonisation (ICH) Good Ciinical

Practice (hereinafter referred to as “GCGP”) guidelines.

All relevant currént Indian hegu!étions and guidelines implemented or advised

by the Indian Laws.

Biocad will prm{ide the Pi with afl the information, documents, and materials
which, in Biocad's reasonabie opinion, are required in order to carry out

activities in a Ciinical Trial.

Biocad transfers the obligations, explicitly detailed in Exhibit A to this
Agreement, for this clinical study to the P} and the Pl accepts the same and
shall diligentiy ! carry them out along with other obligations under this
Agreement. The P will take all reasonable steps to ensure that personnel used
to perform his/her obligaliocns under this Agreement are appropriately trained

and qualified. |
|

Biocad will appomt a representative (hereinafter referred to as the "Clinical
Research Assoc:aie {(CRA)/Clinical Research Monitor {CRM)") to be
authorised to momtor the activities of the Clinica! Trial. The CRA/CRM will
coordinate perﬁormance of Clinical Trial with the Pl All communications
between Biocad and the Pl regarding the conduct of Clinical Trial shall be
addressed to of routed through the CRA/CRM. Biocad may, at its discretion,
change the CRA/CRM during the course of Clinical Trial and inform the Pi
accordingly.

|

|
| Clinical Trial Agreement-BCD-021-02
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1.7

3.1

3.2

<
G

3.4

3.5

3.6

t
|
1
|

The Pl will stor;e capies of all data and records generated during the trial in
accordance wzi?z local reguiations, applicahte GCP and as per the directions of

Biocad. |
|
Term |
|

This Agreemenl{ shall coimmeance on the date of execution and shall continue
tit the date of payment of the last surn due hereunder or till the date when the
last services réquired to be performed hereunder are performed, whichever
date shall tast occur, unless terminated earlier as provided herein.

Termination ard Consequences of Termination

Termination: !

|
Either Party may terminate this Agreement without any notice, only for
subjects’ saf@tymr medical reasons.

Either Party mqy terminate this Agreement by written notice of forty five (45}
days to the other Parly without assigning any reason thereof and with no
penalty on either side.

Either Party ma&/ terminate this Agreement by written notice of thirty (30) days
in advance issuad by means of communication ensuring evidence of the date
of receipt in case of a substantial breach by the other Party of the obligations
arising out of this Agreement, provided the Parly receiving such notice has
neither remedied nor suificiently explained for the breach within the period
specified in the inatice.

Any failure by |a EJa'ty to carry out all or part of its obligaticns under this
Agreement rebultmg in such detriment to the other Pary as o substantiaily
deprive such other Party of what it is entitled to expect under this Agreement,
shall be considered & substantial breach for the purpose of clause 3.3 above.

|

Upon receipt of'a written terminalion notice, both the parties will work diligently,
m good faith érwd in cooperation with each other, t¢ conduct the orderly
termination of the sarvices set forth under this Agreement.

|
i.
Consequences of Expiry or Termination:

Upon expiry or ‘ten mination of this Agreement. Biocad shali, in accordance with
the payment prowsaons of Clause 2, pay for ail reasonable, verifiable and
compieted activities up to the date of actual termination, In no event will
payments made by Biocad to the Pl under this Agreement exceed the project
costs as set forth in the study Budgel.
!
" Clinical Tria! Agreemenl-BCD-021-02
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3.7

4.1

4.2

3.1

52

el
AT B |

|

Upon expiry or termination of this Agreement, the Pl shall, at Biocad' option,
either immediately transier o Biocad or ciestmy any or all Confidential
information, mcludmg any copies thereof, except:for those materials or copies
that are required by law or regulation or for archlvat purposes.

Intellectual Property Ownership, Invention & Discoveries and Publication

The Pl acknowledges that all the intellectual property rights in the Confidential
information of and belonging to Sponsor (Biocad) which is disclosed to the Pl
is and shall always remain the sole and exclusive property of Sponsor
(Biocad). |

I
The primary nght] in the data generated durmg and in connection with the
conduct of the frial, including publication rights, rests with the Sponsor.
However, the Pl may publish data generated at their (own) site:
s onky upon gettmg written approvai from Sponsor and
+ only after the f:rst publication of such data by the Sponsor:

I
R@presei'*it:»:l’uons;r Indemnification

The Pl hereby warrants and represents that the following are true and correct
on the date of entering into this Agreement;
|
a. The Pl is ap individual and has the requisite qualification, legal power 10
enter into this Agreement and to perform his/her obligations hereunder.
This Ag;’eement when duly execuied, shall constitute the legal, valid
and blndsng obligation on the P! and is enforceable against the Pl in
accordancrla with iis terms;
|
b All acts ang conditions required by the laws in force at the date thereof
to be done fulfilled and performed in order {i) to enable him/her tawfully
to enter mta this Agreement and to exercise his/her rights and perform
his/her obhgatlons under this Agreement and (i) to make this admissible
in evidence have been done, fuifilled and performed in strict compliance

with the ap{pilcable laws.

The Pl will be covered by a professional indemnity of sufficient value as
decided by Biocad which shall be in force through out the term of this trial.
However, this indemnity coverage does not cover any indemnity, liability or
consequence arising out of or attributable to the negligence or willful
misconduct of the PI. :

|
Conflict of Interests
Site warrants that neither Institution nor Investigator has any conflict of interest
that would affect the conduct of the Study. Pl shali notify Biocad promptly and
within twenty %'our (24) hours, if a conflict of interest arises during the term of

this Agreement |

|
Clinical Trinl Agreement-BCD-021-02
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|
|
|
|
I

7. Payment \

7.1

7.2

7.3

7.4

7.5

9.1

10.

The total fees anc%i expenses payable by Biocad to the Pl for the services set
forth herein shall not exceed the Budget as per Exhibit B.
|

This study is nsn—i?egotiable and includes ali costs associated with the conduct
of the study, including pharmacy fees, laboratory fees, dry ice, procedure cost,
study coordinator/|nvestigator fees, patient payments, all overhead charges
and adm]nistrativai fees.

Non Payment; !

Unless and otherwise agreed in writing, Biocad India shail make no payment
for patients whomithe investigator entered into the study in viclation of protocol
(i.e, the patient is riiot a qualified participant)

Biocad shall pay the Pl for same in accordance with the terms set forth herein
after deducting there from any tax as applicable.

Payment shall be made by account payee Cheque / DD only.

|
Governing Law |
|

This Agreement and the rights and obligations of the parties hereunder shall
be governed by aq‘d construed in accordance with the laws of India.,

Arbitration |

Any dispule, cont!roversy or claim arising out of or in connection with this
agreement inclucfjing any question regarding its existence, validity,
interpretation or tefmination, shall be conclusively settled by referring the same
to arbitration. Thel arbitration proceedings shall be conducted in the English
language and be governed by the provisions of the Arbitration and Congciiiation
Act, 1998. The verlﬂue for arbitration proceedings shall be Bangalore.

Force Majeure {Act of Godj

In the event eithér Paity is delayed or hindered in or prevented from the
performance of fmy act required hereunder by reasons of restrictive
governmeant or judicial orders or decrees, riots, burglary, insurrection, war, acts
of God, inclement weather or other similar reasons or causes beyond such
Party's control, and such Party has exerted all reasonable efforts to avoid or
remedy such event, then performance of such act shall be excused for the
period of such delay (which 1s reasonable and consented by the other Party in
writing). Notice of the start and stop of any such force majeure shail be
provided to the othier Party.

|
?;\H‘*ﬂw Clindcal Trial Agreememt-3CD-021-02
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11.

12.

12.1

13.

14,
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|
:
|
|

|
Record Keepm’g

During the term of this Agreement. PJ shall maintain all materials and all other
data obtained or generated by Pl in the ceurse of providing the services in a
secure area reasonably protected from fire, thefl and destruction.

|

|
Review of Work, Audit

The Pl shall aéree and permit concerned Government Agency, Regulatory
Body, Sponsor’ Representative to perform, during normal business hours,
quality assurance audits of the work performed under this Agreement to

determine thatlthe services are being performed in accordance with the

applicable study Protocol, Government Regulations and this Agreement. Pl
promptly shali Correct any errors or deflmencms dlscovered during an audit,

under intimation fo Biocad.

|
|

Headings |

y

The headings used in this Agreement are for the sake of convenience and the
same are not to be construed 1o define, limit or affect the construction of
interpretation ofithis Agreement.

Notices & Servjiice of documents

The notice and documents required to be given under this Agreement shall be
deemed to be sufficiently given if hand deliverad by one Party to the other or
sent by Registe*@d Mail with acknowledgement due.

All the corresp

londence/ notices to be sent by the Pi to Biocad shall be
addressed to:

Biocad India P;vt. Ltd.
#163/C, 3rd Cross,

3rd Phase, JP Nagar,
Bangalare-560C7 8

Phone No. 080-41699773

Fax No. 080-41688773

|
All the correspondence/ notices 1o be sent by Biocad to Pl shall be addressed
to:

Dr Maheshkumar V Kallpii,

KLES Dr Prabhakar Kore Hospitai and MRC,
Nehru Nagar,

Belagavi -590010

Kamataka, India

Chlinieal Trial Agreement-BCD-021-02
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L _Exhibit &
5 RESPONSIBILITIES OF Pi:

INVESTIGATOR’'S 'AGREEMENT FOR THE CLINICAL TRIAL - “International
muliicenter rand(}l:'nized double blind phase I trial comparing safety and
efficacy of BCD-021 {CJSC BIOCAD, Russia) and paclitaxel + carboplatin to
Avastin® (F. Hoffmann-La Roche Ltd, Switzerland) and paclitaxe] + carboplatin
in inoperable or advanced non-squamous non-small-cell fung cancer patients”
bearing the protocol/study ID: BCD-021-02

i

| have sufficient time, acdequate staff, and appropriate facilities 1o conduct and
complete the Clinical Study. | agree to make these resources available for the
duration of the study and agree that other Studies will not divert essential subjects
or facilities awayf from this trial.

|
[ assure Biocad Endia Pvt. Ltd., that no other Clinical Study conducted by me shall
give rise to a coniﬂict of interest or interfere with the Clinica! Trial.

i will endeavor! to ensure an adequate recruitment rate during the clinical
investigation.

Biocad india Pv:t. Ltd. will furnish me with copies of the Investigator's Brochure

and the Study Plan or Protocol and | agree:

a) to become thloroughly famitiar with the properties of the investigational product
as described! in the investigator's Brochure, which provides full information
concerning the pre-clinical investigations that justify clinical studies, together
with informative material describing any prior invesligations, side effects, and
precautions to be taken inlo account in the course of the clinical investigation;
and |

b} To become w:ell acguainted with the Study Plan before signing it.

| agree o makeithe necessary arrangements, including provisions for emergency

treatment, fo ensure the proper conduct of the Study.

| understand thaét | shall have primary responsibility for the accuracy, legibility, and

security of all Study data, documents, and subject records both during and after

the Study. i will be responsible for gigning the Case Report Forms {CRFs), Any

alteration of the raw/source data shall be signed and dated, without obliterating

the original entry.

| agree to abide by the following conditions governing my handling of the data

associated with this Study.

a) | am required to maintain adequate records regarding all investigational
product received and usad by me including batch numbers, dates, and
guantities If tlhe Study is terminated, suspended, discontinued, or completed, |

|
RV .. e .
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shall return to |Biocad India Pvl Ltd.. any unused supplies unless other
arrangements are made by Biocad India Pvt. Ltd.

b. | am required to prepare and maintain adequate and accurate subjects, case
histories, recordmg all observations and other data pertinent o the clinical
investigation of aach subject in the Clinical Study.

|

c. | understand | am| to furnish my records of the Study to Biocad india Pvt.Ltd.
d. I will maintain rec}ords of the disposition of the investigational product and other
records for the dluration longer than the foilowing periods:

. the period lefin@d by national or local law and rules

ii. five years after the Study is terminated or computed, or

i, five vears !aﬁer the records are nc longer required for purposes of
supporting ihe relevant United States, other national, European {(EU)}, or
other mtfnmlatlonan regulaiory applications.

iv. To avoid any possible errors | will contact Biocad India Pvt. Ltd. prior to
the destruction of records or in the event of accidental loss or destruction

of any Studfy records.

e. | agree to provuje accurate information to the &thics Committee upon request.
I also agree to provnde accurate information to the reguiatory authorities upon
their request and within the scope of the agencies’ authorities and my ethical
obligations, as sét forth below:

1. Upon the igaquest of a scientifically trained and specifically authorized
employee of pational or international regulatory agencies, | will make
records re!aited to the Clinical Study available for inspection and copying.

|
2. The subject's identity will not be released except under the following
fimited circumstances.
|
i) Where data verification procedures demand inspection of subject’s
persanal identlty or personal medical information, in which case this
mspe«zct:on may be performed only by a properly authorized person.
|
3 The subject',s identity shall not be released to third parties without the
Subject's or subject's legal representative’s prior consent. Accordingly,
the study subject's or subject's lega! representative’s consent to the
potential relaase of patient entity information to regulatory bodies for data
verification purposes will be obtained as part of the informed consent
procedure. |
|
5 1| agree o be re'-:.por'lsible for submitling the Investigational Protocol for opinion or
approval, to an appr@pnate Ethics Lemmltiee and shall transmit the results to
Biccad India Pwi, Ltd
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N - @!\\}-\"\‘\L Kl1%-":.‘":l Dr. Prabhakar Kore Hospital, Belagavi @02
b ,&lt,)\,. 7 | Page 9 of 15
# <
|
! Dr. V.A Kothiwale 221
Registrar

‘ KLE Academy of Higher Education and Research,
' (Deemed-lo-be-University ufs 3 of the UGC Act, 1956)
i Belagavi-580 010 Karnataka
| .
|



I shall not cormmenice the Study without an approval or favorable opinion from the
Ethics Committee of the Investigational Protocal, informed consent forms, subject
recruitment procedures, and any writtén material to be provided to the subject or
the Subject's legal representative.

| shall provide the Ethics Committee or institutional Review Board with all
required information.

| certify that the investigational products for clinical investigation will be provided
only to subjects under my personal supervision or under the supervision of the
following sub-investigators responsible to me (add any additional names on a
separate sheet, if needed):

Sub-investigator 1: Dr Jyothi Hattiholi

I further certify that the investigational products will not be supplied by me to any
investigator, other than those listed above as sub-investigators, or to any clinic,
medical facility, or study site for use.

No procedure will be performed until all personnel have been properly trained.

I agree {o be responsible for the personal safety and well being of the subjects. To
this end, | agree to abide by the Declaration of Helsinki and their subsequent
amendments, national policy, and the following conditions governing the ethical
treatment of subjects in this clinical investigation:

Following naticnal policy and the Dedclaration of Helsinki, informed consent shall
be documented by the subject or subject's legal representative with dated
signature.

a) | will ensure that subject / subject's legal representative or their guardians
receive adequate information to make informed consents. This information
will be provided both in oral and in written form and shall be in a form easily
understood by the subject / subject’s legal representative.

The informed consent information shall include the aims, expected benefits,
risks and inconveniences of the clinical investigation, an explanation of any
alternative methods or treatments available, and an explanation of possible
consequences of any withdrawal from the clinical investigation.

b) i will ensure that the subject / subject's legal representatives are given the
opportunity to inquire about the details of the Clinical Study. The information
given to the subject /subject’s legal representatives shall make clear to them
that they remain free to refuse to participate in and free to withdraw from the
Clinical Study at any time without any sanction. | will make an effort to
ascertain the reasons for any withdrawal while fully respecting the subject’s
and/ the subject’s legal representative’s rights.
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c) I will ensure that the subject / the subject's lrgal representatives are provided
adequate fime to decide whether or not they wish te participate / wish their
ward to participate in this clinical investigation.

I will ensure that complete Case Report Forms (CRF; provided by Biocad will be
completed promptly and accurately within 5 working days after the visit occurs at
site and aiso ensure that any queries arising will be resolved within 3 working
days.

I wili discuss with Biocad India Pvt. Ltd. any question of modification of the Study
Ptan and obtain Biocad India Pvt. Lid. written agreement and also approval from
the ethics committee prior to implementation of any modification. | will not precede
with a non-emergency deviation from the Clinical Protocol without approval from
Biocad India Pvt. Ltd. and as needed the Ethics Committee. It is my responsibility
to inform the Ethics Committee about any proiocol amendment or any significant
change in the Investigational Plan or Protoco! that has been approved by Biccad
india Pvt. Lid., including the reason for the change, and f{o obiain the Ethics
Committee’s approval or favorable opinion regarding the change.

| will report all adverse events fo Biocad.

a. | wili promptly report:

e Dewalions from or changes to the protocot o eliminate immediate
hazards to the study subjects.

o Changes increasing the risk to subjects and/or affecting significantly
the conduct of the study.

« Al adverse drug reactions (ADRs) and Adverse tvents (AEs) that is
both serious and unexpected

e« New information thal may affect adversely the safety of the subjects
or the conduct of the study.

b. Al staff in contact with the subject should be aware of their responsibility to
note and report all adverse events reported by the Subjects / subjects
legally acceptable representative.

c. The lnvestigator or designate shouid assess the patient at each visit for
adverse event or serious adverse event that may have cccurred since the
previous visit.

d All sericus adverse events {(SAEs) should be reporied to Biocad within 24
hours.

e. The immediate reports should be followad promptly by detailed written reports
including the completed Adverse Event Forms,

f.  The immediate and follow-up reports should identify subjects by unique code
numbers assigned to the study subjects rather than by the subjects' names,
personal identification numbers and/or addresses.

Clinieal Trial Agreement-BOD-021-02
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g. Adverse events and/or laberatory abnormalities identified in the protocol as
critical to safety evaluations should be reporied to Biocad according to the
reporting requirements and within the time periods specified by Sponsor in
the Protocol.

h. 1 will personally be responsible for, or | will appoint 2 sub-investigator (who
has signed an Investigator Agreament and has been added to the
Institution’s, Biocad India Pvt. Ltd. and the Study Monitor's Investigator List)
to be responsible for all Study related medical decisions.

I agree to personally conduct and/or supervise the clinical triaf at my site. | may
delegate some of the aclivities fo the study staff, However all delegated
activities will be my responsibility.

12, I'will report all deviations from the protocol to Biocad India Pvt. Ltd. and the study
monitor.

13. 1 will notify Biccad India Pvt. Ltd., immediately, but in no event in more than five
working days, about withdrawal of approval by the reviewing Ethics Committee of
my part of the Clinical Study.

14. 1 will comply with any request by Biocad India Puvt. Lid. to return or dispose off,
investigational product (IP) upon termination or compietion of the clinical study. |
understand that Biocad India Pvt. Ltd. is required by law to discontinue shipments
of investigational product to me if | fail to comply with the Study Protocol or with
any applicable laws or regulatory requirements applicable to the investigation.
including national guidelines,

15. 1 agree to permit personne! from Biocad India Pvt. Ltd. and/or the Study
Monitor/auditor to visit me and/or the Study Site to monitor my compliance with the
protocol and/cr audit the investigational records. To facilitate Biocad India Pvt.
Ltd., or the Study Monitor's audit, | further agree to make records related to the
Clinical Study available for inspection and copying.

16. | agree to maintain confidentiality regarding all information generated in the
course of this Clinical Study. | further agree to ensure that the confidentiality of all
information about subjects and the information suppfied by Sponsor is respected
by all persons, with the limitations discussed above.

17. 1 agree to submit and sign a Final Report of the Clinical Study within three months
after termination or completion of the Clinical Study or of my part in the Clinical
Study to the Ethics Committee.

| agree to abide by this Investigator Agreement.

Investigator Signature: J

Date Signed: Loacr aei)
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Exhibit B: Proposal (Budget)

HBudget and Payment Terms
1. All payments would be made enly upon fuifitnent of responsibilities by the Pl as
described in Exhibit A and the services provided by the Pl as is described in the
clinical trial protocol including its amendments.

2. Biocad India Pvt Lid. offers {o pay the Pl Rs.3,60,250 which will be paid per

subject as per Annexure ! who completes full study (complete all study visits and
procedures as required by the protogol)
This payment is inclusive of all patient refated cost as well as non patient related
cost such as all Overhead expenses, completion of case report forms, audits,
Haospitalization and infusion charges, pharmacy fees and lab costs for testing {for
exampie CBC, ECG, USG, CT Scan{contrast), Biopsies, as per protocol
requirement}, patient fravel costs, including unscheduled visits as per protocol,
study/site staif fees. (Subject to deductions as per point No.4 below):

i

For screening Faliure, Rs. 9000 per patient {Investigations are reimbursed as per
actuals) will be paid to Pt which includes institutional overhead charges.

Reimbursement will be not be made for any additionat testing, treatment or
procedures not required by the protocol, unless such additional testing, treatment
or procedures are pre-approved by the sponsor.

Terms of Payment,

» Payment will be made after verifying completed case report forms and
cormnpletion of Resolution of Data Clarification Form/ Data queries raised by
Data Management for that raspective visit,

o In case the patlient does not complete the milestone visits then the
payment would be made as per the earfiest milestane visit.

« Payment io the Pl on the above milestones will be made on monthly basis
only by a crossed A/C Payee Cheque in favour of Genesis Research, No
pavment shall be made in cash.

» The final payment will be subject to a final reconciliation, meaning after (i)
all subjects have completad the study, and the database has locked, (ii) all
study specific queries and issues (including data queries) has been
satisfactorily resolved. (i} The site close out visit has been compleied
{including the return of all study drugs) and (iv) Study records have been
received by sponsor.

4, The following deductions will be made, if applicable:
« Tax deduclion at source for all payments of fee unless a wvalid i{ax
exemption certificate 1s provided by the investigator/ institution.
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» Any capital expenses for the site incurred by Biocad on behalf of Pl will be
deducted from the fee paysble to P

rOR BIOCAD INDIA PVT. LTD.
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CLINICAL TRIAL AGREEMENT

A randomized, prospective, open label, comparative, parallel
group, muiticentre 12 weeks study to evaluate efficacy, safety

STUDY TITLE: and tolerability‘ of . G|ycopyrrgnium/f:ormoteroi EDC
25meg/12meg twice daily in comparison with Glycopyrronium
50mcg once daily in patients with moderate to severe Chronic
Obstructive Pulmonary Disease (COPD)

STUDY CODE: CPH1115

DATE OF AGREEMENT: TEEANSW\RE,

"Effective Date™)

SPONSOR

Name: Cipla Limited
Cipla House

Address: Cipla Limited, Peninsula Business Park, Ganpatrao Kadam

Marg, Lower Parel, Mumbai, Maharashtra, India 400013

PRINCIPAL INVESTIGATOR

Namae:

Cr. Jyothi Virupaxi Hattiholi

Address:

Karnataka, India.

Assistant Professer, KLE's Dr Prabhakar Kore Hospital &
Medical Research Center, Nehru Nagar, Belagavi,

Contact Details:

Contact: 9164012011
Email ld: pulmojyoti@gmail.com
Fax No: 081-2493099

PAN No:

INSTITUTION (Hospital)

Name:

Center

KLE's Dr. Prabhakar Kore Hospital & Medical Research

Address:

Nehru Nagar, Belagavi, Karnataka, India.

Contact Details:

Contact No: 0831-2470400
Fax No: 0831-2483009

PAN No:

AABTKOBB1E
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This chrical tiat agresment ("Agreement’) is made between Cipla Limited (*Sponsor’), Dr.
Vineet Kumar Shukla (“Principal Investigator™ or “PI") and KLE's Dr. Prabhakar Kore
Hospital & Medicat Research Center {institution”™ as described above.

RECITALS:

WHER_EAS, Sponsor is engaged in research and development, developing, manufacturing and
marketing of pharmaceuticai products and desires to conduct the Study;

WHEREAS, Principal Invesligator is an employee of the Institution;

WHEREAS, institution is a research institute engaged i conducting clinica! trials for various
pharmaceutical companies; and

AND WHEREAS, Sponsor is wilfing to engage the Pt and Institution to conduct the Study on non-
exclusive basis and Institution and Pl zre willing to carry out the Study on the terms and conditions
set out in this Agreement.

NOW THEREFORE, the Parties agree as follows:
1. DEFINITIONS:

1.1, “Affiliate™ of a Parly means any entity that controls, is controlled by ar is under common
contro! with such Party, whers “control” means the possession, directly or indirectly, of the
power to direct of cause the direction of the management and policies of such entity,
through ownership of more than fifty percent {50%) of the cutstanding voting securities or
other ownership interests, by coniract or otherwise;

1.2.  Appliczble Law means the Drdgs and Cosmetics Act, 1940, Drugs and Cosmelics Rules,
1945 and any other law or rules for the time being in force in India;

1.3. Case Report Form means a printed, optical or electrenic document er database designed
to record Subject information.

14. Canfidential Information means any and all data or information whether oral, written or
in electronic form disclosed by Sponsor to Pl and Institution including (i) all information
collected in the course of, resulling from, or arising directly from the Study; (i} Protocal,
PI's brochure, Study Materials and Investigational Product, business plans, sales or
marketing methods; (i) information, ideas. concepts, IPR, technical and operational
information, scientific or technical processes or tachniques, product cempaosition or details
suned by the Sponsor and its Affiliates; (v} know-how, methedology, trade secrets,
sequences and structure of the Study; and {v) information concerning the business affairs
or chents of the Sponsor and its Affiliates.

1.5. Fees shall mean the milestone payments agreed by the Parties for the Study.

16. Force Majeure Event shall mean circurnstancas beyond reasonable control of a Party,
including but not limited to, change in government policy, fire, flood, epidemie, acl of god,
war and rot,

wew 1F L
o by,

71,7 GCP means good climecal practices guidelines issued by the Central Drugs Standard

A
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1.8.

1.8.

1.11.

112,

Control Organisation {CDSCO), Directorate General of Health Services, Govi. of [ndiz and
under Applicable Law;

GLP shali mean good labaratory praclices guidetines issued by the Central Drugs
Standard Control Organisation (CDSCO), Directorate General of Health Services, Gowvt.
of India and under Applicable Law;

ICH-CP shall mean International Council for Harmonisation of technical requirements for
pharmaceuticals for human use — good clinical praclice guidetines,;

1EC shall mean independent ethics committee of the Institution;

Investigational Product shall mean a pharmaceutical or comparator product being tested
or used as reference in the Study,
1

IPR shall mean patent, copyright, trademark, service mark, service name, trade name,
internet domain name, brand name, trade dress, iabei, logo, know-how, technical and non-
technical information, trade secret, formulae, technique, sketch drawing, mode!, invention,
design, specifications, processes, apparalus, equipment, database, research,
experimental work, develepment, Study Materials and Investigational Preduct and all
confidential or proprietary information obtained by Pl and Institution from Sponsor or
generated or created by Pl and Instilution as a direct and sole result of performing the
Study under this Agreemeni, including, without limitation results of the Study, data
generated, confidential proprietary, commercial, scientific,. medical or technical
information.

Party shall individually mean Sponsor or Pl or Institution;
Parties shall collectively mean Sponsor and P1 and Institution,

Protoco! shall mean a document that states the background, objectives, rationale, design,
rmethodology and statistical considerations of the Study.

Regulatory Authority means the Drugs Controller General of India, Directorate General
of Health Services. Miriistry Of Health and Family Welfare, Drug Advisory Commitlee and
relevant governmental authority having jurisdiction under Applicable Law.

Representatives shall mean the employees, directors and officers of a Party;

Serious Adverse Event means any unloward medical occurrence that results in death.
is life-threatening and requires inpatient hospitalization or prolongation of existing
hospitalization.

Study Site shall mean the Institution facility located at Nehrv Nagar, Belagavi, Kamataka,
India.

Study means a randomized, prospective, open label, comparative, parallel group,
multicentre 12 weeks study to evaluate efficacy, safety and tolerability of
Glycopyrconium/Formoterol  FDC  25meg/i2meg twice daily in comparisan  with
lycopyrronium 50meg once daily in patients with moderate to severe Chrenic Obstructive
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1.21,

1.22.

1.23.

2.2

2.3

24

2.5

3.1
3.2
3.3

3.4

3.5

Study Completion occurs when the final Clinical Study Repert (CSR) 1s signed by Pl and
Sponsor and clinica! data gensrated in the Study has been locked and provided to the
Spansor, including a copy of the approval letler of IEC acknowledgment of final report.

Study Materials means sludy relsted essential documents, spurce files, source
documents, protocol, investigational brochurefpack insert, case report form, inform
consent forms, patient information sheet, subject diaries, UPT kits, etc; and

Subject means a healthy volunteer enroiled in the Study,;

SCOPE AND CONDUCT OF THE STUDY

Sponsor hereby engages the Pl and Institution to conduct the Study on non-exclusive
basis.

institution agrees to provide all the facilities to the Pl and confirms that the Study shall be
conducted at the Study Site under the direction of PL

PI shall conduct the Study in accordance with the Protocol, GCP and Regulatory Autharity
requirements including ICH-GCP, Institution standard operating procedures and
Applicable Law.

Institution shall perform the Study under the direct supervision and control of PL If Pl is
enwilling or unable to perform the Study, Institution shall refer aiternative investigator to
Sponsor as replacement of Pl and based on Sponsor's written approval, such investigater
shall be engaged as Pl for the Study.

Sponsor will not accept the Study until relevant milestones are achieved as identified in
the Protocol. in the event of any actual or anticipated failure by Site to perform the Study
in strict compliance with the standards specified in the Piotocol or otherwise described in
this Agreement for any reason other than Sponsor's acts or omissions, Sponsor shall be
entitled 1o, at its sole oplion, reguire the Pl and institulion to reperferm the relevant
milestone in the Study without any cost to Sponsor within the timelines specified by
Sponsor or refund the Fees paid by Sponsor for the Study.

SUBJECT RECRUITMENT:

Bl and Institution shali enroli the Subjects in the Study after IEC approvai.

Pi and Institution shall ensure that all Subjects comply with Protocol requiremnents.

It shall be the responsibility of the Institution and P1 to notify Sponsor and IEC of any
significant deviation from Protocol andfor Applicable Law and Regulatory Authority
quidelines including without limitation Serious Adverse Events within twenty four (24)
hours,

Pl and Institution shall enroll 20Subjects in the Study. Should enroliment of the Subjects
axceed the identified strength, additional Subjects may be recruited only upon Sponsor's
prior written consent

Pl and Institution agrees that Sponsor can limit or stop Subject inclusion in the Study at
any time for any reasons. If Sponsof fimits Subject inclusion in the Study, milestone Fees
ynder the payment schedule shall be paid by Sponsor based on the milestones achieved
by the Pl and Institution as defined in Annexure - 1. Should there be nc Subject enroliment
or there is no Study Kick-off by P1 and Institution in accordance with the Agreement, entire
milestone Fees paid by Sponsor shall be refunded immedialely.

If a Subject suffers Study injury, Pl and Institution shall notify Sponsor within 24 hours,
awever, Pl and Institution shall be responsible to provide complete medical treatment to
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4.1

the Subject. Sponsor will bear aciual medical expenses incurred by the Pl and Institution
for the Subject as a result of Study injury. In case of death of Subject due to Study injury,
Pl and Institution shall immediately notify the Sponser and Sponsor will pay the financial
caompensation as a result of Study related death as provided under Regulatory Authority
guidelines and Applicable Law.

RESPONSIBILITY OF PARTIES:

Pl and
4.1.1
412

4.1.10

4.1.11

4.1.12

4.1.13

4.1.14

Institution:

PI and Institution shall be responsible to conduct the Study at the Study Site.

P1 thoroughly familiarizes himself with the appropriate use of Study Materials and
Investigational Product as described in the Protocol, product monograph (if
applicable), informed consent documents, Case Report Form and IPR!

Pl and Institution shall not subcontract the Study te any third party, except with
prior written consent of Sponsor.

Pl and Instifuticn shall provide preliminary and final reports to Sponsor as per the
timelines specified in the Protocal.

Pl and Institution shall be responsible to provide daily updales in respect of Serious
Adverse Events, milestanes pending and completed and safely issues.

Pl and Institution shall be responsible to notify Sponsor and [EC if there is a
requirement for change in Protocol. Pi shall carry out the modifications andfor
amendments in the Protocel based on the approval of IEC and Sponsor.
Institution is responsible to ensure that its Representatives and Pl conducting the
Study under this Agreement are not debarred by the Regulatory Autharity of under
Applicable Laws.

Institution is responsible te provide necessary facilities, equipment and any other
resources reasonably required to complete the Study.

Institution will ensure that the Study is subject to the continuing oversight of the Pl
and |EC throughout the Study Completion.

Pl and Institution agrees that Sponsor can monitor the Study and advise Pi and
Institution on cessation of the Study or withdrawal of Investigational Product and
Study Materials for safety reasons.

Pt and Institution shall maintain all Study Materials, including copies of signed
consent forms, Case Report Forms, Protocol and information relating to
Investigational Product and Study Materials in safe custody locked at all times,

Pl and Instilution agrees that the Investigational Product and Study Materials are
owned by Sponsor and all unused Investigational Product and Study Materials
shall be returned to Sponsor on Study Completion. However, Institution is
responsible to maintain full and accurate records for the use of Investigational
Product and Study Materials in the Study.

Institution shall be responsible to retain archival recards of the Study including the
original or a copy of all Subject consent forms in conformance with applicable
requlations for a minimum free storage period of 15 (fifieen) years.

Institution shall notify Sponsor before destroying any Study Materials and retain
the Study Materials for such longer period as reasonably required by the Sponsor
at the mutually agreed costs after completion of free storage period of fifteen (15)
years.
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5.2

8.3

5.4

6.2

6.3

6.4

6.5

6.6

Sponser:

421 Sponsor will provide Study Materials to the Pl and Institution for the purpose of
conducling the Study.

42,2 Sponsor will share relevant information of Study Materials and Investigational
Praogduct with Pl and Institution.

4.2.3 Sponsor will nominate a project coordinatar to coordinate with the Pl and institution
for the Study.

REGULATORY AUTHORITY

Pl and Institution shail obtain IEC appraval and Regulatory Authority clearance under
Applicable Law as specified in the Protacol.

If Pi and Institution fails to obtain the IEC and Regulatory Authority approval within the
agreed limelines stated in the Protacol, Sponsor shall at its sole opfion, immediately
suspend of terminate the Study and claim refund of entire Fees paid by the Sponsor
together with appropriate damages from Pl and Institution.

Pl and Institution shall notify Sponsor within twenty four (24) hours upon receipt of written
communication from Regulatory Authority inspection or inquiry related to the Study.

Pl and Institution shail cooperate with Spensar from time to time in inguiry, investigation,
audit or proceedings of Regulatary Authority without additional cost to Sponsor.

REPRESENTATION AND WARRANTIES

Parties represent and warrant that they are authorized to execute this Agreement and that
the terms of this Agreement are not in violation of any contract to which they are a party.
Pl and Institution represents and warrants that they have relevant skill, exparence,
expertise. licenses and facilities to conduct the Study as required by Sponsor from time to
time.

Institution represents and warrarits that the processes and clinical tools used by Pl to
perform the Study herein does not infringe any patent, copyright, trade secret or other
proprietary right of any third party.

Institution warrants that Pl and ail Representatives deputed for performing the Study shaill
possess relevant skills and qualifications and the Study shall be rendered in a professional
and workmanlike manner.

Pl and Institution shall diligently and timely respond to all Study queries and requests of
Sponsor.

Pl and Institution shall comply with all Applicable Laws including data privacy,
confidentiality and data security palicies from time-to-time.

INTELLECTUAL PROPERTY

All rights, title and interests resulting from the Study, Study Materials and Investigational
Product including IPR whether created, developed, generated, modified or improved by Pl
andfor Institution shall be the exclusive property of Sponsor. Pl and Institution agrees that
Sponsor owns the right, title and interest in any inventions, designs, discoveries,
improvements, developments and works of authorship produced as a result of the Study.
Pl and Institution shall irrevacabiy transfer and assign all rights, title and interest in IPR in
favour of Sponsor.

Pl and Institution shall not use the Canfidential Information and IPR and/or data generated
from the Study directly or indirectly for any purpose other than the Study.

Pl and Institution agrees that all inventions, data, warks, discoveries, technolegy and
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7.4

8.1

8.2

8.3

8.4

8.5

improvements in relation to thé Study and IPR, whether or not subject to any protection
by statute which are conceived of, made, reduced lo practice, created, writlen, daesigned
or developed, authored or made by P and/or Institution either afone or in combination, in
the course of the performance of Study under this Agreemen including maodifications or
improvemnents to any proprietary 2echﬂo!ogy. information or materials provided by Sponsor
to Pl and Institution shall be the exciusive property of Sponsor. The Inventions are o be
promptly reported to Sponsor Sponsor is free to use the results of the Study without any
further communication to Pl and Inslitution.

P1 and Institution agrees to copperate with Sponsor and its nominees to obtain patents or
regisler copyrights in any and all countries for the inventions and IPR and to exacute all
documents for use in applying for and obtaining such protection thereon as Sponscr may
desire, together with assignments thereof to confirm Spensor's ownership. In the event
that any improvements or developments do not qualify tc be work for hire, Pl and Institution
hereby irrevocably transfers, assigns and conveys, all rights, title and interest in such
improvements or developments to Sponsar free from all encumbrances and agrees 1o
execute, and shali cause its Representatives o execute, all necessary documents in

favour of Sponsor.

FEES
in consideration of the Study, Sponsor will pay the Fees to the Pl and Instilution on

comptetion of relevant milestones as specified in Annexure |, Il and Il

Ii there is any delay in performing the Study, Institution shall be liable to refund the entire
Fees to the Sponsor as mentioned in Section 2.5 and 5.2.

Instituion shall submit to Sponsor the invoices for Study completed il the relevant
mitestones. All invoices shall be approved by the project coordinator of Sponsor. Institution
shali give supportive documents upon successful completion of deliverables within the
agreed timelines. Sponsor will make payments against undisputed invoices within thirty
(30} business days from the date of receipt of Pl and Institution’s invoice. [f there is any
discrepancy in the invoice submiited by the Pl and Institution Sponsor wiil notify Institution
within fifteen (15) business days from the date of receipt of such invoice and withhold
disputed invoice amounts until resolved by the Parties. Howaver, pending resalution of
any dispute under this Agreement, Pl and Institution shall proceed diligently with its
performance of the Study and complete the Study during dispute proceeadings, unless
otherwise instructed by Sponsor.

All payments made by Sponsor to Institution shall be subject to tax deduction at source.
Service tax, at applicable rates, shall be paid extra by Sponsor

Payee Details: Paries agree that the payee designated below is the praper payee for this
Agreement, and that payments payable under this Agreement will be made only to the

following payee (the ‘Payee™):

Payee details:

PAYEE NAME: CMS Clinical Research Pvt Ltd.
i E- 285, First Fioor
PAYEE ADDRESS: Greater Kailash -2, M-Block Road,
New Delhi- 110048
PERMANENT ACCOUNT | AAFCCB457M

NUMBER (PAN) OF PAYEE
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8.3

9.4

BANK ACCOUNT NUMBER 50200007478582

BANK NAME HDFC Bank

BRANCH NAME Hyderabad

SWIFT/IFSC CODE HDFC0000368
PUBLICATION:

Pl and institution shall not, without the prior written consent of the Spensor, report or
publish or make available the data. results or any repart ¢f the Study conducted under this
Agreement to any third parly or in any journal, book, magazine, etc.

Accordingly, Study resulis may be published in medical journals or presented at a public
forum such as conferences only after Sponsors written consent and Sponsor has
determined that stch publication will nat compromise IPR issues and/or confidentiality
issues associated with the Study and approved or consented in writing that the Pi and
Institution may publish or report the data, results or any report of the Study.

in all publicalions the Sponsor's suppod of the Study shall be acknowledged. The Study
will be clinically and statistically evaluated collaboratively by the Sponsor, P! and on behaif
of Institution and manuscript shall be prepared for submission to a peer-reviewed journal,
subject to written approval of Sponsor.

Authorship credits shall, upon mutual consent between the Institution and the Spensor,
shall be decided considering all those participating in the Siudy program. The Sponsor
may freely Use, copy and disseminate any manuscript foliowing its publication in a journal
without further obligation to the Pi and Institution or discloser. All communications in
relation to the Study such as press releases or responses to inguiries from media should
receive prior written approval from the Spansor.

10. CONFIDENTIALITY:

10.1

10.2

e Lf} Py
TN
\\\E;.///

Pl and Institution agrees that Confidenttal Information shall be used only for rendering the
Services, Pl and Instilution shall keep Confidential Information confidential, protect from
unauthorized use, reproduction, access and damage or destruction and employ the same
degree of care as it would employ to protect its own confidential information.

Pl and Institution shall limil disclosure of Confidential Information only to its
Representatives who necessarily reguire access to render the Services, provided that (a)
PI and Institution first require each of them 1o agree in writing, either as a condition of their
service to Pl and Institution or in order to obtain Confidential Infarmation, to be bound by
terms and conditions substantially similar to those terms and conditions applicable to Pi
and Institution under this Agreement, and {b) Pl and Institution shall maintain a record of
Confidential Information disclosed to the Representatives and such record shall contain
the name, designation of the Representatives and details of Confidential [nformation
disclosed, which shall be made available to Sponsor upon request, However, Pl and
Institution shall, under all circumstances, continue to be liable as a principal parly.

in the event Pl and Institution becomes legally compelled by government or judicial
process to disclose any Confidential Information, Pi and Institution will provide prior written
nolice theraof to Sponsor before making any disclosures, to enable Sponsor {0 seek

Page 8 of 16

Rl T arn x e T

Dr. {/A Kothiwale 240

Registrar
KLE Academy of Higher Education and Research,
(Deemed-o-be-University u/s 3 of the UGC Act, 1956)
Belagavi-593 010,Kamataka



ST T

)

10.4

10.5

10.6

protective order or other appropriate remedy to minimize disclasure and P and Instituticn
shall disciose only such portion of Confidential Information absclutely necessary in the
opinion of its legal counse! Lo comply with the process.

All Confidential Information is provided “as is”. without any warranty, express, implied or
otherwise, regarding its accuracy or performance and In no event shall Sponsor be fiable
to Pl and [nstitution for disclosure of Confidential Informatian under this Agreement.
Upen the firs! written request of Sponsor at any time during the term or immediately upon
expiry or earlier termination of the Agreement, P! and Instilution shail return within fifteen
(15) days all Confidential Information to Sponsor, by registered mailfcourier of international
repute, andfor destroy such Confidential Information as per the directions and instructions
of Sponsor and provide written certification ta Sponsor. Pl and Institution may, however,
retain one copy of such Confidential Information in its legal archives solely for legal
compliance purposes, under strict obligations of confidentiality as stated in this
Agreement.

All obligations contained in Section 10 shall survive the expiry or early termination of this
Agreement and the Parties shall remain boung by the same at all times.

11.  INDEMNITY:

11.1

Pl and Institution shall indemnify and hold Sponsor, its Affiliates and/or their respective
Representatives and assigns harmless against all notices, claims, demands, action, suits
or proceedings given, made or initiated against Sponsor on account of or arising out of
any and ali liabilities, damages, injuries, cause of action and expenses including atlorney’s
fees suffered or incurred by Sponsor for {a) breach of responsibility of Parties; (b} loss or
damage caused to lnvestigationzl Product and Study Materials; (¢} witiful neglgence,
misconduct and misrepresentation {d) breach of represenlation and warranties and
confidantiality obligations under this Agreement; (e) any third party claims for infringement
of IPR and (f) injury and/or death of Subjects.

Sponsor liability to Pl and Institution for conducting the Study shall be the payment of Fees
not exceeding relevant milestone mentioned in Annexure |, provided Pl and Institution
have satisfactorily achieved the relevant milestone and/or completed the Study.

12. TERM

This Agreement shall commence from the Effective Date and shall be vaiid for a period of
1year or on Study Completion or unless sooner terminated by Sponsor in accordance with
clause 13, whichever is earlier. Parties may renew this Agreement upon mutually agreed
terms and conditions.

13, TERMINATICN
13.1

Spansor shall be entitled to terminate this Agreement in the following circumstances:

a. without cause al any time by giving seven (7) days' prior written notice to the other.

b. in the event of breach by Pl and Institution that is not cured within thirty {30) days
from the date of written notice by Sponsor.

c. immediately, if Pl and Institution fails to obtain Regulatory Authority clearance;

d. immedialely, if Institution becomes insoivent or files for bankruptcy.

g. inthe event of change of control of Institution, unless Sponsor decides otherwise,
in which case, the acquiring entity undertakes in writing to assume all liabilities and
responsibilities of Institution under this Agreement.
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13.2  If this Agreement is terminated by Sponsor and/or P and Institution:
a. Fees for successful completion of Study tifi the date of termination as per the
relevamt milestone shall be paid by Spansor.
b. Pl and Institution shall be liable to reimburse the Fees and expenses to Sponsor
as a resuit of Sponsor retaining third party contractor to complete the Study.
c. Should Sponsor retain a third party for completion of the Study, then Pl and
Institution shall provide transition services o such third party within the timelines
specified by Sponsor without any costs thereon.
14 INSURANCE
14.1  Institution shall secure and mairtain in full force and effect throughout the perforrmance of
the Study, insurance coverage from a reputed insurance company to cover its obligations
including the P1 and Representatives and Subjects injury and/or death.
14.2 Copy of Institution insurance certificate shall be handed over to Sponsor, prior to
commencement of the Study.
15 NOTICE
15.1  Any notice given under this Agreement shall be in writing and signed by or on behalf of
the Party giving if and may be served by delivering it personally or sending it by pre-paid
recorded delivery or registered post or fax to the address and for the attention of the
relevant Parly. Any change in address shali be notified by a Parly to the other,
15.2  Any such notices be deemed to have been received;

-if delivered personally at the time of delivery;
-in the case of registered airmail, pre-paid recorded delivery or registered
post-upon receipt to the address mentioned below.

The addresses and fax numbers of the Parties for any written notice are as follows:

Sponsor

Address: Cipla House, Cipla Limited, Peninsula Business Park, Ganpatrao Kadam Marg,
Lower Parel, Mumbai, Maharashtra, India 400013

Atention: Dr. Jaideep Gogtay
Fax No: 022-24816810

Pl
Address: Assistant Professor, KLE's Dr Prabhakar Kore Hospital & Medical Research

Center, Nehru Nagar, Belagavi, Karnataka, india.
Attention: Dr. Jyothi Virupaxi Hattihoii
Fax No: 0831-2493099

[nstitution
Address: KLE's Dr Prabhakar Kore Hospital & Medical Research Center, Nehru Nagar,

Belagavi, Karnataka, India.

~¥
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16 GOVERNING LAW AND DISPUTE RESOLUTION

16.1

16.2

16.3

This Agreement and the Parties rights and obligations hereunder shail be governed by
and interpreted in accordance with the laws of India,

The Parties agree that any dispute arising out of or in relation to this Agreement shali be
first altempted to be resoived amicably by mutual negotiations, failing which any dispute
or claim arising out of or in connection with this Agreement, or the hreach, termination or
invalidity thereof shall be governed exclusively by the. laws of India with exclusive
jurisdiction of courts of Mumbai.

Pl and Institution acknowledge that breach of this Agreement by Pl and Institution will ba
extremely detrimental to Sponsor and would cause irreparable harm to the business of
Sponsaor which cannot be adequately compensated by monetary damages. Therefore, in
addition to any other rights or remedies available to Sponsar under contract or at law,
Sponsor shall be entitled to immediale return of Confidential Information and to equitable
relief, including injunction andfor specific performance from any court of competent
jurisdiction,.

17 General Provisions

17.1
17.2

17.3

17.4

17.5

17.6

17.7

The relationship between Sponsor and the Institution is of independent contractor.

A Party shall be excused from performing its obligations under this Agreement to the
extent ils performance is delayed or prevented by a Farce Majeure Event provided that
the affecled Party promptiy notifies the other of the occuirence of Foree Majeure Event,
Pl and Institution shall not assign this Agreement to any person, without pricr writien
consent of Sponsor.

Any waiver by a Party of any provisions of this Agreement shall not operate or be
construed as a waiver of any subsequent breach of such provision or any other provision
hereof by such Party.

The invalidity or unenforceability of any provision of Lhis Agreement shall pot in any way
affect, impair or render unenforceable this Agreement or any olher provision contained
herein, which shall remain in full force and effect.

No amendment lo this Agreement shall be valid unless mutually agreed in writing and
execuled by the Parties.

This Agreement represents the entire agreement between the Parties and supersedes all
prior negotiations. understandings and agreements, written or oral, relaling o the subject

matier herein,

[Signature Page Follows}
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In Witness Whereol, the Parties hereby sign and execute this Agreement as of Effective Date.

For Cipla Limited For Cipla Limited

) : B
Signature 6/1% Al/ Signature W

Name; Dr. Jaideep Goglay Name: Mr. Saurabh Maheshwari
Tille: Sr. Vice President, Global Chie{ Title: Associate Director Finance
Medical Officer
By PI

I, Dr. Jyothi Virupaxi Hattiholi, the PI, acknowledge that | have read and understood lhe terms
and conditions of this Agreement and accept to be bound personally as agreed in this Agreement.
|, also agree to use all reasonable endeavors to enable the institution to comply with its abligations

under this Agreement. ﬂ 3
7

Signature:

Name: Dr. Jyothi Virupaxi-Hattiholi
Rt __ For Institution

_ oo
Signature —
Name:

. pedical Direct
Title: , "copr Prabhakar K

nedical Research Centre,

¢ & Chiet Executive
are Hospial &
BELAGAVL.
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1

ANNEXURE -}
Project Timelines

Task

Tentative Periods

First Patient In

Within one week of initiation

Last Patient In

After two months of initiation

L.ast Patient Last Visit

After four months from last patient in

Data base lock

After 1 menths from Last Patient Last Visit

Site Clossout Visit

Within one month of data base lock

e

Signing Of Study Repon

Within two months of close out

Proposed Principal Investigator Involvement

10 to 12 months from initiation
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ANNEXURE H

Payment Details

Investigators Fees

Visit 1 Visit 2 visit 3 | Visit4 | Visits | SISt | VISt g
SCR- R Week (Week | Week | Week | Week
R-1 SCR-2 0 2 4 B i2
lnvestigator | 1500 1500 1000 | 1000 | 1000 | 1000 | 1500 | 8500
Co-
‘ Investigator 700 700 500 500 500 500 | 700 | 4100
._ CRC Fees | 500 500 500 500 500 500 [500 {3500
Total 2700 2700 2000 12000 | 2000 | 2000 |2700 {18100
i{ Pass-through Expense on agtual
:g Spirometry 800 800 8C0 BOO| 800 800| 4800
: X-ray 350 350
ECG 200 200 200 200F 200f 200! 1200
Patient TA 500 500 500 500 5001 500( 500 3500
v Total 1050 1300 | 1800 | 1500! 1500 1500 | 1500 | 9850
:
I
; Investigator
; A and Team Fees 16100
: Institution
B Ov'erhea'd 20‘3@ 3220
y of investigator's
: fees
il Site Pass-
i c thraugh 8850
i axpense
i Internet &
D legistic 1500
; expense
i Cost per
D subject 30670
(A+B+C)

Tolal cost for 20completed subjects: 20°0: Rs 6,13,400/- (Six lakh thirteen thousand four

hundred Indian rupees only).

GST will be applicable as per government of India tax faws (GST number/ Certificate will be

%_[deed by site)
i g GO’
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Additional payments

For any screen fa
n faiture -
end of the study. of a Subject, Fees would be paid as per the actual cost incurred
curred at the

Number of s
o .
center reen failures should not excead 15%
lnsmut'io . 5% of the totai number of patients recruited at th
titutional Ethics Commi . €
review charges: Rs ?SD?QS‘EG(QGOSf KLEaS Dr Prabhakar Kore Hospital & Medical
Nehru Nagar Bel ! T 18%) will be paid in favo e Research Genter
Overhead cha agavi-580010. r of The Registrar KLE University

X rge will b '
the subjects and will b e caleculated.based on enrolled subject and isi
Avchival charges will be e eald collectively a1 the end of the study number of visit completed by
closeout of study). paid afler generation of eriginal Invoice up to maximum INR 5000

per year (after
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ANNEXURE I

Payment Schedule

&, of Total Grant .

Installment Time of payment of the grant
First Site initiation 10%
Second 10 Palient completed screening visit 2 10%
Third 07 patients randomized or 18 patient completed 10%
screening visit 2
15 palients randomized or 20patient completed 10%
Fourth ; S
screening visit 2
Fifth 20 patients randornized 10%
Sixth 7 patienls completed 10%
i 8,
Seventh 15 patients completed 10%
1 (]
Eighth 20 patients completed 15%
z s}
ninth Daia base lock 10%
i (s}
tenth ‘CSR sign off 05%
Total D 100%

For Cipla Limited

My~

Accepted and

Eﬁth‘drized Signatory

Signature:

agreed to by the
Principal Investigator

07
e

For Institution

Signature

\
)ﬂxw" -
s

Name:

Title:

Medical Director & Chief Executive
«|.ES Dr. Prahskar Kore Hospitat &
“sadical Research Cenire, BELAGAVL
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Reliance Life Sciences Pvt. Lid. @

R-282, TTC Area of MIDC, Thane - Belapur Road,

9
Rabale, Navi Mumbai - 400 701, Maharashtra, INDIA, Rellan ce

Phone: +91-22-4067 8000 » Fax: +91-22-4067 8099 Life Sciences

CLINICAL TRIAL AGREEMENT

This Clinical Trial Agreement (the Agreement) is entered on lhe@g%%y ofO_t,kOﬂ' between 1) Dr, Jyothi
Hatthioli (“Investigator”), Consultant Pulmonologist at KLE's Dr. Prabhakar Kore Hospital and 2) KLE’s
Dr. Prabhakar Kore Hospital (“Institution”) both having its address at KLE’s Dr. Prabhakar Kore Hospital
& M.R.C, OPD No 18, First Floor, NH 4, Nehru Nagar, Belagavi, Karnataka 590010, India 3} Genesis
Research (“SMO”) Site Management Organization having its address at 4/22 , E Ward, Jadhavwadji,
Kolhapur (M Corp), Karveer, Kolhapur- 416005, Maharashtra, India and 4) Reliance Life Sciences Pvt.
Ltd.; through its Clinical Research Business ("Reliance"), with a registered office at Dhirubhai Ambani Life
Sciences Centre, Plot no. R - 282, TTC Area of MIDC, Thane Belapur Road, Rabale, Navi Mumbai 400 701,

India.

“Investigator”, “Instilution”, “SMQO” and “Reliance” are hereinafter collectively referred to as 'Parties” and
individually as a ‘Party".
| PROTOCOL

NUMBER: RLE/RES/2016/01
Prospective, multi-center, randomized, double-blind, two-arm, parallel
PROTOCOL TITLE: group, active control, comparative clinical study to evaluate efficacy and

safety of R-TPR-022 / Xolair® in patients with moderate g severe
persistent asthma.

STUDY PRODUCT: R-TPR-022 / Xolair®
Sponsor Reliance Life Sciences Pvt. Ltd.

INVESTIGATOR: Dr. Jyothi Hatthioli

KLE's Dr. Prabhakar Kore Hospital & M.R.C, OPD No 18, First Floor,
NH 4, Nehru Nagar, Belagavi, Karnataka 590010, India

INSTITUTION/SITE:

WHEREAS, Clinical Research Business of Reliance Life Sciences is involved in clinical trials management and
related clinical development activities;

WHEREAS, Reliance wishes to engage the Investigator, SMO & Institute to carry out Sponsor designated
cn‘inic-al study set out and described in protocol RLS/RES/2016/01 and the Investigator, SMO & Institute is able
and willing to conduct a clinical trial (the "Study"), in accordance with the above-referenced Protocol {the
"Protocol® and any subsequent amendments thereto) on the terms and conditions set forth in this Agreement.
Reliance wishes to contract with the Investigator & Insfitute for conducting the Study at the Institution.

WHEREAS, the Investigator, SMO & Instilute is willing to conduct the Study in accordance with the above-
referenced Protocol and any subsequent amendments therete and Reliance requests the tnvestigator to

/o

undertake such Study;

! gl
Product: R-TPR-022 —BrVAKetniwale ;
Protocol No: RLS/RES/201 601 Registrar 2 4 9 !
KLE Arademy of Higher Education and Research,
(Leimcd-o-be-University wis 3 of the UGG Act,1956) J

Belagavi-530 010, Kaataka
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WHEREAS the Instituticn has engaged Genesis Research a Site Management Organization of KLE's Dr.
Prabhakar Kore Hospital & M.R.C., authorized tc facilitate the clinical trial study, on behalf of the Institution.

NOW THEREFORE, the parties have agreed as follows:

A

B.

Reliance hereby appoinis the Investigator as principal investigator to conduct the portion of the Multi-
Center Clinical Study (referred o hereinaiter as the "Study} that is to be conducted at the Institution
under the supervision and direction of the Investigator pursuant to this Agreement”. The Investigator,
SMO and Institution agree lo ensure that all associates, employees assisting in the conduct of the
Study and other study team members will be bound by the terms of this Agreement. The Investigator |,
SMOQ and Institution shall conduct the Study in accordance with: (a) the Protocol; {b) the terms of this
Agreement, (c) the Financial Agreement attached as Appendix A; and any other the attachments
hereto, which are all incorporated by reference herein (the “Agreement”), {d) the International
Conference on Harmonization ('1CH') guidelines for Good Clinical Practices ("GCP’), Ethical Guidelines
for Biomedical Research on Human Subjects as prescribed by the Indian Council of Medical Research
2000 and all applicable laws and regulations and approval of the Ethics Committee {'EC') of the
Institution. The Investigator hereby warrants that he has the experience, capability and resources,
including, but not limited to, sufficient perscnnel and equipment to perform the Study in a professional
and competent manner, and in strict adherence to the Protocol.

The Study will be conducted at the Institution under the direction of the lnvestigzg;'or identified above,
The Investigator, SMO and Institution will be responsible for performing the Study and for direct
supervision of any indivigual performing any portion of the Study at the [nstitution. In the event the
Investigator becomes unwilling or unable to perform the duties required for the Study conducted under
this Agreement, the Institution, SMO and Reliance shalil altempt to agree on a mutuzlly agreeable
replacement. [n the event a mutually acceptable replacement is not available, then the Agreement may
be terminated by Reliance hereto in accordance with Section 10 of this Agreement,

In consideration of conducting the Study hereunder, Reliance shall pay the Payee for ithe conduct of
the Study, in accordance with the budget and payment schedule attached as Appendix A 1o this
Agreement, with the last payment heing made after the Investigator, SMO and Institution complete all
abligatiens hereunder, including the return of any Confidential Information as defined herein, and after
Reliance receives verification that all compleled case report forms {CRF’s) have heen completed and
data queries have been entered and resolved.

In the event that the Study does not start or is terminated prematurely by Reliance,
Investigator/lnstitution shall be entitled réimbursemem for all reasonable fees and expenses incurred
by the Investigator/Institution/SMO Up to the effective dale of termination of the Study on the
production of bills to Reliance. The Investigator/Institution/SMO will not be paid for Study subjects wha
do not comyplete the Study unless the Study is terminated in accordance with Section 10

F,:;,L]Fclﬁ?ﬁ@f_' T T DIV_AJ’{Uthjwa{e— T T T T e e -
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E. Reliance shall execute an agreement with Cenlral Laboratory, lo perform certain Study-related
investigations for the Study. The Invesligator agrees to cooperate with Central Laboratory and

thelr designated representatives in performing Study-related investigations as specified in the

Protocoil.
. This Agreement will become effective on the date on which it is signed by the parties.
G. Investigator's signature below evidences Investigator's agreement that, prior to commencement of the

Study, he/she shal! read and ensure that he/she understands all information in the Protocal and the
Investigator's Brochure, including the potential risks and side effects of the Siudy Product, and

understands the Applicable Laws and Requirements.

TERMS AND CONDITIONS

1. Conduct of the Study,

1.1 Before Commencement of Study. Before the Study commences, the Investigator shall make
necessary filings and obtain all necessary authorizations, approvals, favourable opinions and other reguiatory
documentation required by the Protocol and “Applicable Laws and Requirements” (defined’fielow), including:

a. Wrilten approval or favourable opinion from all relevant Institutional Ethics Committees or institutionai
review boards (the “Institutional Ethics Committee”) regarding the conduct of the Study, the terms of
the Protocal (including the informed consent template), recruitment procedures, and the other matters
designated for their opinion under the Protocol or Applicable Laws and Requirements. Reliance will
assist the Investigator in making applications to the Institutional Ethics Committee by providing relevant
information and documentation

b. In addition, before participating in the Study, the investigator shall sign and deliver to Reliance an
Investigator's Study Undertaking in accordance with Appendix VIl to Schedule Y to Drugs and
Cosmelics Rules, 1945,, and such other applicable documents as may be required from Investigator
pursuant 1o Aoplicable Laws and Requirements, and Institution, Investigator and shall cause any co-
investigators or sub-investigators to timely submit such documentation to Reliance.

c. The Investigator shall also, prior to commencement of the Study, provide to Reliance a copy of all (i)
requesls for review, requests for authorization, and requests for opinion, {ii} approvals, authorizations,
favourable opinions and any other opinions given by any of the Institutional Ethics Committee, and (iii)
any other documentation filed with and/or received from any Institutional Ethics Committee or

Regulatory Authority related to the Study. éx
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d. After the condilions precedent set forth in this Section 1.1 are satisfied, the Institution, and Investigator
shall commence the Study, and shall comply with the conditions attached to the

authorizations/approvals.

a. The Investigator will review and understand the information in the Investigator's Brochure, shall ensure
that all informed consent requirements as well as the procedures described in the Protocol in relation
to each Study patient are mel. Investigator will complete a CRF for each Study patient in accordance
with the procedure set out in the Protocol. Investigatar will review and sign each of the CRF's to

confirm that they accurately reflect the dala collected during the Study.

f.  Upon completion of the Study, investigator shall inform the Institution, Institutional Ethics Committee

and provide a summary of the Study report.

1.2 Site Visits. The institution , SMO and the Investigator shall permit Reliance and their representalives to
visit the Study Site during normal business hours, with reasonable advance notice, to review personnel,
procedures, and facilities; to discuss with nvesligator the general obligations regarding the Study; to review
Investigator's Study file and the forms used for data collection for completeness and adherence tc the Protocol,
and to ensure compliance with this Agreement and all Applicable Laws and Requirements. The Investigator
will promptly and fully produce all data, records and information refating to the Sludy, o Reliance and their
representatives and shall assist them in resolving any questions and in performing audits or reviews of criginal

subject records, reports or data sources,

1.3 Study Product.

a. Upon the receipt by Reliance of the written approval of the Institution's Ethic Committee Reliance shall
provide the Investigator, at no charge, with such quantities of the Study Drug as may be required for
the Study. The Investigator, SMO and Institution shall have no liability for any failure to fuifill its
obligations as a result of unavailability of the Study Drug. Upon completion or termination of the Study,
Reliance may retrieve all unused Study Drug and Study materials (such as unused laboratory kits) and
all Confidential Information {as defined below)}. The Investigator, SMO and Institution will keep full and
accurate records of who dispenses the Study Drugs, the quantity dispensed and the guantity returned.
The Investigator and Institution shall use the Study Drug being tested in connection with the Study,
solely for the purpose of properly completing the Study and shall maintain all Study Drug and Study
materials provided by Reliance in a locked, secured area at all times.

b. The Investigator shall be primarily responsible for the Study Product's accountability and will keep full
and accurate records of the use and disposition of the Study Product, including the delivery of the
Sludy Product lo the Investigator's Sile, the invenlory at the Site, who dispenses the Siudy Product,
the quantity dispensed, and the quantity returned to the Sponsor or disposed.
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¢. Institution, SMO and Investigator shall comply with all Applicable Laws and Requirements governing
the disposition ar destruction of Study Product and with instructions fram the Reliance. If in case site is
not deslructing the IP, all used and unused IP shall be return to sponsor along with copies of
accountability documents ai the time of close out or earlier as per sponsor's intimation.

1.4  Adverse Events. The Investigator shall report all adverse events, adverse reactions, product
problems and any other reportable events or product use errors to the Reliance immediately and within the
timelines defined in the Proloco!, and to report the same to the Institutional Ethics Committee in accordance
with the Protocol and Applicable Laws and Requirements, and shall otherwise camply with all Applicable Laws
and Requirements in connection therewith. Reliance shall ensure that an up-to-date Investigator's Brochure on
the Study Product is available for dissemination to the Institutional Ethics Committee, as well as subsequent
molifications, if any, to the Subject Information Sheet and informed consent template.

1.5 New findings. Reliance will promplly report to the investigator any new findings that could affect the
safety oflparticipants and the willingness of participants to continue participation influence the conduct of the
sudy or alter the IRB's approval to continue the study. Those findings that could affect the safety or medical
care of the participants will be communicated to the participants by the investigator. The investigator will also
inform the participant when medical care is needed for an iliness of which the investigator becomes aware.
; r.

2 Recruitment. Subject to all necessary approvals being obtained, the Investigator shall be responsibla
lor the recruitment of Research Subjects in the Study. The Investigater shall use the Investigator's best efforts
lo ensure that Research Subjects fulfilling the Protocol criteria are recruited. Investigator shall ensure the
unbiased selection of an adequate number of suitable subjects according to the Protocol, and shall use best
efforts to enrol at least 10 suitable subjects and shall limit enrolment of subjects to the maximum number
SpGCIfled by the Reliance from time to time. Investigator acknowledges that Reliance reserve the right to limit
entry or enrolment of subjects at any time on written notice to Investigator. Investigator shall obtain the written
ap;')roval of the Institutional Ethics Committee and Reliance to the text of any communication soliciting subjects
for the Study before placement, including, but not limited to, newspaper and radio advertisements, direct mail
pieces, Inlernet advertisemenls or communications, and newsleiters, which communications must-comply with
Applicable Laws and Reguiations.

3. Enroiment; Notices; Infermed Consent; Authorization:

3.1 Prior to enrolling a Research Subject in the Study, Investigator shail obtain (a) the Research Subiect's
informed consent, as evidenced by a signed informed consent document evidencing the informed consent of
Research Subjects for participation in the Study, in the form approved by the relevant Institutional Ethics
Committee; (b) an Authorization (as defined and described below), and (c) such other consents as may be

required by the Protocol or Applicable Laws and Requirements.

3.2 Institution, SMO and Invesligator shall adhere to the principles of medical confidentiality and shati
comply with all Applicable Laws and Regquirements relauzm the personal data of Research Subjects,

£y
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including data privacy or data protection laws of the country in which the data originated. Investigator shall
obtain from each Research Subject and provide to Reliance a written consent and authorization valid under
Applicable Laws and Requirements (each, an “Authorizalion”) for the access, use, processing, storing,
disdosure and transfer of the Research Subject’s persenal data by and lo (a} Institution, SMO, Investigaler,
and their study team, (b} persons monitoring the Study andfor the Multi-Center Clinical Sludy or conducting an
independent valuation of the Study andfor the Multi-Center Clinical Study, (c} the representatives of the
Ingiitutional Ethics Committee, (d) the Regulatory Authorities, and (e} Reliance and Central Lab and their
regresentatives and agents, including third parties direclly or indirectly performing services for Sponsor related
tethe Study and/or the Multi-Center Clinical Study.

4, Confidential and Proprietary Information. All information (including, but not limited o, documents,
descriptions, data, CRFs, photographs, videos and instructions), and materials (inciuding, but not limited to, the
Study Product), provided to the Investigator, SMO and Institution by Reliance or Sponsor or their agents
{whether verbal, wrilten or electronic), and all data, reports and information relating to the Study Product, the
5tu:dy or its progress (hereinafter, the "Confidential Information™ shall be the property of Sponsor. The
]nveétigator SMO and Institution will undertake to keep in strict confidence and not at any time to use other
than i the Study or to disclose or permit to be disclosed to any third parly the data and results of the Study
and any information provided directly or indirectly by the Sponsor or Sponsors Representatives under this
Agreement The Investigator, SMO and Institution shall keep the Confidential Informatlt}a strictly confidential
and shall disclose it only to its employees invelved in conducting the Study on a need-to-know basis. The
Investigator, SMO and Institution shall ensure that the immediate members of the staff and any co-investigator
who have access to Confidential information are informed of its confidential nature and agree in writing to keep
it s;tn‘ctly Confidentia! in accordance with the provisions of this Section 4. The obiigations of non-disclosure
stated in this Section shall be for a minimum period of ten (10) years after disclosure of said Confidential
Informatlon to Investigator and /or Institution and for SMO under consideration for the provisions of sub-section

( ) — (f) inclusive, and these confidentiality obligations shall continue after completion of the Study, but shall
not apply o Confidential Information to the extent that it: a) is or becomes publicly available through no fault of
the Investigator, SMO and Institution ; b) is disclosed to the Investigator by a third party not subject to any
obligation of confidence; ¢) must be disclosed to ECs or applicable Regulatory Authorities; ¢) must be included
in any Study subject's ICF; e) is published in accordance with Section 7 herein; or, f) is required to be disclosed
by épplicable law.

5. Intetlectual Property Rights - All intellectual preperty rights existing prior ta the date of this Agreement
will belong to the Parly that owned such rights immediately prior to the date of this Agreement. Neither Party
will gain by virtue of this Agreement any rights in ar ownership of copyrights, patents, trade secrets, trademarks
or any other intellectual property rights owned by the other party. The Investigator, SMO and Institution hereby
agree that the Sponsor shall own all intellectual property rights arising out of the Study and related to the Study
Drug, including any rights with respect to any discoveries, inventions, whether patentable or otherwise and
which relates to the materials and arising as a result of the Study. The Investigator, SMO and Institution will, at

.

Sponsor's expense, execute any documents and give azimony necessary for Sponsor to effect the
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transfer of the title of such property, obtain patents in any country or to otherwise protect Sponsor’s interests in
such inventions. The Investigator, SMO and Institution shall have exclusive ownership of any inventions or
discoveries conceived by the Investigalor, SMO and Institution during the course of the that are wholly
unvelated Lo the Study Drug and Protocol and do not arise in whole or in par! from the Study or any Confidential
Information, but the Investigator and [nstitution shall offer the Sponsor the right of first refusal as to any sales or
licenses of such inventions. The Investigator, SMO and Institution agree to comply with any applicable data
pribacy or data protection legisiation of the country in which the data_originated.

6. Study Records

61  The !nvestigator shall prepare, maintain and retain complete, accurale, and legible source documents,
regulatory documents, and other written records, accounts, notes, reperts, and data relating to the Study
(co!lective!y, "Records"), including CRFs and including all documentation and records concerning the Study
Sile, the solicitation, screening, evaluation, enrollment and testing of subjects (including the retevant portions of
‘other pertinent records concerning such subjects, all queries raised by the subject during the informed consent
adrﬁinislration and the responses provided ); the procedures, tests and other activities performed during the
S'gudy; resulls and interpretations, including statistical analyses, if required; and all financial transactions
related to the Study. Further, the Investigator shall ensure lhat the data reported on the CRFs that is derived
from source documents is consistent with the source documents, and discrepancies, if any, shall be explained.
Al original CRFs shall be made available to the Reliance in a timely manner throughout lhE"'performance of the
Study. CRFs shall identify the Research Subjects by randomization number and/or screening number assigned
lq the subjects rather than by the subjects’ name(s), personal identification number(s) and / or addresses.

The Investigator shall retain the Records of the Study, including either the original of all voiunteer
consent farms, for the longer of:
(i) two (2) years after the date of the last approval of a marketing application in an ICH region and
until there are no pending or contemplaled marketing applications in an ICH region for the
Study Product in the indication being investigated.
(it} two (2) years after the Investigator is notified by Sponsor that the clinical development of the
Study Product has been formally discontinued; and

(iii} as may be required under the applicable Indian laws and regulations.

6.2 Investigator shall maintain, store and transmit any Records that are electronic records in a validated
database and in accordance with Indian reguiations, and any other Applicable Laws and Requirements. In no
event shall Investigator remove any Records from the Study Site or destroy any Records without the prior
writlen consent of Sponscr. Upon expiration of. the applicable retention period, Sponsor shall, upon Institution
or  SMO or Investigator's request, direct that such Records be delivered to Sponsor or Sponsor's
representative, be destroyed, or be retained by Instilution/Investigator, and Institution//Investigator shall

A

comply with Sponsor's directions.
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7. Publication. The resulis of the Study including all oblained dala will be the property of the Sponsor.
The lrvestigator, SMO and Institution should not publish or communicate the data in public without wrilten
authorisation by the Reliance Unpublished data should not be disclosed to any third party by the investigator,
SMO and Institution without the written approval of the Sponsor. The Investigator and /or Institution and/or
SMO may have access to the Study data resulting solely from his/her participation in the Sludy for purely
scientific or educational purposes, but unless previously explicitly permitted in writing by the Reliance he/she
may not use the data for any commercial purposes. Investigator may publish or otherwise disclose the results
aof e Study provided that Investigator provides a copy to Reliance, at least sixty (60) days prior to disclosure
or submission to any third parly, for review and comment. Within this sixty (60) days period, Sponsor shall
rediew the proposed publication or release 10 determine whether it contains Confidential lnférmation {as
described in Section 4 ), whether Sponsor desires to file patent applications on subjecl matter contained in the
propose'd publication or release or to ensure the accuracy of the information contained in the publication or
release. Upon receiving any nolification from Sponsor requesting deletion of Confidential Information,
requesting correction of inaccuracies, or requesting a delay in publication to allow the filing of patient
applications before publication or release, Investigator shall take the requested action; however, any delay in
aublir}iation shall not exceed one hundred and twenty (120) days after Investigator takes the requested action.

8. ‘ Subject Injury Reimbursement

81 Subject lo Investigator and Institution’s indemnification obligations under Sectiorf,' 11.2, if a properly
enrolled Research Subject suffers a “Research Related Injury” as a direct result of taking part in the Study,
; Sbénsor agrees to reimburse Institulion andfor Investigator for the aclual cost of diagnostic procedures,
" medical treatment necessary 10 treat a Trial Subject injury in accordance with the Protocol and provide financial
compensation to the research subject as per the order of the licensing authority under rule 122 DAB of Drugs
anc'i Cosmetics Rules 1945 in case of Trial Subject's injury and/or death. Insiitution and Investigator agree to
prc;vide or arrange for prompt diagnosis and medical treatment of any medical injury experienced by a Trial
Subject as a resull of the Trial Subject’s participation in the Trial. Inslitulion, SMO and Investigator further
agree to promptly notify Sponsor of any such medical injury. For purposes of this Agreement, the term
‘Research Related Injury” means physical injury or ill effect, disability whether temporary or permanent and
serious or otherwise caused by the Products or procedures prescribed in the Protocols, which are different
from the medical management the Research Subject would have received if he had nol participated in the

studies.

9, Inspection and Debarment.

a.1 Investigator, SMO and Institution shall cooperate with any government inspection or audit of the Study
site or records. The Investigator, SMO and Institution agree lo communicate in writing or contact by telephone
or fax Reliance prior to any communicalion or meeting with any Regulatory Authority relating to the Study, and
the Investigator, SMO and Institution would provide the Regulalory Authority only with information approved for
disclosure by Reliance. The Investigator, SMO and Institution agree, upon reasonabie notice, to disclose, from

ES
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time to time, for inspeclionfaudit by representalives of Reliance and/or nalional or international Regulatory
Auhorities, all such report forms and further documentation and information used and/or generated in the
Sudy. The Investigator, SMO and Institution shall immediately notify Reliance of, and provide Reliance copies
of any inquiries, correspondence 0';' communications to or from any governmental or Regulatory Authority
relating to the Sludy, including, but not limited to, requests for inspection of the Institution's facilities, and the
Irvestigator, SMO and Institution shall permit Reliance to altend any such inspections. The Investigator, SMO
ad Institulion will make reasonable efforis to separate, and not disclose, ali confidential materials that are not
riquired to be disclosed during such inspections, except as required by law. The Investigator, SMO and
Iisiitution shall also arrange for access by such individuals to source data and shall be responsible for
dtaining the informed consent of Study subjects to such disclosure of personal medical data and records, if
éqUired by law, and if not expressly granted by the subject in the signed ICF.

9z * The Investigalor and/or Inslitution and/or SMO shall permit the representatives of Reliance to visit the

‘p.r'eﬁwises on which the Study is being conducted and arrange/ grant access to laboratories and facilities used

in connection with the Study, at periodic intervals at a mutually agreeable time.

4. 3 The Investigator, SMO and Institution shall permit the Reliance to inspect and audit the study The
! Investlgalor SMO and Institution shall be responsible for maintaining essential Study documents for the lime

and in the manner specified by current ICH-GCP guidelines, local laws, and Sponsor requirements and shall

take measures to prevent accidental or premature destruction of these documents. In the efent the Investigator
' leaves an Institution or otherwise changes addresses, the Investigator, SMO and Institution shall promgptly

;  notify the same to Reliance.
;
' 9.4 The Investigator, SMO and Inslitution represents and warrant that neither the Investigator nor the

Institution nor any of the employees, agents or other persons performing the Study under the Investigator's

T

direction, has been debarred, disqualified or banned from conducling clinical trials or is under investigation by
any Regulatory Authority for debarment or any similar regulatory action in any country, and the Investigator or
institution shall notify Reliance immediately if any such investigation, disqualification, debarment or ban

oCeurs,

10. - Study Term and Termination.

10.1  This Agreement shall be effective upon the date it is signed by all the parties and shall continue in effect
till the completion of the Study as mentioned in the Protocol, unless terminated earlier by the parties as given

below:

a. Reliance may terminate this Agreement with prior wrilten notice of 30 days to the Invesligator/
Institulion for reasons including but not limited to any of the following occurrences:
i) If no subjects are recruited by the tnvestigalor within 30 days of the site iniliation; or

it) No recruitment is done by the Investigator for a period of 45 consecutive days; or
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i) If, no patients have been enrolled or the Investigator recruits no patients or recruits such a
low number {less than 2 in number) of patients that it can be assumed that the agreed
number of patients will not be reached during the planned recruitmenl phase;

iv)  Sponsar lerminates the Study or the Study Drug or the indication is discontinued;

‘ v}  ltis proved that the dosage used for the Study no longer seems to be justified;

vi) A regulalory authority or other perlinent institution decides to terminate the Study in this
Institution or as a whole;

vii()  The Investigator/ Inslitution/SMO fail to adhere to the conditions of the Protocol and the
requirement to complete CRF data according to the Guidelines for Good Clinical Practice.

b.  Should the Investigator/institution/SMO recognize, with reasonable discretion, that continuation of
the Siudy is no longer medically justified, due lo {i) unexpected results (ii) the severity or
prevalence of serious adverse effects or (iii) the efficacy of the treatment with Study Drug appears
to be insufficient; then he/ she will promptly notify Sponsor as well as the Institutional Ethics
Committee in writing. Should Reliance or the Institutional Ethics Committee agree thal continuation
is not justifiable; the Investigator/Institution/SMO may arrange immediate termination of the Study.

c.  Whichever party terminales the Study early shall provide the other parties with a written statement
of its reasons for doing so. Reliance will notify Regulatory authorities as appropriate of early
termination, except thal the Investigator will notify the Institutional Ethics Commiltee.

10.2 Effect of Termination Upon receipt of notice of terminalion, the Investigator shall immediately cease
" any patient recruitmen!, complete all outstanding Case Report Forms and return to Reliance all
documentsfequipment (if any} provided by the Reliance under this Agreement and following the specified
termination procedures, ensure that any required subject follow-up procedures are compleled, and make all
reasonable efforts to minimize further costs. In the event of early termination Reliance shall make a final
payment for visits or milestones properly performed pursuant to this Agreement in the amounts specified in the
Payment Schedule (Annexure A); provided, however, that ten percent (10%) of this final payment will be

withheld until final acceptance by Sponscr of all completed CRFs and all data clarifications issued and

satisfaction of all olther applicable conditions set forth in the Agreement.

10.3 Reliance shall not be responsible to the Investigator, SMO or the Institution or for any lost profits, lost
apportunities, or other censequential damages arising out of this Agreement. If a material breach of this
Agreemenl appears to have occcurred and termination may be required, then, subjeclt to subject safety,
Reliance may suspend performance of all or .part of this Agreement, including, but nol limited 1o, subject

enrollment.
11. Indemnification; Claims and Disclaimers.
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11.1 Reliance agrees to indemnify, defend or caver costs of defense for, and hold harmiess ("Indemnify"} the,
Principal Investigalor; the Institution, SMO its officers, agents, and employees: and the IEC that approved the
Trigl (collectively, "Indemnified Parties") against any claim filed by a third party for damages, costs, liabilities,
expanses to the extent that it relates to the death of g Subject caused by: a} the administration of the Sponsor
Drug and/or Comparator Drug; (b) by a properly-performed Protocol-required procedure;, provided, however,
that Reliance will not indemnify or hold harmless the Indemnified Parties for any Liabilities arising from any

injuries or damages that are a result of;

() the negligence or intentional misconduct of any of the Indemnified Parties and/or

(if) any activities conducted contrary to the provisions of the Protocol or outside the scope of the Protacol;
or information supplied by Sponsor and/or generally accepted medical standards and the applicable
SOPs; and/or

(iii}any negligence, omission, or willful misconduct by any Indemnified Parties in the performance of their
obligations under this Agreement and/or,

Y(iv) failure to have complied with all dosage and other specifications, directives and recommendations
furnished by the Sponsor for the use and administration of the Study Drug and/or

{v}ailure to have complied with all applicable laws, rules, and regulations.

r.
However, Reliznce’s indemnification obligations are su bject to the foliowing conditions:

a. The Research Subjects involved gave an adequate written informed consent and was provided prompt
diagnosis and appropriate medical care following the occurrence of the injury;

b. The Reliance receives notice of the applicabie, diagnosis, care initiated and care anticipated to be
necessary and all appropriate follow-up reports; and Reliance are promptly natified in writing of any

such claim or suit;.

o

Indemnified Parties reasonably cooperates with Sponsor and its legal representatives in the defense of

any claim, suit, demand, action or other proceeding covered by this Agreement; and

d. permits Spansor to select and retain the right to defend any claim or suit in any manner it deems
appropriate, including retaining a counsel to represent the Institution Indemnities and’

€.. The indemnification obligations above shall not apply to amounts paid in settlement of any ctaim,

demand, action or other proceeding if such settlement is effected without the consent of the Sponsor.

Refiance's indemnification obligations do not apply to any complication of an underlying iiiness or any other

injury that any Research Subjects may experience during the course of the studies that is not directly related to

the Study Drug.

Dr. VA Kothiwale

N i} — — . __Registrar . e
Produci: R-TPR-122 KLE A~ademy of Higher Education and Research, ?
Pratocal N RLS/RES 26} 641 {Cosm z3-ta-be-University uls 3 of the UGC Act, 1956) 2 5

Nernn 14 _dinn

Belagavi-550 010, Kamataka




11.2  Investigator Institution and SMO shall indemnify, defend, and hold harmless Reliance and each of
their respective affiliates, directors, officers, employees, contractors, and agents from and against any loss
claim or demand arising from the following: (i) injuries or damages resulting from the negligent or willful
misconduct of the Investigator, SMO and Instilution or any of their respective affiliates, directors, officers,
employees, contractors, and agents, including any co-investigators or sub-investigators performing the Study;
orthe failure of Institution and/or Investigator or any of their employees, contractors, and agents, including any
co-nvestigators or sub-investigators, (i) to comply with the Protocel or written instructions of Reliance or any
Applicable Laws and Requirements; or (i) any breach by Institution, SMO or investigator of any of their
mspective obligations under this Agreement, including but ot limited to any faiture to comply with the Protocol
ar any Applicable Laws and Requirements or (iii) any case in which the lnvestigator fails to obtain an informed
tonsent form in compliance with the terms of this Agreement or otherwise fails to comply with local or national
laws or regulations provided:

Laf Investigator, SMO and Institution promptly notified in writing of any such claim or suit;
Spansor cooperate fully in the investigation and defense of any such claim or suit:
"o Investigator, SMO and Institution retain the right to defend any claim or suit in any manner it deems
~ appropriate, including the right to retain counsel of its choice: and
d. Investigator, SMO and Institution shall have the sole right to settle the claim: provided, however, that
Investigator shall not admit fault on Sponsor's behalf without Sponsor's advance wpitten permission.

11.3  The Investigator, SMC and Institution shall promptly notify Reliance in writing of any claim of illness or
injury actually or allegedly due to an adverse reaction to the Study Product and allow Reliance to handle such
claim {including seftlements) as per the guidelines of regulatory authorities, and shall cooperate fully with
Sponsor in its handling of the claim.

11.4  Institution, SMO and Investigator acknowledge that the study product is experimental in nature, is not
for commercial use, and is provided "as is” without any warranty, representation or undertaking whatsocever,
express or implied, inciuding, withoul limitation, any warranty of merchantability, fitness for a particular
purpose, or non-infringement. Reliance shall not under any circumstances be responsible or liable under this
agreement far any indirect, incidental, or consequential damages (including without limitation damageas for loss
of prbﬁl, revenue, business, or data), even if the party has been informed of the possibitity of such damages.

12.  Financial Disclosure. Reliance may withhold payments if it does not receive a completed form from
each such Investigalor and sub-Investigator. The Investigator shall ensure that all such forms are promptly
updated as needed to maintain their accuracy and completeness during the Study and for one year after its
completion. The Investigator, SMO and Inslitution agree that the completed forms may be subject to review by
governmental or regulatory agencies, Sponsor, Reliance and their agents and Inslituticnal Ethics Commiltee.
Whenever the invesligator discloses a financial interest, the nature of financial disclosure will be reviewed by

the Project Manager of Reliance and the same shall be repprted to the SpPONSor,

Dr. V.A Kothiwale .
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14.  Shipping of Dangerous Goods and Infectious Materials. The handling, packaging and shipment of
dangerous goods and infectious materials (including infectious specimens) are subject to local and national

laws and regulations.
15. Publicity.

15.1  Solicitation of subject: Reliance and Institution Institutiona) Ethics Committee shali approve in writing,
the text of any communication soliciting subjects for the Study before pfacement, including, but not limited to
newspaper or radio advertisements, direct mail, internet advertisements Or communications, and newsletters.
Such communication must comply with applicable laws and guidelines.

15.2 Press Releases: Reliance shail approve, in writing, press statements by investigator and Institution
regarding the Study or the Study Drug before the statements is released.

Institution may receive enquiries from reporters or financial analysts, Investigator and Institution confer with
Sponsor and the Reliance authorised signatory to this Agreement named below or other named person in the

name of the Investigator, SMO or Institution ang their employees in any sales promotional material or in any
publication without written permission from the investigator, SMC and Institution.

16.0 Additional Contractua) Provisions.

16.1 In conducting the Study, the Investigator, SMO and institution shall be an independent contractor and
shall not be considered the partner, agent, employee, or representative of Reliance and the Investigator and /or

complete agreement between the Parties and replaces all other writlen and oral agreements refating to the

Study. %_/
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16.2 The following provisions shall survive the termination or expiration of this Agreement; Section 4
{Confidential and Proprietary Information); Section 6 (Study Records); Seclion 7 (/Publication); Section 8
{Subject Injury Reimbursement); Section 11 (Indemnification; Claims and Disclaimers) and Section 15
{Publicity/Use of Names)

16.3  Amendments No amendments or modifications to this Agreement shall be valid unless in writing and
signed by all the Parties. Failure to enforce any term of this Agreement shall not constitute a waiver of such
term. If any part of this Agreement is found to be unenforceable, the rest of this Agreement will remain in
effecl. This Agreement shall be binding upon the Parties and their successors and assigns.

16.4  During the term of this Agreement, neither Investigator, nor Institution or SMG shall directly or indirectly
conduct study related clinical trials as set out in the protocot no. RLS/RES/2016/01 and any subsequent
amendments thereto or parlicipate in the study which is same or similar to the sponsor designated study of
Reliance mentioned in this CTA, without prior written approval of the Reliance.

16.56 Restrictions on Assignment. Neither Party will assign or transfer any rights or obligations under this
Agreement wilhout the prior written consent of the other Parties, which consent shall not be unreasonably
withheld. ”

16.6  Conflict of interest, Investigator, SMO and Institution warrant and represent that the Investigator has no
obligaticns, confractua! or otherwise, thal would conflict with its entering into this Agreement. Investigator, SMO
and Institution further agree that subsequent to execution of this Agreement, the Investigator and for Institution
and/ar SMO will undertake no obligations that would conflict or interfere with its performance hereunder.

16.7 Notice; Any notices that either Parly may be required to give the other shall be deemed o be duly
given when mailed by certified or registered mail, postage prepaid, to the other Party at the addresses first
given abeve or to such other addresses as the Parties may direct in writing. Any notice or other communication
required or permitted under the Agreement shall be in writing and will be deemed given as of the date it is
received by the receiving party.

16.8 Governing Language: The centrolling language of this Agreement and all refated documents,
correspondence and notices shall be in English. This Agreement shall be governed by and censirued in

accordance with the laws of India without conflict of laws and principles.

16.9  Arbitration. Any dispute, controversy or misunderstanding between the Parties arising cut of or related
to this Agreement or any breach thereof shall be mutually settled by the Parties between their authorized
representalives within a period of thirty days. In case, the dispute is not settled within a period of thirly days by

the authorized representatives, the same shall be submitted tofarbitration in accordance with Arbitration and
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Conciliation Act, 1996. Parties shall appoint a sole arbitrator, mutually agreed by the Parties or panel of
arbitrator as required thereto. The place of Arbitration shall be at Mumbai and the language shall be in English.
Each parly shall bear its own costs of the arbilration unless the arbitrator otherwise directs. Any award
rendered by the arbitrators shall be in writing, shall be the final binding disposition on the merits, and shall not
be appealable to any court in any jurisdiction. Judgment on an award rendered may be entered in any court of
sompetent jurisdiction, or application may be made to any such court for a judicial acceptance of the award and

ain order of enforcement, as appropriate.

16.10 The Parties waive any right they may enjoy under Lhe law of any nation to apply to the courts of such
nation for relief from the provisions of this ltem or from any decision of the arbitrators. in the event a court of
competent jurisdiction determines that this Agreement is invalid or unenforceable for any reason, this provision
;sh‘éll not be affected thereby and shall be given full effect without regard to the invalidity or unenforceability of
the remainder of this Agreement. Notwithstanding anything herein seemingly to the contrary, any party may

) seek injunctive relief from a court of competent jurisdiclion to prevent or limit damage lo that party's intelleciual

| property.

16.11  Counterparts. This Agreement may be executed in any number of counterparts, each of which shalt be
deemed an original and all of which shall constitute the same instrument. This Agreement shall be effective
upen full execution by facsimile or original, and a facsimile signature shall be deemed to be and shall be as

effeclive as an original signature,
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ACKNOWLEDGED AND AGREED BY RELIANCE LIFE SCIENCES PVT. LTD:

By: GLL/

Name: Ms. Ji)\i[a Joseph
Title: SVP, Reliance Products Clinical Research Group

Date: 20 0o

ACKNOWLEDGED AN&) AGREED BY INVESTIGATOR:

By: s
7
Name: Dr. Jyothi Hatéhio]i
Title: Consultant Pulmonologist

Date: me Poy 2017

ACKNOWLERGED AND AGREED BY THE INSTITUTION:

By: d/tw"r ‘

v

Name: Dr. M. V.éﬁli./
Title: KLE’s Dr. Prabhakar Kore Hospital & M.R.C.
Date: 't Nov 2ol 7}

ACKNOWLEDGED AND AGREED BY SMO:

m
By:

Name: Genesis Research

Date; \L\ Noy Q,D\q'

L
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Appendix A to Clinical Trial Agreement

Payee:

hvestigator and Institution have designaled “Genesis Research” as a Payee to receive all the payments
tnder this Agreement. The details of the Payee designated to receive all of the payments for the services
rerformed under this Agreement

PAYEE NAME: Genesis Research j
4/22 , E Ward, Jadhavwadi, Koihapur (M Corp), Karveer,
'PAYEE ADDRESS: Kolhapur- 416005, Maharashtra, India
“TAX ID NUMBER (PAN Number) CQUPPO528D
GSTIN 27CQJPP0528D1ZX

The payments will be made by account payee Cheque in favor of the Payee Genesis Research in Indian
Rupees.

The Parties agree that the payee designaled herein is the proper payee for this Agreementpand that payments
under this Agreement wilt be made only to the designated payee {"Payee").

Agreement Clauses

1) For the amouni designated as per-patient budget, the Payee will receive paymemrt anly for the actual
number of visits and procedures performed in accordance with agreed upon procedure fees outlined in
the financial agreement: such compensation is limited to payment for the number of patients who have
completed these visits as per the Protocol, unless Reliance has given the Payee written approval to
enroll additional Study subjects or extend the enrofiment period.

2) To be efigible for payment, the procedures must be performed in full compliance with the Protocol and
© the Agreement, and the data submitted must be complete and correct. For daia to be complete and
correct each Study subject must have signed an EC-approved ICF document, and all procedures
designated in the Protocol must be carried out on a best effort basis; omissions must be satisfactorily

explained.

3) Reliance wilt reimburse the Payee, In accordance with the attached budget and payment schedule. The
final payment will be made by Reliance to the Payee upon final acceplance by Reliance of all
completed CRFs, all data clarifications issued, the receipt and approval of any outstanding regulatory

i R — —— ———— D Aha]e_._________ L
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documents as required by Rellance, the return of all unused supplies to Reliance, and upon

satisfaclion of all other applicable conditions set forth in the Agreement.

4) Other than the final payment, Reliance shall not issue any payment for a total amount less than
Rs.1000/- If the amount due in any given period is less than Rs.1000/-, such amount shall carry over
without payment to the next payment period.

5) Major, disqualifying Protocol viclations are not payable under this Agreament.
8) Matlers in dispute shall be payabie upon mutuzl resolution of dispute.

If Reliance requests the investigator's attendance at a Study-start up meeting or other meeting necessary o
provide the Investigator with information regarding the Study or Study Drug, Reliance shall reimburse the
amount of reasonable and necessary travel and lodging expenses that may be incurred tb attend such
meeling(s) and that have been specifically approved in advance by Reliance. Reliance shall make such
reimbursements within thirty {30) days of receiving acceptable detailed documentation of such expenses
provided that Reliance receives such documentation within sixty (60) days of the date that the expenses were
incurred.
r

Payments shall be made as described in Appendix A and the rates agreed to between the Parties, as per the
milestones described in the budget and payment schedule. Original invoices must be submitted to Reliance at
the following address for reimbursement:

Reliance Life Sciences Pvt. Ltd.,

Dhirubhai Ambani Life Sciences Centre,

Plot no, R-282, TTC Area of MIDC,

Thane Belapur Road,

Rabale, Navi Mumbai 400 701

Attn: Kamlesh Londhe |, Tel: 022- 6767 821 3, Fax: 022-6767 8099

The Payee will have 15 days from the receipt of final payment to dispute any payment discrepancies during the
course of the Study.

Taxes
All payments shaii be made net of income tax as per the Income tax act applicable at the time of payment. The
TOS certificates for the income tax deducted will be provided in accordance with Income Tax Act 1961,

Dr. VA Kothiwale )
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Appendix A - Budget & Payment Schedule
A.1. FINANCIAL SUMMARY (Unit CostfVisit)

Protocol: RLS/IRES/2016/01

investigational Product: R-TPR-022

e Clinical Trial Budget., et g
Project Name: Omalizumab

Project Code K068
Name of P Dr, Jyothi
o Cost/Visif
Investigator fees
Principal Investigator 4,000
Clinical Research Coordinator 1,200
Unblinded Pharmacist 300
Phiebotomist 200
Patient related expenses "
Travel reimbursement 300
Hospitalization charges 10,000
Consumables 100
Administrative overhead-20% 1,040

Laboratory Testing Charges

Lt BT Name oot T ost
S o hnvestigation - _ L | -

1 Skin Prick test 450

2 Lung Function Test 800

3 12 tead ECG 350

4 Chest X Ray 500

Reliance will pay for screening fees 2l the rate of one Screen Faiture for every 2
patients enrolled in the study.
Skin Prick Test Charges are per patient and kits will be provided by Reliance

Dr. V.Két‘athivﬁ
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xr Visit Payment schedule:

Budget for 2 weekly dosing xchedule
Visil Sub vinar “WC‘?“:"‘:"“P Labortory Test Patie nt velated Acddministiative Overheads TOTAL
fees : cexXrenses
Sereening 5200 2100 300 1040 HGJ0
G s S700 R00 10400 1140 18040
Day 0/Wecek | | 2w 200 1) O 40 240
24 hrs 204} 0 (} 40 240
1y 2 48 hrs 3060 0 300 40 540
= Day 3 72 lus 200) (} 300 40 540
'g o 1y 4 96 hrs 200 8] 300 40 540
e Day 5 1200 hes 200 0 300 40 5.40
&8 Dav 7 168 hrs 200 8} 300 40 540
g5 Yay 9 216 iy 200 0 300 40 sS40
g= Dav 12 288 i 00 0 300 40 540
< & —D‘ Duay 18 360 hrs 2 8] 200 40 S540
Ea g < Dy 22 528 hirs 200 0 3041 40 530
238~ Day 30 7200 s 200 o 300 40 540
S Mo Week 2 SN K00 400 3140 8040
o C%L = Week d 5700 800 400 1140 80490
28 " = Week 6 3700 300 400 1140 8040
s 2 Week 8 $700 1150 100 [ 140 8390
=5 Week |D 5700 500 400 1140 8040
&= Week 12 5700 200 400 1140 8040
2% Weck 13 5700 R00 300 1130 8040
=@ Wueek 16 5700 1150 400 1140 300
gda Weeld 18 S500 300 400 1100 7804
= Week 20 500 OO0 400 100 7800
Week 22 S300 R0O0 400} 1100 7800
Week 24 SSU0 L1150 400 1106 8150
, Week 26 1100 8150
TOTA B Fi372800
‘0‘.
> ~
co
.
R-TPR-022
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Budeet 1or 4 weekly dosing schedule
Vixit Suby visit Iuvestigatar Laboratory Tes g Patient related Administrative Ove rheads TOTAL
fees . expenses
Screening 5000 2100 300 1 {0 8440
0 hrs S6(0) H00 11200 1140 18740
Day 0/Week 1 12]rs 200 0 0 40 240
24 hrg 200 0 0 40 240
Day 2 48 hrs 200 0 300 40 540
Day 3 72 hrs 200 $] 300 40 540
Dayv 4 96 bhrs 200 ] 300 40 540
Day 3 120) hrs 200 0 300 40 540
@y 7 168 hrs 200 {) 300 4() 540
Dav 9 216 hry 200 0 300 40 540
Day 12 288 hrs 200 Q 300 40 540
Day 15 360 lus 200 4] 300 40 540
Day 22 528 lrs 200 Q 300 4) 540
Day 30 720 hry 200 0 300 40 540
Week 4 S600 800 400 1140 7940
Week 8§ 5600 1150 400 11440 8290
Week 12 5600 800 400 1140 7940
Weeck 16 3600 1150 400} 1140 8290
Week 20 5400 800 400 1100 7700
Week 24 5400 1150 400 1100 8050
Week 26 5400 1150 400
Tota Ly 6 30
! R-TPR-0122

I No: RLS/RES200 000 |

Page 21




Note:

* Patient related expenses (investigation, travel expense etc will be released as per actual number of visits
campleted by palients after monitor's verification and as per the statement provided by the investigator on the
letterhead of the Investigator/Institute {not exceeding the cost specified above for each paliert per visit).

#1n addition lo the above Reliance shall make the following payments:

it is expected that the site will enroll 10 patients. The payment schedule would be done as per the actual
dosing regimen only i.e.02 weekly or 04 weekly o maximum of INR 161990 only.

Reliance will pay for screening fees at the rate of one Screen Failure for every 2 patients enrolled in the
study as per A.2 Paymenl schedule, However site need to send pre-screen report to the sponser before
performing actual screening.

EC protocol review fee will be paid as per actuals.

Procedure and Non-procedure cost for unscheduled visit and SAE or conditional procedures will be
reimbursed upon receipt of inveices as per A.2 Payment schedule under this Agreement. However, sponscr's
prior approval should be taken for such visits and procedures (on case to case basis).

Please note the following:

Payments are calculated according to the above schedules payable on confirmation by Reliance.

Early Discontinuations will be paid through last completed "visit".

The investigator has lo present statement an letterhead for claiming any above mentioned payment under
section A.1. A r

If the study is prematurely terminated, the total payment to you will be made for those evaluable subjects
enrofled by you in accordance with study visits completed at the time of the terminatiort notice and upon
receipt by Reliance of completed Case Report Form. You agree to refund any excess amount previcusly
paid, and we agree to prompily pay any amount owing based to the receipt of acceptable case report forms
at Reliance and the resolution of all queries/questions relating to the data.

Permission lo enroll additional subjects must be oblained from the sponsor. The grant total will increase
according to the per subject cosl for the increased number of subjects.

Reliance will reserve the right to re-allocate subjects budget to other sites originally reserved for your site if
site is having difficulty in enrolling and qualifying subjects.
. Site is responsible lo archive the documents as per regulatory requirements and no separate cost for the
same will be paid by Reliance.

GST will be paid as per prevailing rates. All other taxes are included in the budget cost. TDS shall be

deducted as applicable.

Dr. VA Kothiwale
Registrar
KLE Acagemy of Higher Education and Research
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CLINICAL TRIAL AGREEMENT stapse puty KAFRTAK A

PROTOCOL:

Multicenter, Open-Label, Randomized, Prospective Phase IV, Interventional, N on—Inferiority-Study with
Blinded Assessment, to Ewvalvate the Efficacy and Safety of Fixed Dose Combination (FDC) of
Tenofovir/Lamivadine /Low dose Efavirenz (300/300/400mg) Vs FDC of
Tenofovir/Lamivadine/Efavirenz (300/300/600mg) in Adult Indian Patients who have HIV-1

Infection

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

ECRON ACUNOVA LIMITED (FORMERLY KNOWN AS MANIPAL ACUNOVA
LIMITED), a company incotporated under the Companies Act, 1956 having its Registered Office at
Mobius Towers, SJR i-Park, EPIP, Whitefield, Bangalore — 560 066, India (heteinafter referred to as
“CRO” which expression, unless repugnant to the context or meaning thereof shall mean and include its
affiliates, employees, assignees, subsidiaries, nominees, agents and successors-in-interest)

AND

Dr. Dayanesh N Morkar, the Principal Investigator presentdy employed at KLEs Dr Prabhakar
Kore Hospital and MRC (hereinafter referred to as the "Principal Investigator” which expression,
unless repugnant to the subject or context therein, shall mean and include his legal heirs, administrators,
executors and assigns)

AND

KLEs Dr Prabhakar Kore Hospital and MRC situated at Nchru Nagar, Belagavi -

590010 (hereinafter referred to as the “Instiration” which expression, unless repugnant to the subject ot
conrtext therein, shall mean and include its authotized representative(s), administrators, executors, assigns
& successors-in-intetest)

AND

Genesis Research situated at 4/22, Near Apporva Hospital, Jadhavwadi, Kolhapur -416005
(hereinafter referred to as the “SMO” which expression, unless repugnant to the subject or context
therein, shail mean and include its authorized representative(s), administrators, executors, assigns &
successors-in-interest)

CRQ, Principal Investigator, Institute and SMO are referred to herein individually as a “Party” and

collectively as “Parties”. -

C)' Rt
Confidential ( f &
%

Pi Name: Dr, Dnyanesh N Morkar Page 1 of 31 Dr. VA Kothiwale \\ A &

Registrar /0T

KLRE®ademy of Higher Education and Research
(Deemed-to-be-University u/s 3 of the UGC Act. 1956

Belagavi-590 010,Kamnataka 2 "r i_




Whercas, Mylan Pharmaceuticals Private Limited (MPPL) (hereinafter referred to as the
“Sponsor”) through its representative CRO desires the Institution to seudy Tenofovir/lLamivudine/low
dose Bfavireny (300/300/400mp) Vs FDC o Tenofovie/Lamivudine/ Efavirenz (300/300/600mg) and
the Institution is willing to pesform 2 clinical study of the Study Drug (defined herein below); and

WHEREAS, the Study (defined below) is of murual interest and benefit to the Sponsor, CRO, Institution
and Puncipzal [nvestigator and will further the investigational and research objectives of the Institution

and Principal Investigator;
WHEREAS, the Principal Investigator and the lastitudon have the qualified personnel and the facilities
equipped according to Good Clinical Practices {(GCP) to undertake the Study with the responsibility for

the proper conduct of the Study (defined herein below);

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

1, THE STUDY AND THE PROTOCOL

The study of Tenofovie/Lamivudine/Low dose Lifavirenz (300/300/400mg) (the “Study Drug”) shall
be conducted, under the direction of the Principal Investigator, in the treatment of patients (“Subjects™)
in accordance with this Agreement and the protocol identified as Protocol ID No MYL -TLE 400 -
4001and entitled “Multicenter, Open-Label, Randomized, Prospective Phase IV, Tnterventional, Non-
Inferiority Study with Blinded Assessment, to Hvaluate the Efficacy and Safety of Fixed Dose
Combination (FDC) of Tenofovir/Lamivudine/Low dose Efavitenz (300/300/400mg) Vs FDC of
Tenofovir/Lamivudine/Efavirenz (300/300/600mg) in Aduit Indian Patients who have HIV-1Infection”
a copy of which is attached hereto as Exhibit A (the “Protocol”), including any subsequent duly

authorized amendments, and which is hereby incorporated by reference (the “Study™). The Study will be
monitored by the CRO as per the Protocol.

A. The Principal Investigator represents and warrants that he is qualified by education, training and
experience to assume tesponsibility for the proper conduct of the Study. The Principal
Investigator will provide a copy of the curriculum vitae and othet relevant documents requested
by the Sponsot, the Ethics Committee, CRO and the Regulatory Authorities. Principal
Investigator cleatly uaderstands that time is of the essence of this Agreement and will ensure that
other resource demands of the Study will be fulfilled throughout the duration of the Study. "The.
Principal Tavestigator should also ensure that he does not have any conflict with any other studies
and shall not divert Subjects or facilities away from the Study. Principal Investigator confirms that
he/she has the necessary experience, capability and resources, including, but not limited to,
suffictent personnel and equipment to perform the Study in a professional and competent
manner, and in strict adherence to the Protocol. The Principal Investigator shall be responsible
for performing the Study in strict compliance with the specifications and timelines provided by
CRO.

o e,
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B. The Institution represents and warrants that it has the necessaty infrastruciure, expericnce and
expertise to conduct the Study in accordance with rhe terms of this Agreement and that the
Instimation will use all commercially reasonable best efforts to perform efficiently the Study
services hereunder. The Study will be conducted at Tnstitution and will be supervised by the
Principal Investgator, wherein Principal Investigator shall control any person performing any
portion of rthe Siudy at the Institution and Prncipal Investigator. Instiration and Principal
Investigator will catry out certain Study-related Jaboratoty services and investigations as may be
required for the Study. In any event, if the Principal Investigator is unable to petform the
obligations of Study or suspends or abandons or is unwilling to continue with the Study, CRO
and Institudon shall attempt to agree on a mutually agreeable replacement. In the event 2 mutually
acceptable replacement is not available, in such case, the Study may be terminated at the option of

the CRO for andon behalf of the Sponsor or by the Sponsor.

o

Conditions precedent. The Principal Investigator shall be thoroughly familiar with the safety,
efficacy and appropriate use of the Study Drug as described in the Protocol, the Reference-listed
Product with full prescribing information, and other information sources relevant to the Study
and as may be provided by the Sponsor from time to time. The Study shall take placé at the Site
under the supervision and direction of the Principal Investigator, who will be the Principal
lavestigator for the Study.

D. The Institution’s obligation to conduct the Study is expressly conditioned upon the approval of
the Protocol by an IEC/IRB that complies with the requirements of Drug Controller General of
India and Schedule Y and applicable regulatory requirements. CRO, Sponsor, Principal
[nvestigator and Iastitution shall cooperate in prepating and filing the Proiocol, Informed
Consent Form and other information with the reviewing IEC (Institutional Ethics Committee) ot
IRB (Insurutonal Review Board)

2. THE STUDY SCHEDULE

A. Swudy Inigation. Al contractual and regulatory documentation must be received by Sponsor and
CRO before the inittation of the Study. The Principal Investigator shall initiate the Study at the
earliest time after receiving the applicable regulatory / IEC / IRB approvals.

B. Enrollment, Principal Investigator shall be responsible for recruiting eligible Subjects to the
Study. Principal Investigator shall use the best efforts to rectuit the Subjects and ensure unbiased
selection of suitable Subjects in accordance with the terms of Protocol. Principal Investigator will
entoll munimum 14-12 Subjects (as per the randomization schedule) and not more than 40-50
Subjects {as per the randomization schedule) (the “Site Maximum™) for the duration of
enrollment. The Principal Investigator shall commence entollment of the Subjects once all the
contractual and régulatory obligadons have been met. Enrollment of, and payment for, each
Subject over the Site Maximum shall require prior written consent of the CRO. Notwithstanding
the foregoing, the Instimadon immediately shall cease enrolling the Subjects upon receipt of notice
from the CRO, or the Sponsot’s designee, that, in the sole determination of the CRO:

4 the Complete Study enrollment has been achieved; or
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7. the CRO and Sponsor have placed the Stmdy on boléi, for any reason; or
4. the Smdy has been placed on hold by the DCGI or applicable regulatory agency for any
reason.
Notwithstanding anything contained herein, Insdtution and Principal Investigator shall adhere to
the strict principles of confidentiality under Applicable Laws and Requirements and protect such
personal data of Subjects including privacy laws as may be ;ppﬁcable thereon.

C. 3tudy Documentation. Case Report Forms (“CRFs™) must be satisfactorly completed

maximuim within three to five (3 to 5) working days of each Subject visit. If any tests are to be
performed after the Subject visit, CRF shall be completed maximum within three to five (3 to 5)
wotking days of receipt of test results for each Subject, provided, however, that with respect to
the last Subject enrolled at the Site, CRF for such Subject must be completed within thtee to five
(3 to 5) working days of such Subject’s last visit to the Site. The Principal Investigator shall
ensure the accuracy, completeness, legibility and timeliness of the data reported to the CRO and
Sponsar in the CRFs and in all required reports. Safety data (Serious Adverse Event Report
Forms) will be faxed / mailed to Sponsor and CRO within twenty four (24) hours of (i) the
Subjects visit and (if) receipt of the test results at, or from which, such event was reported, noted
or recognized. Thete will be no paper Data Clarificadon Forms Quertes (“DCFs”). Site staff will
have to enter the eCRF and resolve the same within three (3) working days of its receipt. Only
in case of urgent requirement of safety data, safety vendor may contact the site to request the
safety data which should be contacted as early as possible. '

D. Subject Samples. All biological samples collected from the Subjects shall be prepared and
shipped in accordance with appropriate reference of the Protocol / Study requirements / Study
manuals 2nd applicable law.

Study Completion. The Institution shall complete the enroliment of all the Subjects within the
specified timeline given or informed by the Sponsor/ CRO. The Institution shall input all fina

CRF data and complete the final CRFs not later than five days after the last Subject visit. In any
event, Insttution and Principal Investigator shall not publish or present interim or preliminary
results of the Stady at any time without the prior written approval of CRO and Sponsor.

3. PAYMENT

A. Budget and Payment Schedule: In consideration of the Services petformed, CRG shall
reimburse the Instimtion all undisputed direct and indirect costs reasonably incurred by the
Institution in accordance with the Budget and Payment Schedule, attached hereto as Exhibit B
and incotporated herein by reference (the “Budget and Payment Schedule”). Payment shall be

made by cheque. Payment shall be made within thirty (30) days after CRO has received invoice
from the Principal Investigator. In addition, CRO shall reimburse directly the TEC / IRB for all
costs associated with the Study, Notwithstanding the Payment Schedule mentioned in Exhibit B,
the payment made by CRO shall be deemed to be as full and final payment payable by CRO as
consideration far the services provided by Site including Principal Investigater, Iastitution and
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B. Payment of Costs outside Budget and Paymient Schedule, Payment for any costs not

specifically described in the Budget and Payment Schedule must be approved in advance in

writing by the CRO’s Project Manager.

C. Payment Terms. CRO shall have no obligation to make payments for any subject who is not

qualified to participate in the Protocol based on the inclusion and exclusion criteria described in
the Protocol. Queries pertaining to a subject’s eligibility shall be addressed to and resolved by the
CRO and Sponsor’s clinical and/er medical monitor identified in the Protocol prior to entry of
any such subject into the study.

The fotegoing notwithstanding:

Upon submission of such documentation as may be requested, to the extent not already paid
by CRO, CRO will pay the actual cost of completed visits in accordance with the Budget and
Payment Schedule for the Subjects who are dropped from the Study or withdraw from the
Study; provided, however, such costs were incurred at a time when, in the good faith judgment
of CRO, nene of the Institution, its employees or agents, or the Principal Investigator knew or
could have rezsonably determined that such Subject was not or would not be an Eligible and
Evaluzble Subject. “Eligible and Evaluable Subjects” are defined as Subjects who have
satisfied all the Protocol requirements, including compliance with dosing regimen and visit
schedule, and ate eligible to be included in the statistical analysis for the Study; and Institution
and Principal Invesngatox agree that all payments made under this Section are made solely for
the performance of activites relating to the Study and for no other purpose.

D. Payment Recipient and Mailing Address. All cheques shall be made payable to the entity /

person mentoned i the Clause 3A.
The mailing address for checks shall be:

The further details for the payments should be provided as
Cheque in the favor of: Genesis Research
PAN Number: CQJPP0528D

Name of Bank: State Bank of India

Branch: Market Yard, Kolhapur

Account No: 36599680134

Branch Code: 001887

IFS CODE : SBIN00(1887

e o e e

E. Reimbursement, Upon cowmpletion of the Study or eatlier termination of this Agteement as

provided herein, the Institution shall reimburse the CRO for any amouats that were paid by the
CRO to the Institurion which exceed the amounts to which the Principal Investigator was entitled
for completed Subject visits under the Budget and Payment Schedule of this Agreement.
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F. Payments (or Screen Failure: CRQ shall pay only per Subject charges for screen failure. The

maximum ratio for screen failure Subjects shall be 5:1 i.e. maximum one scrcen failure per five

randomized Subjects.

G. Payment for Stady Coordinaws: PI will make sure payment to study coordinator / involved

study team to ensure that the Quality and deliverables of the Project are not affected at any phase
of the study.

H. All payments payable by CRO are subject to deduction of taxes at source (‘I'DS’) as per applicable
law uiless relevant exemption certificate is produced by the Site. Goods and Service Tax (GST)
will be paid, if applicable, on generation of vaiid tax invoice showing the amount of GST to be
chatged before any payment is made under this Agreement

The parties acknowledpe that the designated Payee is authorized to receive all the payments for
the services performed under this Agreement. Investigator acknowledges- that if Investigator is

not the Payee, CRO will not pay Investigator even if the Payee fails to reimburse Investigator.

4. OBRLIGATIONS OF THE INSTITUTION AND THE PRINCIPAL INVESTIGATOR

A. 1EC/IRB Approval. The Principal Investigator shall be responsible, with the cooperation of the
Institution and CRO/Sponsor, for obtaining approval from the IEC / IRD of the Protocol and

the Subject’s Informed Consent Form. The Principal Investigator shall provide the CRO or
Sponsor’s designee with writien confirmuation of the IEC / IRB’s approval prior to the weatment
of Subjects. If the IEC/IRB withdraws approval of the Study, at any time, the Principal
Investigator shall be immediately notified by the Sponsor or CRO, providing a written
explanation of the circumstances leading to such withdrawal of approval, and the Principal
Investigator shall cease the treatment of all Subjects under. the Study.

B. Performance of the Study. The Principal lnvestigator shall conduct the Study solely at the

Institation. Principal Investigator will personally conduct or supervise the investigation of the
Study. Principal Investigator will ensure that all persons assisting in the pesformance of the Study
are informed of their obligations with regard to the Study. Principal Investigator agrees to report
promptly, in writing, any non-compliance of the Protocol. The Principal Investigator shall
exercise due care in the conduct of the Study, and represent and warrant thar it will be conducted
in accordance with (i) generally accepted standards of pood clinical and rescarch practice
(including, without limitation, the guidelines set forth by the International Conference on
Harmonization, if applicable); (i) this Agreement; (i) the Protocol; (iv) written instructions
provided by the Sponsar or Sponsot’s designee; and (v) all applicable local, state and federal laws,
regulations, and policies governing the performance of clinical investigations, including, but not
limited 1o local regulatory requitements. In-the event of a conflict between any requirements in (i)
through (v) above, the Prncipal Investigator shall comply with the most stringent requitement.
The Principal Tnvestigator shall make no changes to the Protocol, except as agreed to and
approved In writing by the Sponsor and, where required, the IEC/IRB. Neither the Insntution

not the Principal Investigator shall subcontract any of its obligations or uny. parrion of this

Confidential L~ =y * -
3% / R >
PI Name: Dr. Dnyanesh N Morkar Page 6 of 31 { SR )
(2 Y ; 5\\“! '»‘\_\. A ..:'f\_}
Dr. V.A Kathiwale AT
Registrar :
KLE Academy of Higher Education and Research, 2 7 8

(Deemed-to-ba-University ufs 3 of the UGC Act, 1956)
Belagavi-550 010,Kamataka



Agreement to any other individual or entity without the prior writien consent of the CRO. The
Principal Investigator shall be responsible for responding promptly, in writing, to all issues and

questions raised by regulatory agencies relating to the performance of the Study

C. Patient consent and entry inte Trial. As well as complying with the requirements of the

Declaration of Helsinki, the principles of Good Clinical Practice [and other legislation appropsiate
to clinical trals, medical treatment, and the processing of personal and medical data], the
Investigator shall, before entering a patient inte the Triak:
i exercise independent medical judgement as to the compatibility of each ptospective
Patient with the requirements of the Protocol;
i, advise the CRO of all instances in which, in the Investigator’s judgement, there is any
question as to any prospective Patient’s suitability for participation in the Trial, and abide

by the Sponsot’s decision as to whether or not to enrol that Patient;
¥ p

1. ensure that, before their participation in the Trial, the Patients are duly informed about all
aspects of the Trial that are relevant to them, including:

iv. the purpose, duration, nature, significance, implications, and risks of the Trial; and

v, the processing, auditing, and monitoring of data (including personal data) under this
Agreement.

vi. ensure that, before his or her participation in the Trial, each Patient bas given his or her

Informed Consent on the basis of the information described in Clause 2.5(c) by sigaing a
consent form in accordance with the Protocol;

vil. acknowledge that the use of the consent form does not release the Investigator from his
or her legal and contractual obligatons relating to Informed Consent, and that it remains
the Investigator’s responsibility to ensure that those obligations are complied with;

viit. comply with the procedures described in the Protocol in relation to that Patient; and

ix. provide details of the proposed Padent to the CRO.

D. Key Personnel. The Parties acknowledge that. the participation of the Principal Investigator is

essential to the successful performance and completion of the Swdy. If, for any reason, the
Psincipal Investigator withdraws from the Stady, becomes unavailable, or Is otherwise unable to
complete his responsibiliies under this Agreement, the Principal Investigator shall immediately
notify the CRO and/or Sponsor’s designee and the CRO and/or Sponsor’s designee shall
endeavor to agree upon a successor. Absent prompt agreement upon a successor, the CRO may
terminate this Agreement as set forth in Clause 12(B) below.

E. Spansor Visits. The Sponsor’s representatives may conduct periodic visits, at mmutvally acceptable
times during normal business hours, to: (i) inspect and examine the Instituton’s facilities at which
the Study is being conducted or was conducted; (i) review the progress of the Study (including
without limitation all source documents aud data, and correspondence involving the IEC/IRB
and applicable regulatory agencies); (ili) inspect and copy, at Sponsot’s expense, any or all written
and electronic data and work product relating to the Study; and (iv) collect financial billing and
economic outcomes (including expense repotts) provided that collection of such information s
clearly described in the Informed Consent Foum and appropriately authorized by the Subject 2nd
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the TEC/IRB. The Principal Investigator and the Institution shall cooperate with the Sponsor and
use reasonable efforts to promptly provide all of the nformadon requested by the Sponsor.

The Insttuton and the Principal Investigator shall also cooperate with the Sponsor and with any
regulatory agencies in the event of anncunced or unannounced moniroring, audit or inspection by
such regulatory agencies. The [nstitution and the Principal Investigator shall notify the Sponsor by
telephone of the intended or possible inspection within twenty four (24) houts of becoming
aware of it; in addition, notice of the intended or possible inspection shall be sent to Sponsor
within forty cight (48) hours of the telephonic notification. If a written response is required, the
Institution and Principal Investgator shall permit representatives of the Sponsor to review and
comiment on such response prior. to its being sent to the regulatory agencies. The Institution and
Principal Tnvestigator shall provide Sponsor with a copy of any teport received in connection
with, or as a result of such inspection within three (3) days of its receipt.

¥. Supplies.

4. The Sponsor’s designee shall supply to the Principal Investigator, at no charge, sufficient
quantity of the Study Drug to conduct the Study, as well as the materials, equipment and
information which the Protocol specifies. The Principal Investigator acknowledges that the
Study Drug is experimental in nature, and therefore shall use prudence and reasonable care in
the use, handling, storage, tansportation, disposition and containment of the Stdy Drug and
any of its derivatives. Within thirty (30) days following the completion or termination of the
Study, all unused Study Drugs, devices and other materials that were furnished to the
Institation by or on bebalf of Sponsor shall, at Sponsor’s expense, be returned to Sponsor, or
if Sponsor so directs destroyed in accordance with instructions provided by the Sponsor. The
Sponsor shall solely own all rights, title and interest in the Study Drug, including any materials
derived therefrom and all intellecrual property rights therein. The transfer of physical
possession of the Srudy Drug hereunder, and/or the possession or use of the Study Drug by
the Principal Investigator, shall neither constitute nor be construed as a sale, lease, or offer to
sell or lease the Study Drug or other transfer of tite in or to the Study Drug. Further, the
Principal Investigator shall use the Study Drug solely for the conduct of the Study and in
accordance with the Protocol unless they obtain the prior written authorization of the Sponsor.

b, Any instruments, materials or other equipment supplied/provided by the CRO to the Principal
Investigator shall be used solely for the purpose of conducting the Study and as per the
Protocol/ Study requitements/ Study manuals under the Agreement. Also, any damage caused
to the equipment supplied/provided by the CRO under the said Agreement ot any repaiting
cost incurred in order to mamtain the said equipment or repair the damage done while
conducting the Study shall be bosne solely by the Principal Investigator and no liability of the
same shall be placed upon the CRO.

G. Study Records, Reporss, and Data.
i Sty Recorrtr. The Principal Investigator and the Institudon shall, in a timely manner,
prepare and maintain complete and accurate Study records as sét forth in the Protocol and

as may otherwise be required by applicable law, rule, regulation and gouod, clinical pracuce
T RN
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{“Study Records”). The Principal Investgator shall make all Study Records, including,
without limiration, source documents, signed Informed Consents, laboratory data, Drug
inventory tecotds, available to representatives of the Sponsor at the Sponsor’s request.
Except as otherwise expressly provided for in the Protocol or elsewhere herein, all Seudy
Records shall be retained by the Principal Investigator for a period of seven (7) years after
the approval of the Study Drug for marketing or the formal discontinuation of the clinical
development of the Study Drug or as per instruction given by CRO/ Sponsor for the
same. Thereafrer, prior to the disposal of the Study Records, Principal Investigator (as
applicable) shall give the Sponsot not less than sixty (60) days prior express written
notice thereof, and if the Sponsor requests in writing, the Principal Investigator shall
transfer the Study Records to the Sponsor at Sponsor’s expense. Study Records shall in no

event be destroyed without Sponsot’s prior written permission.

All the source documents pertaining to clinical conduct of the Study shall be treated as
conbidential. All the Study Recoxds shall be the scle and exclusive property of the Sponsor
excluding the source data. In no event, shall Institute and Principal Investigator remove
any Stady Records or destroy any Study Records without the prior written consent of
CRO and Sponsor.

7. Corie Report Popms. The Principal Investigator shall complete full clinieal evaluations and

original CRFs on cach Subject in accordance with the Protocol. The Principal Investigator
shall ensure the accuracy, completeness, legibility and timeliness of the data reported to
the Sponsor in the CRFs and in all required reporis. In addition, the Principal Investigator
shall deliver to the Sponsor or Sponsor’s designee each completed CRF from monitoring
visits as provided fox in Clause 2{C} of this Agreement.

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

iv il Reparts. Upon completion of the Study, the Principal Investigator will provide a
summary of the Study's outcome (“Final Report”) to the IEC/IRB. In addition, any
Serious Adverse Events will be reposted to the IEC/IRB.

v. In case the Prineipal Investigator is no longer associated with the Institute, Institute Head
or authorized designee will be responsible for maintenance and retention of Study
Records Sponsor and CRO will help to find vendor for archival of study records.

H. Reporting of Serious Adverse Event,

o In case af an injury occurring to the subject during the clinical trial, free medical management
shall be given as long as required or dll such time it is established that the injury is not related
to the clinical trial, whichever is earlier.
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° In the event of a trial related injury or death, CRO (as a representative of the sponsor) on
behalf of Sponsor shall provide financial compensation for the injury or death.

* Neither CRO nor Sponsor will be responsidle for, and Site agrees, to the extent allowed by
law, to indemnify and hold them harmless from, any loss, damage, liability, claim, cost
(inchuding reasonable attorney fees) or demand arising from any injuries or damages resulting
from neglipence, failure to adhere to the Protocol, failure to comply with Applicable Laws,
fallure to obtain informed consent, unauthotized warranties made by, breach of this
Agreement or willful misconduct or omission of Site or any Site Personnel in performing their
obligations under this Agreement.

e Sponsot will promptly inform Site, Site’s Institutional Review Board/EC, and CRO, of any
finding that could affect the safety of subjects or their willingness to continue participation in
the Study, influence the conduct of the Study, or alter Site’s IRB/EC approval to continue the
Study. Site shall promptly, in accordance with Applicable Laws, advise Sponsor and CRO of
any Adverse Event occurring duting the conduct of the Study that it becomes aware of. In
the event of the occurrence of any serious Adverse Event, Site shall notify CRO and Sponsor
or its designee by fax and/or other elecuwonic means within twenty-four (24) houts of the

occuflrence.

¢ The recording of Adverse Events is an important aspect of study documentation. It is the
Investigatot's responsibility to document all Adverse Events according to the detailed
guidelines of the Protocol.  The Investigator agrees to answer any questions of
Sponsor/CRO’s medical monitor concerning any Adverse Events.

° The Investigator must immediately report all Serious Adverse Events (“SAE™) (as defined in
the Protocol) (within 24 hours of occurrence of SAE) to the DCG (I), Sponsor and Ethics
Committee which occur since informed consent is signed, during the course of the Study and
up to the date of the subject’s last visit.

o The Investigator shall forward 2 due analysis report to DCG (1), Ethics Committee and Head
of the Institute within fourteen (14) days of occurrence of SAE mcluding all initial
information and follow-up information until stabilization/ resolution of the SAE.

5. CONFIDENTIALITY

A, Confidential Information. The term “Coonfidential Information” shall mezn any and all

information, data or know-how, trade secrets whether written or oral, technical or non-technical,
as well as tangible materials including without limitation (i) financial, accounting, and business
information, (if).information relating to samples, compounds, procedutes, Protocol, the Study
Drug and all reports, documents, data and other informarion generated in connection with the
Study or other information which the Institution, SMO or the Principal Investigator receives,
directly or indirectly, from Sponsor and/or CRO and (iii) any other data or information that is
generated by the Institution, SMO or the Principal Tnvestigator as required by the Protocol

-
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and/or this Agreement, including Case Report Forms, laboratory data and Study results, but not
including the medical records of the Institution. Subject to the provisions of Clause 5(A)()
through 5(A)(z), the Parties shall not disclose Confidential Information without prior written
authoization from the Disclosing Party for any purpose other than those specified in this
Agraeﬁent. The obligations of non-disclosure shall not apply to the following:

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

i. Confidential Information that is aiready known to or independently developed by the
Receiving Party as shown by its prior written records, provided that Receiving Party
informs the Disclosing Party promptly upon the Receiving Party’s discovery that the
Confidential Information is alteady independently known to the Receiving Party;

iii. Confidential Information that lawfully and in good faith received from a third party who
did not derive it, directly ot indirectly, from the Disclosing Party; and

in.  Confidential Information required to be disclosed to a governmental or regulatory agency

to the extent necessary for the required disclosure.

Disclosing Party: The term “Disclosing Party” shall mean the Party disclosing Confidential
Information to other Party.

Receiving Party: The term “Receiving Party” shall mean the Party receiving Confidential
Information from the other Party.

All Confidential information shared hereunder for purpose of completion of Study and who are
legally bound by confidentiality and non-use obligations, no less restrictive than those contained
in this Agreement and any other confidentiality agreement executed. In addition, Institution,

rincipal Investigator and Site shall not use any Confidential Information for zny purpose other
than the conduct of the Study and shall ensure that the co-investigator who has access to
Confidential Information is informed of its confidential nature and agrees to comply with the
obligations of confidentiality and non-use, as set out in this Agreement and any other
confidentiality agreement executed.

In addition to any other rights and obligations contained herein or elsewhere in the Agreement,
Sponsor, or CRO on Sponsor’s behalf, shall be entitled to seek an injunction from a court of
competent jurisdiction for the purpose of preventing any existing or andcipated breach of the
terms of confidentiality under this Agreement.

B. Notwithstanding anything to the contrary in this Agreement, nothing herein shall (i} prevent the
Institution, Principal Investigator or SMO from disclosing to the DCGI or any other appropriate
reguldtory agency Confidential Informadon (incloding Study results) that indicates that the
administration or use of the Study Drug or device is zssociated with a setious risk of harm to the
Subjects, provided rhat Instiution,Prncipal Investigator or SMOFfurmish at least fourteen (14)
days advance written notice to the Sponsor and Spensor fails during such time to either make the
disclosure requested by Institwtion, Principal Investigator or SMO ot to adequately demonstrate

Confidential ST
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requirements, or (i) prevent Institudon, SMO and/or Principal Investigator from informing the
Subjects or potential Subjects of any adverse experiences or tisks associated with the Study Drug
or device.

C. Non-Disclosure and Non-Use, Except as otherwise expressly provided herein, for the term of
this Agreement, and for a period of ten (10) years thereafter, the Parties shall not disclose to any
third party Confidential Information and shall not use for any purpose other than as expressly
provided for herein any such Confidential Information, without the express written consent of
the Disclosing Party. Without luniting the foregoing, the Parties shall disclose Confidental
Information only to those employees of the respective Party who require such Confidential
Information for the purposes of this Agreement and who ate bound by an obligation of
confidentiality and non-use no less stringent than set forth herein. Upon disclosing Confidential
Information to any employee, the employing Party shall advise them of the confidential narare of
the information, and shall require them to take all necessary and reasonable precautions to
prevent the unauthorized disclosure thereof. In the event that the Parties ase required to disclose
Confidential Information pursuant to an order o requirement of a court, administrative agency,
or other governmental body, the Parties, as the case may be, may disclose the Confidential
Information provided that the Receiving Party provides the Disclosing Party with reasonable
advance notice thereof to enable the Disclosing Patty to seek an appropriate protective crder or
to prevent the disclosute. In such a situation, the Receiving Party shall provide reasonable
assistarice to the other Pazty to obtain a protective order or to prevent disclosure,

D. Mecdical Confidentiality. Nowwithstanding any of the foregoing, Sponsor and CRO shall

maintain the confidentality of all medical records, case history, test reports, fitness daea and
chatts to which it may have access to in accordance with all applicable federal, state and local
confidentiality laws and regulations and its cotresponding regulations issued under DCGI or
other applicable regulations. Sponsor shall not use, disclose, maintain, store, or transmit any
individually identifiable Subject information except as permitted by such laws.

E. The PI and Institution hereby acknowledge and agree that in accordance with the applicable laws
and codes, and in particular with any wansparency obligations contained therein, certain value
transfers between pharmaceutical companies and healtheare professionals and/or healthcare or
academic institutions or hospitals, ate subject to mandatory publication. The Parties acknowledge
that, in accordznce with said obligations the Sponsor is respoasible for the publication of the
relevant information in the appropriate format and within the applicable timeframe. Such
information shall at least include the amount, purpose and recipient of the value wansfers. The
PT and Institution hereby explicily agree with such publication by Sponser, provided the
publication is in accordance and stricty limited to the requirements of the said laws and codes,

and does not go beyond the requitements of the applicable privacy laws.

6. Protection. Without limiting the foregoing, the Parties shall maintain reasonable procedures to
g goIng, P
prevent accidental or other loss of any Confidenual Information of the Disclosing Party, and shall

use at least the same procedures and degree of care which each uses ro protect its own

confidential information, but in no case less than reasonable care. [n the eveny
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or use of any Confidential Information in violation of this Agrcement, the Receiving Party shall
immediately notify the Disclosing Party. The Parties shall prevent the disclosure of medical
records and private or personal information, whether confidental or not, to the extent required by
applicable laws or regulations.

7. PUBLICATION
Subject to governing law, the Sponsor shall have the soic right to review, use, publish, and
disclose any data, information, or results developed or arising out of the Study as the Sponsor, in
its discretion, deems appropriate, including, without limitation, in submissions to the FDA and
other goverimental agencies. If Principal Investigator wants to publish information arising from

his/her patticipation in the Study, the prior written approval from Sponsor is required.

8. OWNERSHIP OF MATERIALS, DATA, INVENTIONS, AND DISCOVERIES

A, Materiulg and Data. The Sponsor shall solely own all right, title and interest in and to the Study

Drug and any and all information, data or other materials delivered to the Institution or the
Principal Investigator by or on behalf of the Sponsor as well as any derivatives, progeny, or
improvements developed therefrom, and all intellectual property rights therein. Fursther, all data
and work product arising out of or relating to the Study, including, without limitation, the Study
Records, CRFs, teports, and specimens, and all intellectual property rights therein, shall be the
sole property of the Sponsor. Accordingly, the Sponsor shall have, in its sole discretion, the right
to publish, disclose, disscminate, and use, in whole or in part, the same for any and all pusposes,
including, without limitation, in and for submissions to the FDA, DCGI or other regulatory

agencies,

B. Patenis and Inventions,

i All nght, dtle and interest in and to, whether domestic or foreign, any inventions of
discoveties {collectively, “Inventions”) {irst conceived of and reduced to practice prior to
the Effective Date of this Agreement by the Prncipal Investigator, Institution or CRO as
expressed in Protecols, lab notebooks, or other written records, the know-how incidental
therero, and any patent applications and resulting patents derived there from shall be the
exclusive property of that Party,

.  “New Invention or Discovery” shall mean any invention or discovery conceived and
reduced to practice during and as a part of Study by the Principal Investigator or any facuity,
staff, employees, students or agents of the Institution or the Principal Investigator, or jointly
by such an individual or individuals with one or more employees or consultants of the
Sponsor.

iii.  New Inventions or Discoveries made jointly by the Institution, Principal Investigator, or any
of their respective agents with one or inote employees ot consultants of the Sponsor that:
(a) arc improvements to, new uses of, or (where applicable) new dosages or dosage forms of
the Smudy Drug or device that arise from the performance of the rescarch; or (b) occur
during the performance of the Study and are based upon or subject to the claims of
Sponzor’s patentable Inventions shall be the sole property of Sponsor. Institution and

Hincims : - sha sion - . o P
Principal Investigator shall assign and transfer to Sponsor without fur thel/gﬁl"\)ﬁ%a{i?n, the
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entire right, title and inicrest globally in all Sponsor Intellectual Property of any New
Inventions made or any process carried our in the name of Sponsor. Institution and
Principal Investigator acknowledge that all original works of authorship made whether by
Institution and Principal Investigator under this Agreemenr are "works made for hire” and
assist Sponsor in obtaining patent or other intellectual property protection.

in.  New Inventions or Discoveries arising out of the research performed under this Agreement
solely by Insamtion, Prncipal Investigator, and/or any of their respective agents that is not
covered by the provisions of Clause 7(B)(#) (an “Institution Invention™) shall be the sole
property of Institution (subject to any agreement between the Institution and Principal
Investigator regarding the ownership of inventions),

v, Institution znd / or the Principal Investigator shall promptly notify the Sponsor a full
written description of any New Inventons or Discoveries described in either Clause 7(B) (%)
ot 7(B)(#) of which they become aware. Sponsor shall have a time-limited, first option to
negotiate an exclusive, worldwide, royalty-beating license to any Institation Invention. Any
such exclusive license shall include a reasonable royalty based on Sponsor’s and Institution’s
respective contributions to Institution Invention and other terms that are typical in licenses
of similar technology. Sponsor shall advise Institution in writing of its interest in obraining
an exclusive license to any lnstitution Invention within sixty (60) days of Sponsor’s receipt.
of notice of Institution Invention. If Sponsor fails to notify the Institution within sixty (60)
days or provides notice that it elects not to obtain an exclusive license, then Sponsor’s
option shall expire with respect to that particular Institution Invention and Institution shall
be free to dispose of its interest in accordance with its technology transfer policies, If
Sponsor and Institution fail to reach agreement on the terms for an exclusive license of 2
pacticular Insticution Inventon within four (4) months after Sponsor provides notice that it
wishes to exercise its option, then for a period of oae (1) year thereafter, the Institution shall
not offer to license the Institution Invention to any third party on matenally better terms
than those last cffered to the Sponsor without Erst offering such terms to Sponsor, in
which case Sponsor shall have a period of thirty (30) days to accept the offer.

C. Na Other Rights. Except as expressly set forth herein, none of the Sponsor, the Principal

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

REPRESENTATIONS, WARRANTIES AND COVENANTS

Of the Principal Investigator. The Principal Investigator represents and watrants that (1) he has
the legal authority and right to enter into this Agreement; (i) he has no obligation to any third
party that is in conflict with, or bas the potendal te conflict with, its obligations under this
Agreement; (iii) he has and will maintain throughout the conduct of the Study, all training,
information, licenses, approvals and certificatons necessary for safely, adequately, and lawfully
performing the Study; (iv) he will nor enter into any agreement with any thixd party to directly or
indirectly fund or support the Study without the express written consent of the CRO (excluding
laboratory investigations, radiolngical investigations or any other requirement o fulfill Protocol
p -
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criteria), and (v) this Agreement has been duly executed and delivered by it and constitutes a valid,

binding obligation enforceable against it in accordance with its terms.

The Principal Investigator represents and warrants that no clinical study or trial in which he was
involved was terminated for any reason priot to completion that was due, in whole or in part, to
the Principal Investigator’s non-compliance with the applicable protocol and/or safety
requirements of the study or any applicable local, state or federal law. The Principal Investigator
further represents and warrants that he has not teceived any wtitten notice from the DCGI/FDA
or NIH of any violation of any applicable law telating to clinical studies that has not been
disclosed to the CRO and attached to this Agreement as an Exhibit hereto. For the purposes of
the prior sentence, “written notice” shall include, but not be limited to, DCGI or FDA lists of
Inspectional Observations (FDA Forn 483), Notices of Adverse Findings, regulatory letters,
warning letters, notices of intent to inidate clinical investigator disqualification proceedings under
national regulations or under 21 C.F.R. 312.70 or 21 CF.R. 812119 or any similar regulation
(“Notice of Intent to Disqualify”). The Principal Investigator fusther represents and warrants
that he has never been disqualified from recelving investigational drugs or medical devices by the
DCGL or FDA or NIH or any other federal governmental body. In the event that any of the
foregoing events in this paragraph occur during the course of this Study, the Principal Investigator
shall provide the CRO with a full written explanation of the circumstances of such an incident
within ten (10) days of the occurrence of such an incident. If the Institution or the Principal
Investigator becomes debarred as per the national or local regulations, this Aprecment will
immediately terminate. If the Principal Investigator receives a notice or threat of action with
respect to its debarment or a Notice of Intent to Disqualify, the CRO shali have the right to
terminate this Agreement immediately without further cost or liability. The Principal Investigator
represents and watrants on his own behalf that he has not used, in any capacity, the services of
any individual, corporation, partnership, or association which has been debatred, and neither shall
use, in any capacity, the services of any individual, corporation, partnership, or association which
has been debarred. In the event that the Principal Investigator becomes aware of the debarment
or threatened debarment of any individual, corporation, partnership, or association providing
services to the Principal Investigator which divectly or indirectly relate to Principal Investigator’s
acuvities under this Agreement, the Principal Investgator shall nosfy the CRO immediately and
the CRO shall have the right to terminate this Agreement immediately without further cost or
liability.

B. Ofthe CRO. The CRO represents and warrants that (1) it has the legal authority and right
to enter into this Agreement, (if) it has no obligation to any other party that is in conflict
with the CRO’s obligations under this Agreement, and (1i) this Agreement has been duly
executed and delivered by it and constitutes a valid, binding obligation enforceable against
it 10 accordance with its terms, CRO represents and warrants to Institution and Principal
Investigator the following: {i) any Study Drug or device administered or used in carrying
out the Protocol has been approved by the DCGI or FDA or by the other regulatory
agencies if applicable for investigational use; and (if) CRO has at all umes complied with
and will continne to comply with all DCGI or FDA and compatable foreign rules,

regulations, requirements, and guidelines regarding administration of drugs and devices
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1L

under regulatory control of the DCGI or FDA and/or comparable foteign agencies in
connection with any drog or device administered or used pursuant to the Protocol. In
particular CRQO shall comply with all DCGI or FDA reporting rules that require it to
inform Institution and/or Principal Investigator of any serious and unexpected adverse
experience associated with the Study Drug or device.

No_Other Representations or Warranties., Except for the lunited representations and

wartanties given in this Clause 9, none of the Sponsor, the CRO, the Institution, or the Principal
Investigator makes or receives any representations or wartanties, express or implied, statutory or
otherwise, and each expressly disclaims any implied warranties of merchantability, fitness for a

particular purpose, or non-infringement.

. Of the Institntion: Insdtution will ensute that the Principal Investigator remits to the Sponsor all

clinical data, including without limitation, case record forms, medical reports and the information
generated during the peirformance of the Stady. Instimtion will notify the CRO and Sponsor
immediately if the Principal Investigator ceases to be employed by or associated with the
Institution.

GOVERNING LAW
This Agreement shall be governed by and construed in accordance to the Laws of India. Disputes,
if any, shall be arbitrated upon under the Arbitration and Conciltation Act, 1996 in Eaglish

language and the venue shall be Bangalore, India. It is expressly agreed that the arbitral award
shall be final and binding upon both the Parties hereto. However, the final jurisdiction shall lie
with the courts of Bangalote, India. Each of the Parties hereby expressly submits to the
jutisdiction of the courts of Bangalote, India,

INDEMNIFICATION

CRO Indemnificadon. The CRO shall defend, indemnify, and hold harmless the Institution and its
trustees, officers, the Principal Investigator, employees and agents harmless against all notices,
claims, demands, action, suits or proceedings given, made or initiated against the CRO due to a)
Breach of responsibility of the CRO; b) Willful negligence; <) Willfulmisconduct or
misrepresentation d) breach of representation and warranties and confidentiality obligations under
this Agreement {g) CRO’s Negligence (f) Breach of Applicable Law,

Institution Indemnification, The Institution shall defend, indemnify, and hold harmless the

CRO/ Sponsor and its affiliates and their respective directors, officers, employees, agents,
successors, and zssigns (“CRO Indemnities”) from and against uny and all third party liability,
loss, damage, or expense (including reasonable attorneys’ fees and expenses of litigation) incurred
by or imposed upon the CRO Indemuaities ot 2ny one of them in connection with any third party
claims, suits, actions, demands, or judgments to the extent such claims, suits, actions, demands, ot
judgments arise out of: (i) a failure to conduct the Study in accordance with this Agreement and
the Protocol, all written instructions provided by the CRO concerning the Study, all applicable
federal, state, or local laws, rules, regulations, requirements, and policies, ﬂ(z/ﬁlg!‘;‘i?‘sli—.;ﬂ]‘gf\n\'iilll'llcr
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required of reasonable And prudent clinical investigators and physicians; and (i) the negligent or
reckless conduct or omission or intentional misconduct or malfeasance of any Instinutional
Indemnitee, or any other pesson on the Institution’s property ot under its control, exchusive of the
CRO’s employees and (iii) (a) breach of any terms of the Agreement and the representations and

wartanties made by Puncipal Investigator or Institution jointly and / or severally.

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

thereof.

D. Claims. The indemnifying Party, at its own expense, shall have the exclusive right to manage
claims, control investigation and litigation, and select counsel, including the right to compromise
or setde any clatms, actions, suits, demands, or judgments, provided that it shall not compromise
ot settle any such action with an admission of liability or wrongdoing by the indemnified Party
without such Party’s written consent.

E. Represeniation. In the event a claim or action is ot may be asserted, the non-indemoifying Party
shall have the right to'select and obtain representation by separate legal counsel. If the non-
indemnifying Party exei%cises such right, all costs. and expenses incurred by the non-indemnifying
Party for such separate counsel shall be fully borne by the non-indemnifying Party; provided, that
without the Indemnifying Party’s prior written consent, the non-indemnifying Party shall make no
admussion to, or any séttlement or agreement with, any person or party who is in any manner
telated to the lLiabilities |for which indemnification may be sought by an non-indemnifying Party

Indemnitee. '

F. Subject Injury. Subjec!t shall be entitled to financial compensation as well as reimbursement of
reasonable and necessary medical expenses from the CRO in case of Subject mjury or death
duting clinical trial in accordance with Rule 122DAB of Drugs and Cosmetics Rules, 1945 as may

be amended from titme to time.
|

12, INSURANCE I
|
A, Parties represent and warrant that they possess and shall maintain, for the duration of the
Agreement and zhereﬂft?cr, at its own expenses, insurance coverage for their respective services in
the performance of the Study. Each Party shall provide the other Party with proof of insurance
upon request.

|
B. Institution Insurance. Institution and Principal Investigator shall maintain duting the term of

this Agreement, gencml! liability insurance and professtonal lability insurance coverage sufficient
to meet its indemanification cbligations on appropriate conditions and will provide to Sponsor and
CRO thirty (30) days prior written notice. of cancellation of its coverage.

|

} I .. )
This Clause 12 shall survive termination of this Agreement.

|
Confidential ! &% |
| ) -
PI Name: Dv. Dnyanesh N Morkar Page 17 of 31 \ .:‘“f ._ \\
| \\,_ Vi §
| . e A/ ‘T P
' & r VA Kothiwale 28

. Registrar

i i d Research,
demy of Higher Education an
| Kt-DEeégzd-to- ge-Universi’ty ufs 3 of the UGG Act,1956)
Belagavi-590 0’10, Kamataka




13.  TERMAND TERMINATION

A. Term. This Apreement shall begin on the Effective Date and shall remain in firll force and effect
until the completion off the Study and the submission of the Final Report pursuant to Clause 4(F)
{/1), above, unless carlicfr terminated in accordance with this Agrecment.

B. Termination. |

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

b. the authorization and approval to perform the Study in India is withdrawn by
the DCGT and/or other applicable regulatory authority in India;

c. anirhal, human and/or toxicological test results, in the opinion of either
Spo!;lsor or Institution, support termination of the Study; or

d. the jcircumstances require termination of Study in order to protect the safety,
righits, or welfare of Subjects enrolled in the Study. In the alternative, cither
Pacty may immediately dis-enroll any Subject to protect that Subject’s safety,
rights or welfare without terminating this Agreement, but shall promptly give
the other Party written notice of the dis-enrollment,

i, This Agreement may be texminated by either party, upon thirty (30) days prior written
notice, if either of the following conditions occurs: |

a. if ci:ther Party fails to comply with the terms of this Agrecment within thirty
(30): days of receipt of written notice, with opportunity to cure, from the other
Part;}r; or

b. if the Principal Investigator is unwilling ot unable (for whatever reason) to act
as l%n'ncipal Invesngator and no mutually acceptable replacement has been
found in accordance with Clause 4C of this Agreement.,

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

. Upon th:e effective date of termination, there shall be an accounting conducted by
Institution, subject to verification, by Sponsor. Within thirty (30) days after receipt
of adaqufatc documentation therefrom, CRO will make payment to Institution for:
a. all services properly rendered and monies propedy cxpended by the

Institution until the date of termination not yet paid for; and

b. Reasonable nom-cancelable obligations {as evidenced in writing) properly
incurred for the Study by Institution prior o the. effective date of termination.

v, Immediately upcim receipt of 2 notice of termination, the Principal Investigator shall stop
enrolling Subjects into the Srudy and shall cease conducting procedures on Subjects
already enrolled !in the Study as directed by CRO, to the extent medically permissible.

. Immediate Tetmination by the CRO/Sponsor. The CRO/Sponsor may terminate this
“Agreement, in whole or in part, effective immediately, upon written notice to the Principal
Invesrigator; a) if the Sponsor, in its sole discretion, deems that the safety of the Subjects
will be compro:mised by 2 delay in ternunation; or b) for any violation of the Study
Schedule set forth in Clause 2) prior to the shipment of the Study Drug to the Institution,

vi. Effect of Termination In the event this Agreement is expired or terminated prior to
. | - . , . <
complenosn of the Study, for any teason, the Principal Tnvesngator;slan;i]}':t“)wnonly the
. Vi \\
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IRB/IEC that the Study has been terminated; b) cease enrolling Subjects in the Seudy; c}
cease treating Subjects under the Protocol as directed by the CRO to the extent medically
permissible and appropriate, and d) terminate, as soon as practicable, but in no cvent
more than thirty (30) days after the effective date of termination, all other Seudy activities;
provided, however, upon the CRO’s request, the Institution and the Principal Investigator
shall continue to collect data and preparc and complete CRFs for Subjects treated in the
Study prior to terminaton. Within nincty (90) days from the effective date of any such
terminarion, the' Institution and the Principal Investigator shall provide to the Sponsor all
data collected in connection with the Study, including, without limitation, Study reports
and the Final Report described in Clause 4(F), above, and, except as otherwise provided
herein, shall return to the Sponsor any and all matetials and Confidential Informaton
provided by the Sponsor for the conduct of the Study, at the Sponsor’s expense, provided,
however, that the Institution may retain one (1) copy of the Confidenual Information for
record keeping purposes and shall make no further use of, all Sponsor Confidential
Information, and any other records, data, materials and information that are the property
of Sponsor. The CRO shall remain liable for payment for any CRFs submitted prior to the
effective date of termination, or within ninety (90) days thereafter, in compliance with the
terms of this Agreement. Notwithstanding any termination or expiraton of the Study or
this Agreement, Institution shall remain responsible for compliance with zli obligations
under Applicable Laws and other requirements as per this Agreement with regards to
disposition of the Study Materials.

viil. Survival. Termination of this Agreement by either Party shall not affect the rights and
obligations of the Parties accrued prior to termination. All provisions in this Agreement
which, by their nature, extend beyond termination of the Agreement, together with the
provisions of Clauses 4(F), 5, 6, 7, 9, 10, 11,and 12 shall survive any termination of this

Agreement for any reason.

i4. Drug Safcty and Reporting. The recording of adverse events (ALs) is an important aspect of

the Study documentation. It is the Principal Investigator's responsibility to document all AEs
according to the detailed guidelines of the Protocol. The Principal Investigator agrees to answer
any quesuons of Sponsor and/or CRO’s Medical Monitor concerning any ALls. According to the
Protoco!, the Principal Investigator will assess at cach visit whether any adverse event (AE)
including abnormal labratory values has occurred. The details of all AEs, whether reported by
the Subject or observed by the Principal Investigator / Study personnel duting the entire Study,
will be recorded onto the appropriate source document. Each adverse event must be recorded in
the AE section of the case report form (CRF), regardless of the causal relationship.

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

1'(:pUL‘t1ng.
Initial and follow up SAE reports are to be faxed / Mail the Medical Affairs Depastment of CRO
for onward wansmission to SPONSOR PR
/_'-"g"__:. - N,
j{\.’/ L‘ "
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If the event is unexpected and fata) or life threatening and is considered by the Principal

Investigator possibly reliatecl to the Study medicadon, the Drug Safety Department of CRO shall
be informed immcdiﬂtcl:y by telephone and followed immediately by fax/ Mail.
|

CRO undertakes to notify the Principal Investigator and SPONSOR of all serious unexpected
adverse events, which oceur during the course of the Study in any other location and ate reported
in an expedited manneg to health authontes. The Principal Investigator will inform the local
ethics committee of SAks reportable according to its national requitements and timelines, and of
findings rhat could advérsely alfect the Subject’s safety, could have an impact on the conduct of
the Study, or could alter;the TiCs / IRB’s approval to continue the Study.

CRO will be reslnonsiblel to notify on time the health authorities in India.
|
i
i
|

MISCELLANEOUS

Use of Names; Publidity. Except as otherwise required by applicable law, regulation or court

order, no Party to this Agreement will use the name or other identifying marks of any other Party
or its affiliates or izs staflf/ employces, agents in any advertsement or sales promotonal material or
in any publication, press velease, or other public statement without priot written approval of the
other Patty; provided héwever that Sponsor may identify the Institution as a patticipating clinical
site and the Principal Infvcstigator as an investigator in a Srady. The Insttution and the Principal
Investigator shall have tlhc right to acknowledge the Sponsor's support of the research performed
under this Agreement in scientific publications and other scientific communications (any such
publications or comrmunications shall be made in accordance with Section 7 herein). Each of the
Partics hereto shall not :disclosc t0 any third party the terms of this Agreement even existence of
this Agreement without lthe prior written conscnt of the other Party, except to advisors, investors,
and others on a nccd«tc!anknow basis under circomstances and ensure the confidendality thereof,

or o the extent mquitecﬂ by law, reguiation or court order.

Independent Contracrors. The Parties acknowledge that the relationship between the Sponsor,

CRO, Insttuton and Principal Investigator created by this Agteement is that of independent
contractors and shall no:t to be considered as partner, agent, employee, or representative of CRO
os the Sponsor. That rither the Principal Investigator nor Institution or CRO may create or
assume any obligation 01:'1 behalf of the Sponsor.

. Limitation of Lixbility. In no event shall the Pasties be liable to each other for any special,

incidental, or consequenitiai damages arising out of or relating to this Agreement, or the subject
matter hereof, however caused and whether such claim is based in contract, tort (including
neghgence), or othcnvisfe, even if an authorized representative of the Sponsor is advised of the
possibility of such damages.CRO . expressly disclaims any lability in connection with the
[nvestigational Product,, including any liability for any produet claim arising out of a condition

| .
caused by or allegedly caused by the adimunistration of such product.
!
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D. Notices. Any notices required or permitted to be given hereunder shall be in writing, shall be
addressed to the Party to whom such notice is intended as follows, or such other address and/or
number as such Party 'may substiture by written notice hereunder, and shall be effective on

receipl. '

Any notice to S;%onsor shall be addressed as follows:

Address : Mylan Pharmaceutical Private Limited, 7th-12th Floor, Prestige
iPlatina ‘Tech Park, Block 3, Kadubeesanahalli, Outer Ring Road,
Bangalore-560087

Attention 2Dt Sanjeev Hegde

Title . Associate Vice President
Phone 1,191 7349635726
Fax INA

Any notice to Institution shall be addressed as follows:

Address ! KLES Dt Prabhakar Kote Hospital and MRC, Nehru Nagar,
Belagavi 590010

Attention :| Dr M.V, Jali

Title s Head of the Institution

Phone 11+91 9844032499

Fax $ +91 8312470732

|

Any notice to Principal Tovestigator shall be addressed as follows:

Address ' KLES Dr, Prabhakar Kore Hospital and MRC, Nehru Nagar,
!Belagavi. 590010

Attention :: D Dnyanesh N Morkar

Title :! Principal Investigator
Phone ;' +91 9448231298

Fax :1+918312493099

|
Any notice to SMO shall be addressed as follows:

Addtess :! 4/22, Near Apporva Hospital, Jadhavwadi, Kolhapur -416005
Attention :' Mr. Satyajit Patil

Title ! Manager

Phone i +91 9762881140

Fax 'na

Any notice to CRO shall be addressed as follows:
Name of CRO : Ecron Acunova Limited
(Formerly known as Manipal Acunova Limited)

Address ; Mobius Tower, SJR- [ Patk, EPIP, Whiteficld, Bangalore-560066
Attention : Dr. Ayaaz Hussain Khan
Title : Managing Ditector

Phone + 080 6691 5700
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[P

Fax 11 080 6691 5719

E. Assignment. This Agleement shall be binding vpon and inure to the benelit of the Parties

hereto, their respectiver successors, assigns, legal representatives and heirs. The Sponsor may
assign this Agreement to any successor to all or substantially all of the business of the Sponsot, or
in connection with its rinerger, consolidation, change in control or similar transaction. Lixcept as
otherwise set forth above, this Agrecment may not otherwise be assigned by a Party {whether
voluntatily, by opetation of law or otherwise) without the prior written consent of the other

Parties. Any purported assignment of this Agreementin violation of this section shall be void.

F. Modification; Waiver. This Agreement may not be altered, amended or modified in any way

except in writing signed by the CRO, the Instirution and the Principal Investigator. The failute of
a Patty to enforce any provision of the Agreement shall not be construed to be a waiver of the
right of such Party to thereafter enforce the provision or any other provision or right. Parties shall
not, delegate or subcontract its duties under this Agreement without prior weitten consent of the

CRG/Spoasor

G. Entire Agreement. This Agreement and its Exhibits constitute the entire agreement between

the Patties with tespect to the subject matter hereof and supersede all prior discussions,
negotiations, cotnmumnications, understandings, agreements, representations and writings with
respect to all matters covered by the Agreement. In any conflict between the terms of this
Agreement and the documents incorporated herein, the terms of this Agreement shall take

precedence except as otherwise specifically set forth in this Agteement.

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

1. Exccution. The Institution’s IRB/IEC shall be the authosized representative of the Institution to
approve the Protocol and any amendments thereto. This Agreement may be executed in one or
more counterparts, all 'of which together shall constitute one and the same agreement. This

Agreement may be executed by facsimile or other electronic signature.

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

Confidenrtial
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K. Covenant Not to Hire. Sponsor shall not, and shall not permit any of its affiliates to, employ or

offer to employ any Key Fersonnel (as defined in this Section) until one year following
termination or expiration of this Agreement, unless Institution, or Instimtion’s affiliate, as the
case may be, gives Its written consent thereto. “I ey Personnel” shall mean those individuals
employed by Insttution, who perform research related services for Institution or any of its
affiliates, including, but not limited to, persons serving as research coordinators and grant acconat

maragers.

IN WITNESS WHERKEQF, the undersigned have cotered into this Agreement as of the date fust set

forth zbove.

FOR AND ON BEHALF OF INSTITUTE
By

(Signature and Date)

NAME: DR M.V, JALI

FOR AND ONBEHALF OF SMO
By:

(Signamre and Date)

NAME: MR, SATYAJEET PATIL

FO'R AND ON BEHALFE OF

(.1." ORMERLY KINOWIN AS MA_NI.PAL ACU'NOVA LIMITED)

By ;C\/; f\\ 58 ’1/ a?j pee QolF
(Slgnagu'c: and Date)

DYy. NAGESWARI  ¢AanTDLH
NAME:

AND

NSV RYNN N O
By: JQEAH‘L*}U 27 Dec do17

(Signature and Date)

'\'Iﬁ JpcH e Rompas Rolu#
NAME:
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BY EXECUTING THIS DOCUMENT IN THE SPACE PROVIDED BELOW, THE
PRINCIPAL INVESTIGATOR HEREBY ACKNOWLEDGES AND AGREES TO COMPLY
WITH THE TERMS OF THIS AGREEMENT AND THE APPLICABLE PROTOCOL, AS
AMENDED FROM TIME TO TIME

PRINCIPAL INVESTIGATOR

By

(Signawre and Date)

NAME: DR. DNYANESH N MORKAR
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EXHIBIT A: PROTOCOL

As annexure 1
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ExHIBIT B: BUDGETAND PAYMENT SCHEDULE

BUDGET:
Ptincipal Investigator : Dr. Dyanesh N Morkar
Site Address ' ; KLES DR Prabhakar Kore Hospital and MRC, Nehru

Nagar, belagavi-590010

PAYMENT SCHEDULE |
Payment Schedule for the total stady Grant of INR 990520 for 15 patients is as follows:

Overail Per Patient Budget

Reimbursement Amount in Indian Amount in Indian
. tupecs per patient |rupees for  total
patients
[ncludes the following \ 40800 612000

1. Professional fees: PI and site team payment
including  Co-  Investigator  (s),  Site
cootdinator(s), Nurse(s), as applicable

2. Procedural Charges 6400 96000
3. Institudonal Over Head (IOH) chasges 20% on 9440 141600
Procedural Chatges and Professional Charges
4. Patient Travel Reimbutiement 3000 45000
Total Amount (INR) 59640) 894600
Other payments ingludes
Reimbursement Amount in Indian Amount in Indian
rupces per patient rupees for  total
| patients
8240 24720
Screen Falure ' (Considering 3
. subjects)
Study Start-up 40000
Archival Charges 30000
Digifal Hygrothermometer 1206

" '_s:-k""'\ R
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Investigator Site

Budget estimate - TLE 400mg

subject/site

Screerlﬂng Baseline | Week 4 We:'; Week 24 Weck 28

investigator fees 4000 5000 4000 | 4000 4000 5000 26000
Study Coordinator 1500 2000 1500 1500 15G0 2000 10000
Phlebotomist 300 500 500 | 500 500 500 2800
Hosp1t_a|:zat|on for PK 0 4000 0 0 0 0 4000
sampling
p ing-

K sampling 0 1000 0 0 0 0 1000
Professional fees
PK sampling-
Dhiebotomit 0 1000 0 0 0 0 1000

112 lead-ECG 300 0 0 0 0 300 600

PT and INR 250 250 250 | 250 250 250 1500
UPT 100 100 0 0 0 100 300
Total (Visit Wise) 6,450 13,850] 6,250 | 6,250 6,250 8,150 | 47,200
IOH 20% ! 20%
IOH 9440
Patient Travel 500 500 s00| 500 500 500 3000
Reimbursement g
Grand Total/subject 59,640
No of subj '

0 of subjects 15 15 15 15 15 15
planned**
Estimated Amount/ 96,750 2,07,750 | 93,750 | 93,750 | 93,750| 1,22,250 | 7,08,000
Total subjects
{OH 20% ' 1,41,600
Patient Travel 7,500 7,500 | 7,500 7,500 7,500 7,500 45,000
Reimbursement
Grand Total/ Tot .

rand Total/ Total 8,94,600
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Ssummary of Budget/Payments:

Table A:
. Per Patient For 15
Details .
Grant patients
Procedural Charges 6400 96000
Professional Charges 40800 612000
IOH 20% on
Procedural Fharges 9440 141600
and Professional
Charges
Paflent Travel 3000 45000
Reimbursement
Grand Total 59640 894600
Table B: Screening Failure
Details Pe-r Screen F(?r 3
Failure patients
Screening 6450 19350
IOH 20% on Screening 1290 3870
Pati '
a?lent Travel 500 1500
Reimbursement
Total 8240 24720
Table C:
Details Charges
Study startup 40000
Archival Charges 30000
Digital hygrothermometer 1200
Grand Total # of P?r
. Patient
Details Total subjects
grant
990520 15 66035
o TR \\
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The Payee designated above will receive all compensation paid to the Instituton in connection with the
Investigator Agreement, if applicable. Payee will provide all applicable tax identification numbers and,
upon reasonable request, will provide or assist CRO with forms related to applicable taxes.

Payment Schedule for the advance payment is as follows:

1. Non- Refundable Study startup cost INR. 40,000/~ will be paid after SIV

2. CRO will pay only INR. 8240/- amount for screen failure patients as per Exhibit A of this
agreement with the maximum ratio of 5:1 i.e. maximum ope screen failure per five randomized
patents. Any Study subject who has been enrolled in the Study but does not meet eligibility
requirements {as set forth in the Protocol) may be withdrawn from study without any payments.
CRO reserves the right to withhold payment for any Study subject: () for whom a signed
mnformed consent form has not been obtained prior to enrollment, (i) for whom reasonably
complete Case Report Forms have not been obrained, or (iil) for whom the Protocol has not been
followed, absent reasonable explanation from Institution and/or Principal Investigator for the
Protocol deviation(s).

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

4. A Non- refundable amount of INR 30,000/- will be paid to the site as Archival fees after Site
Close-out Visit. The duration of archival will be for 3 years after site close out visit. After
completion of 3 years of archival, the P1 is responsible to consult Mylan for further instructions to
uansfer the study documents from site o the Archival facility as per Mylan confirmation. Ecron
will be responsible for arranging the pickup and ensurc the delivery of these documents from Site
to the Archival facility.

5. Discontinued or Early Terminatton Patients: Discontinued or early termination patient will be
reimbursed based on the number of confirmed completed visits and the eCRF completion.

6. Reimbursement of Clinical Trial Subjects: Clinical Trial Subjects are reimbursed for their travelling
to site either according to pertinent receipts or by paying them an expense flat chatge of INR
500/- (in words: Five hundred only)

Payment Adjustments

If Institution’s/Principal Investigator’s participation is terminated because no Study subjects have been
enrolled, Institution/Principal Investigator will not be enttled to reimbutsement or payment for any
administrative cosis that were incurred prior to such termination, except to the extent such costs are set
forth expressly in this Investigator Agreement.

If, upon rermination of this Investigaror Agreement, CRO, on behalf of Sponsor, has prepaid funds that
Institution,/Principal [avestigator has not earned in accordance with Exhibit A, Insdtudon/Principal
Investigator {or its designated payee} will return to CRO all such prepaid funds within thirty (30) days
after the effecave date of terminauon. Prepaid funds owed to CRO, if any, will be retumed pursuant to

instructions provided by the CRO accountant assigned to administer payments to the Payee.
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In the event this Exhibit A sets forth a maximum number of subjects that may be enrolled by Institution
in the Study or a maximum payment amount to Payee pursuant to the Study, Sponsor at its discretion

tnay authorize increases in Study subjects and/or payments.

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

the Protocol amendment.

During the course of the Study, Institution will have forty five (45) days after the receipt of final payment

to dispute any reasonable payment discrepancies.

Invoices:

Invoices shall include the heading “study code (EA-CT-17-004) or Protocol 1D (MYL -TLE 400 -40013”.
They shall be sent from site to CRO on a regular basis and shall be addressed to

Send 1nvoices to:

Contact Person: <<Name of the Study Project Manager>>
Address : Ecron Acunova Limited, Mobius Towers, SJR i-Park, EPIP, Whitefield,
Bangalore - 560 066. India

Failute to include Protocol number and Principal Investigator’s name on all invoices may result in delayed
payment.
Payments under this Agreement shall be made upon receipt of an appropriate invoice.

Final Pavment

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

resolved satisfactorily.
Budget notes, payment schedule, conditions of payment and payment directions

1. All amounts above are in Indian Rupee (INR).

2. Lab Investigatons: The study requires lab examination at screening, baseline, week 4, week 12, week
24 and end of study. The local lab invesngaton charges if any will be reimbursed on actual, as per
invoices.

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

4. Please note that approx. 50 % of the total amount of the last invoice will be considered as retention
amount and will be paid at the end of study/ study close out; once all the study related procedure and
documentation would be over.

5. All payments are subject to withholding tax under all applicable laws including Income Tax Act,
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6. Payee repiesents that the services it provides under this Agreemeat are taxable service under the laws
governing in India, and thart it s required to charge taxes as per the applicable laws, as may be
amended from time to time depending on the change in tax regulations.

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

8. Reimbursement of Meetings: The Sponsor shall reimburse the Investigator upon prior written
approval for reasonable expenses on travelling and lodging which occusred through his/her

participation in meetings on request of the Sponsor.

/“{{
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Dr. V.A Kothiwale S
Registrar Tt T
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CLINICAL TRIAL AGREEMENT svamp puty KARNATAKA

PROTOCOI.: .

Multicenter, Open-Label, Randomized, Prospective Phase IV, Interventional, Non-Inferiority Study with
Blinded Assessment, to Evaluate the Efficacy and Safety of Fixed Dose Combination (FDC) of
Tenofovir/Lamivudine/Low dose Efavirenz (300/300/400mg) Vs FDC of
Tenofovir/Lamivudine/Efavirenz (300/300/600mg) in Adult Indian Patients who have HIV-1

Infection

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

ECRON ACUNOVA LIMITED (FORMERLY KIWOWN AS MANIPAL ACUNOVA
LIMITED), a company incotporated under the Companies Act, 1956 having its Registered Office at
Mobius Towers, SJR i-Park, FEPIP, Whitefield, Bangalore — 560 060, India (hereinafter referred to as
“CRO” which expression, unless repugnant to the context or meaning thereof shall mean and include its

affiliates, employees, assignees, subsidiaries, nominees, agents and successors-in-interest)

: AND
Dr. Dnyanesh N Morkar, the Principal Investigator presently employed at KLEs Dz Prabhakar
Kore Hospital and MRC (hereinafter referred to as the "Principal Investigator" which expression,
unless repugnant to the subject or context therein, shall mean and include his legal heirs, administrators,

executors and assigns)

AND

KI.Es Dr Prabhakar Kore Hoépita[ and MRC situated at Nehru Nagar, Belagavi -
590010¢hereinafter referred to as the “Institution” which expression, unless repugnant to the subject os
context therein, shall mean and include its authorized representative(s), administrators, executors, assigns
& successors-in-interest)

! AND

Genesis Research situated at 4/22, Near Apporva Hospital, jadhavwadi, Kolhapur -416005
(hereinafter referred to as the “SMO” which expression, unless repugnant to the subject or context
therein, shall mean and include its authorized representative(s), administrators, executors, assigns &

successors-in-interest)
|

|
CRO, Principal Investigator, Institute and SMO are referred to herein individually as 2 “Party” and
collectively as “Parties”.

IS
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Wheteas, Mylan Pharmacenticals Private Limited (MPPL) (hereinafter relerred to as the
“Sponsor”) through its represéntative CRO desires the Institution to study Tenofovir/Lamivudine /T.ow
doge Blaviveny (300/300/#0mg) Vs FIXC of Tenofovie/Lamivudine/ Fifavireny (300/300/600me) and
the Institution is willing to petform a clinical study of the Study Drug (defined herein below); and

|
WHEREAS, the Study (defined below) is of mutal interest and benefit to the Sponsor, CRO, Institution

and Principal [nvestigator and 'will further the investigational and research objectives of the Institution

and Principal Investigator;
WHEREAS, the Principal Investigator and the lnstitution have the qualified personnel and the facilities
equipped according to Good Chinical Practices (GCP) to undertake the Study with the responsibility for

the proper conduct of the Study (defined herein below);

NoOw, THEREFORE, in consideration of the promises and mutual covenants herein contained, the Parties
I

agree as follows:

1, THE STUDY AND THE PROTOCOL

The study of Tenofovir/Lamivadine/ Low dose_Lifavirenz (300/300/400mg)_ (the “Study Drug™) shall
be conducted, under the dircctj%m of the Principal Investigator, in the treatment of patients (“Subjects”)
in accordance with this Agreement and the protocol identified as Protocol ID No MYL -TLE 400 -
4001and entitled “Multicenter,, Open-Label, Randomuized, Prospective Phase IV, Interventional, Non-
Inferiority Study with Blinded Assessment, to Evaluate the Efficacy and Safety of Fixed Dose
Combimation (FDC) of Teno:fovir/Latmvudine/Low dose Efavirenz (300/300/400mg) Vs FDC of
Tenofovie/Lamivudine /Efavirenz (300/300/600mg) in Adult Indiar. Padents who have HIV-1Infection”
a copy of which is attached hereto as Exhibit A (the “Protocol”), including any subsequent duly

authorized amendments, and which is hereby incotporated by reference (the “Study™). The Study will be
monitored by the CRO as per the Protocol.
|

A, The Principal Investigator represents and warrants that he is qualified by education, training and
experience to assume tesponsibility for the proper conduct of the Study. The Principal
Investigator will provide 2 copy of the curriculum vitae and othet relevant documents requested
by the Sponsor, the 'Ethics Committce, CRO and the Regulatory Authorities. Principal
Investigator clearly understands that time is of the essence of this Agreement and will ensute that
other resource demands of the Study will be fulfilled throughout the duration of the Study. The
Principal Investigator should also ensure that he does not have any conflict with any other studies
and shall not divert Subjects or facilittes away from the Study. Principal Investgator confirms that
he/she has the neces_sz}ry experience, capability and resources, including, but not limited to,
sufficient personnel and equipment to perform the Study in a professional and competent
manner, and in strict adherence to the Protocol. The Principal Investigator shall be responsible
for performing the Study in strict compliance with the specifications and timelines provided by

CRO.
| '/,;»*';’ ' j;}
s /'r'- . g \\ §
Confidential . i\ Lo ) ”
L 'L" Ta
PI Name: Dr. Dnyanesh N Morkar Page 2 of 3] N e
e o

! Dr. thiwale
eaistrar 30 3
KLE Academy of Higher Educaion and Research,
{Deemed-lo-be-University w's 3 of the UGC Act, 1958)
Belagavi-590 010, Karnataka



P

B. The Institution represents and watrants that it has the necessary infrastructure, expericnce and
expertise to conduct the Study in accordance with the terms of this Agreement and that the
Institution will use alt commercially reasonable best efforts to perform efficiently the Study
services hereunder. The Study will be conducted at Instiration and will be supervised by the
Principal lnvestigator, whetein Principal Investigator shall control any person performing any
portion of rhe Study ar the Institution and Principal Tnvestigator. Instimtion and Principal
Investigator will carry out certain Study-related laboratory services and investigations as may be
required for the Study! In any event, if the Principal Investigator is unable to perform the
obligations of Study or:suspends or abandaons or is unwilling to contnue with the Stdy, CRO
and Institution shall artémpt to agree on a mutually agreeable replacement. In the event a mutually
acceptable replacement is not avzilable, in such case, the Study may be terminated at the option of
the CRO for andon beh'alf of the Sponsor or by the Sponsor.

C. Conditions precedenti The Principal Investigator shall be thoroughly familiar with the safety,
efficacy and appropriate use of the Study Drug as described in the Protocol, the Reference-listed
Product with full prcsclribing information, and other information sources relevant to the Study
and as may be providcci by the Sponsor from time to tine. The Study shall take place at the Site
under the supervision and direction of the Principal lovestigator, who will be the Principal
Investigator for the Study.

D. The Insttution’s obligation to conduct the Study Is expressly conditioned upon the approval of
the Protocol by an 1EC/IRB that complies with the requirements of Drug Controller General of
India and Schedule Y and applicable regulatory tequirements. CRO, Sponsor, Principal
Investigator and Institution shall cooperate in prepating and filing the Protocol, Informed
Cansent Form and other information with the reviewing IEC (Institutional Ethics Committee) or
IRB (Institutional Revicrv Board)

2. THE STUDY SCHEDULE

A, Study Initiation, All contractual and regulatory documentation must be received by Sponsor and
CRO before the initiation of the Study. The Principal [nvestigator shall mitiate the Study at the
earliest time after receiving the applicable regulatory / IEC / IRB approvals.

B. Enrollment. Principal Investigator shall be responsible for recruiting eligible Subjects to the
Study. Principal Investigator shall use the best efforts to recruit the Subjects and ensure unbiased
selection of suitable Subjects in accordance with the tecms of Protocol. Principal Investigator will
enroll minimum 10-12 Subjects (as pet the randomization schedule) and not more than 40-50
Subjects (as per the randomization schedule) (the “Site Maximum™) for the duration of
enrollment. 'The Principal Investigator shall commence enrollment of the Subjects once all the
contracfual and regulatory obligations have been mer. Encollment of, and payment for, each
Subject over the Site Maximum shall tequite prior written consent of the CRO. Notwithstanding
the foregoing, the Institution immediately shall cease enroliing the Snubjects upon receipt of notice
from the CRO, or the SPonsor’s designee, that, in the sole determination of the CRO:

. the Complete Stady enroliment has been achieved; or T
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7. the CRO and Sponsor have piaced the Study on hold, for any reason; or
i, the Stedy has been placed on hold by the DCGI or applicable regulatory agency for any
reason.
Notwithstanding anyt}ﬁ%ng contained herein, Instination and Principal Investigator shall adhere to
the stuict principles of confidentiality under Applicable Laws and Requirements and protect such
personal data of Subjec%’s including privacy laws as may be applicable theteon.

C. Stdy Documecatation. Case Report Forms (“CRFs”) must be satisfactorly completed

maximum within three'to five (3 1o 5} working days of each Subject visit. If any tests are to be
performed after the Subject visit, CRF shall be completed maximum within three to five (3 to 5)
working days of receipt of test results for each Subject, provided, however, that with respect to
the last Subject enrolled at the Site, CRF for such Subject must be completed within thtee to five
(3 to 5) working days of such Subject’s last visit to the Site. The Principal Investigator shall
ensure the accuracy, co?npletencss, legibility and timeliness of the data reported to the CRO and
Sponsor in the CRFs and in all required reports. Safety data (Serious Adverse Event Report
Forms) will be faxed /' mailed to Sponsor and CRQ within twenty four (24) hours of (i) the
Subjects visit and (if) receipt of the test results at, or from which, such event was reported, noted
or recognized. There will be no paper Data Clarification Forms Queries (“DCFs”). Site staff will
have to enter the eCRF and resolve the same within three (3) working days of its receipt. Only
in case of urgent requirement of safety data, safety vendor may contact the site to request the
safety data which should be contacted as early as possible.

D. Subject Samples. A]llbiological samples collected from the Subjects shall be prepared and

shipped in accordance with approptiate reference of the Protocol / Study requirements / Study
manuals and applicable %aw.

Study Completion. The Institution shall complete the enrollment of all the Subjects within the
specified timelne given' or informed by the Sponsor/ CRO. The Insttution shall fnput all final
CRF data and complete the final CRFs not later than five days after the last Subject visit. In any
event, [nstitution and Principal Investigator shall not publish or present interim or preliminary
tesults of the Study at agy time without the prior written approval of CRO and Sponsor.

I

3 PAYMENT '

A. Budget and Payment Schedule: In consideration of the Services performed, CRO shall
retmburse the Institution all undisputed direct and indirect costs reasonably incusred by the

Institution in accordance with the Budget and Payment Schedule, attached heteto as Exhibit B
and incorporated herein by reference (the “Budget and Payment Schedule™). Payment shall be
made by cheque. Payment shall be made within thirty (30) days after CRO has received invoice
from the Principal Invebtigator. In addition, CRO shall reimburse directly the IEC / IRB for all
costs associated with the Study. Notwithstanding the Payment Schedule mentioned i Exhibit B,
the payment made by C,RO shall be deemed to be as full and final payment payable by CRO as
consileration for the séevices provided by Sie including Principal Invesugatcu ivlautumon and
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B. Payment of Cosws outside Budper and Payment Schedule, Payment for any costs not

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

. Payment Teems. CRO shall have no obligation to make payments for zny subject who is not

qualified to participate in the Protocol based on the inclusion and exclusion criteria described in
the Protocol. Queties pertaining to a subject’s eligibility shall be addressed to and resolved by the
CRO and Sponsor’s clipical and//or medical monitor identified in the Protocol prior to entry of
any such subject info the study.

'The foregoing notwithstanding:

Upon submission of. such documentation as may be requested, to the extent not already paid
by CRO, CRO will pay the actual cost of completed visits in accordance with the Budget and
Payment Schedule fér the Subjects who are dropped from the Study or withdraw from the
Study; provided, however, such costs were incurred at a time when, in the good faith judgment,
of CRO, none of the Instirution, its employees or agents, or the Principal Investigator knew or
could have reasonably determined that such Subject was not or would not be an Eligible and
Ewvaluable Subject. ‘?Eligible and Evaluable Subjects” are defined as Subjects who have
satisfied all the Protocol requirements, incloding compliance with dosing regimen and visit
schedule, and are eligible to be included in the statistical analysis for the Study; and Institution
and Principal [nvestigator agree that all payments made under this Section are made solely for
the performance of actvities relating to the Stady and for no other purpose.

D, Payment Recipient and Mailing Address. All cheques shail be made payable to the entity /

person mentioned in thé Clause 3A.
The mailing add}‘ess for checks shall be:

The futrther details for the payments should be provided as
Cheque,in the favor of: Genesis Research
PAN Number: CQJPP0528D

Name of Bank: State Bank of India

Branch: Market Yard, Kolhapur

Account No: 36599680134

Branch Code; 001887

I¥S CODE : SBINOGOLB8Y

A -l o o e

E. Reimbursement. Upon completion of the Study or earlier termination of this Agreement as

provided herein, the Institution shall reimburse the CRO for any amouats that were paid by the
CRO to the Instituton which exceed the amounts to which the Principal Investigator was entitled
for completed Subject visits under the Budget and Payment Schedhile of this Agreement.
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F. Paymenws for Screen Failure: CRO shall pay only per Subject charges for screen failare. The

maximum ratio for scréen failure Subjects shall be 5:1 Le. maximum one screen failure per five

randomized Subjects, |

G. Payment for Siudy Coordinator: PI will make sure payment to study cootrdinator / involved

study team to ensure that the Quality and deliverables of the Project are not affected at any phase
of the study.

H. All payments payabie by CRO are subject to deduction of taxes at source ('TDS’) as per applicable
law unless relevant exemption certificate is produced by the Site. Goods and Service Tax (GST)
will be paid, if applicable, on generation of valid tax invoice showing the amount of GST to be
charged before any payment is made under this Agreement

The parlies acknowledge that the designated Payee is authorized to receive all the payments for
the services performed under this Agreement. Investigator acknowledges that if Investigator is

not the Payee, CRO will not pay Investigator. even if the Payee fails to reimburse Investigator.

4, OBLIGATIONS OF THE INSTITUTION AND THE PRINCIPAL INVESTIGATOR

A. 1EC/IRB Approval. The Principal Investigator shall be responsible, with the cooperation of the
Institution and CRO/Sponsor, for obtaining approval from the IEC / IRB of the Protocol and

the Subject’s Informed Consent Form. The Principal Investigator shzll provide the CRO o
Sponsor’s designee with writren confirmation of the 1EC / IRB’s approval prior to the weatment
of Subjects. If the IE:.C/IRB withdraws approval of the Study, at any time, the Principal
Investigator shall be immediately notified by the Spomsor or CRO, providing a written
explanation of the circumstances leading to such withdiawal of approval, and the Principal
Investigator shall cease the treatment of all Subjects under the Study.

B. Performance of the Study. The Principal Investgator shall conduct the Study solely at the

Institation. Principal Investgator will personally conduct or supervise the investigation of the
Study. Principal Investigator will ensure that 2l persons assisting in the performance of the Study
are informed of their oBligations with regard to the Study. Principal Investigator agtees to repoxt
promptly, in wiiting, any non-compliance of the Protocol. The Principal Investigator shall
exercise due cate in the conduct of the Study, and represent and warrant thar it will be conducted
in accordance with (1) generally accepted standards of good clinical and rescarch practice
(including, without limitation, the guidelines set forth by the International Conference on
Harmonization, if applicable); (i) this Agreement; (iii) the Protocol; (iv) written instuctions
provided by the Sponsdr or Sponsor’s designee; and (v) all applicable local, state and federal laws,
regulations, and policies gove“rning the performance of clinical investigations, including, but not
limited to local regulatory requirements. In the event of a conflict between any requirements in (i)
through (v} above, the Principal Investigator shall comply with the most stringent requirement.
The Principal Investigator shall make no changes to the Protocol, except as agreed to and
approved in wiiting by the Sponsor and, whete required, the IEC/IRB. Neither the Institution
not the Principal Investgator shall subcontract any of irs obligations or any porgon of this
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Agreement to any other individual or entity without the prior written consent of the CRO. The
Principal Investigator shall be résponsible for responding promptly, in writing, to all issues and
|

questions raised by regulatory agencies relating to the performance of the Study

|
C. Patient consent and entry into Trial. As well as complying with the requirements of the

Declaration of Helsinki, the principles of Good Clinical Practice [and other legislation appropriate
to clinical trials, medical treatment, and the processing of pessonal and medical data], the
Investgator shall, befose entering a patient into the Triak
i exercise independent medical judgement as to the compatibility of each prospective
Patient with the requirements of the Protocol;
if. advise the CRQ) of ali instances in which, in the Investigator’s judgement, there is any
question as to any prospective Patient’s suitability for participation in the Trial, and abide
by the Sponsor’s decision as to whether or not to enrol that Patient;

ifii.  ensure that, before their participation in the Ttial, the Patients are duly informed about all
aspects of the Ttial that are relevant to them, including:

v, the purpose, duration, nature, significance, implications, and risks of the Trial; and

v. the processing, auditing, and monitoring of data {including personal dats) under this
Agreement.

vi.  ensute that, before his or her participation in the Trial, each Patient has given his or her

Informed Consent on the basis of the information described in Clause 2.5{c) by signing 2
consent form in accordance with the Protocol;

vil.  acknowledge that the use of the consent fotm does not release the Investigator from his
or her legal and contractual obligations relating to Informed Consent, and that it remains
the Investigatot’s responsibility to ensure that those obligations are complied with;

viii. comply with the procedutes described in the Protocol in relation to that Patient; and

ix. provide details of the proposed Patient to the CRO.

D. Key Persgunel. The Parties acknowledge that the participation of the Principal Investigator s
essential to the successful performance and completion of the Study. If, for any reason, the
Principal Investigator withdraws from the Study, becomes unavailable, or is otherwise unable to
complete his responsibilities under this Agreement, the Principal Investigator shall iramediately
notify the CRO and/or Sponsor’s designee and the CRO and/or Sponsor’s designee shall
endeavor to agree upor{ a successot. Absent prompt agreement upon a successor, the CRO may
terminate this Agrecmmllt as set forth in Clause 12(B) below.

E. Spousor Visits. The Sponsor’s representatives may conduct periodic visits, at mutually acceptable
times during normal business hours, to: (i) inspect and examine the Iastitution’s facilities at which
the Study s being conducted or was conducted; (i) review the progress of the Study (including
without limitation all sturce documents and data, and correspondence involving the JEC/IRB
and applicable regulatory agencies); (iil) inspect and copy, at Sponsor’s expense, any or all written
and electronic data and work product relating to the Study; and (iv) collect financial billing and
economic outcomes (including expensce reports) provided that collection of such informaton is
clearly described in the Informed Consent Form and appropriately anthorized by the Subject and

e
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the IEC/IRB. The Printipal Investigator and the Institution shall cooperate with the Sponsor and
use reasonable efforts to prompdy provide all of thé information requested by the Spansor.

The Institution and the Principal Investigator shall also cooperate with the Sponsor and with any
regulatory agencies in the event of announced or unannounced monitoring, audit or mspection by
such regulatory agencies. The Institution and the Principal Investigator shall notify the Sponsor by
telephone of the intended or possible inspection within twenty four (24) hours of becoming
aware of it; in addition, notice of the intended or possible inspection shall be sent to Sponsor
within forty eight (48) hours of the relephonic notification. If a written response is required, the
Institution and Principal Investigator shall permit representitives of the Sponsor to review and
comment on such response prior to its being sent to the regulatory agencies. The Institution and
Principal Investigator shall provide Sponsor with a copy of any report received in connection
with, or as a result of such inspecton within three (3) days of its receipt.

m
1

upplies,

a. The Sponsor’s designee shall sopply to the Principal Investigator, at no charge, sufficient
quantity of the Studiy Drug to conduct the Suidy, as well as the materials, equipment and
information which the Protocol specifies. The Principal Investigator acknowledges that the
Study Drug is experimental in nature, and therefore shall use prudence and reasonable care in
the use, handling, storage, transpogtation, disposition and containment of the Study Drug and
any of its derivatives, Within thirty (30) days following the completion or termination of the
Study, all unused Study Drugs, devices and other materials that were furnished to the
Institution by or on behalf of Sponsor shall, at Sponsor’s expense, be returned to Sponser, or
if Sponsor so directs, destroyed in accordance with Instructions provided by the Sponsor. The
Sponsor shall solely own all rights, title and intercst in the Study Drug, including any materials
derived therefrom and all intellectuzl property rights therein. The transfer of physical
possession of the Study Drug hereunder, and/or the possession or use of the Study Drug by
the Principal Investigator, shall neither constitute fox be construed as a sale, lease, or offer to
sell or lease the Stu(iy Drug or other transfer of tite in or to the Study Drug. Further, the
Principal Investigator shall use the Study Drug solely for the conduct of the Study and in
accordance with the Protocol unless they obtain the prior written authotization of the Sponsor.

b. Any instruments, materials or other equipment supplied/provided by the CRO to the Principal
Investigator shall be used solely for the purpose of conducting the Study and as per the
Protocol/ Study requirements/ Study manuals under the Agreement. Also, any damage caused
to the equipment supplied/provided by the CRO under the said Agreement or any tepaiting
cost incurred in order to maintain the. said equipment or repair the damage done while
conductng the Stud}; shall be borne solely by the Principal Investigator and no liability of the
same shall be placed upon the CRO,

G. Study Records, Reports, and Duda,
| -y * * . . Kl
L Sty Reverele,. The Principal Investigator and the Insttution shall, in a timely manner,
prepare and maintain complete and accurate Study records as set forth in the Protocol and

as may otherwise be required by applicable law, rule, regulation and good_clinicyl practice
| = < + B
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{(“Study Recortjis”). The Principal Investigator shall make all Study Records, including,
without limirﬂsiclm, source documents, signed Tiformed Consents, laboratory daa, Drug
inventory records, available to representatives of the Sponsor at the Sponsor’s request.
Except as otherwise expressly provided for in the Protocol or elsewhere herein, all Study
Records shall bé retained by the Principal Investigator for a period of seven (7) yeats after
the approval of the Study Drug for matketing or the formal discontihuation of the clinical
development of the Study Drug or as per instruction given by CRO/ Sponsor for the
same. Thereafter, prior o the disposal of the Study Records, Principal Investigator (as
applicable) shall give the Sponsor oot less than sixty (60) days prior express written
notice thereof, and if the Sponsor requests in writing, the Principal Investigator shall
transfer the Study Records to the Sponsor at Sponsor’s expense. Study Records shall in no

event be destroyed without Sponsor’s prior written permission.

All the source documents pertaining to clinical conduct of the Study shall be treated as
confidential. All'the Study Records shall be the sole and exclusive property of the Sponsor
excluding the séurce data. In no event, shall Institute and Principal Tnvestigator remove
any Study Records or destroy any Study Records without the prior written consent of
CRO and Sponsor.

. Catie_Ryport Durpes, The Principal Investigator shall complete full clinical evaluations and

original CRFs ont cach Subject in accordance with the Protocol. The Principal invescigator
shall ensure the'accuracy, completeness, legibility and timeliness of the data reported to
the Sponsor in the CRFs and in all required reports. [n addition, the Prineipal Investigator
shall deliver to the Sponsor or Sponsor’s designee each completed CRF from monitoring
visits as provided for in Clause 2(C) of this Agreement.

|

the Study to the [EC / IRB annually, or more frequently, if requested by the TEC/TRB.
!

i, chaiaet! Repangr The Principal Investigator shall submit written summaries of the status of

summary of the Study's outcome (“Final Report”) to the IEC/IRB. In addition, any
Serious Adverse Events will be reported to the IEC/IRB.

n, Fiizaf Repartr, Uﬁ:on completion of the Study, the Principal Investigator will provide a

|
v, In case the Principal Investigator is no longer associated with the Institute, Institute Head
or authorized designee will be responsible for maintenance and retention of Study
Records.Sponsor and CRO will help to find vendor for archival of study records.

H. Reporting of Serious Adverse Event,

@ In case of an injury bccurring to the subject during the clinical trial, free medical management
shall be given as long as required o till such time it is established that the injury is not related

to the clinical trial, whichever is eatlier.
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o In the event of a trial related injury ot death, CRO (as a representative of the sponsor) on
behalf of Sponsor shall provide financial compensdtion for the injury or death.

o Neither CRO not Sponsor will be responsible for, and Site agrees, to the extent allowed by
law, to indemnify and hold them harmless from, any loss, damage, Nability, claim, cost
(including reasonable attorney fees) or demand arising from any injutics or damages resulting
from negligence, failure to adhere to the Protocol, failure to comply with Applicable Laws,
fathure to obtain informed consent, unauthorized warranties made by, breach of this
Agreement or willful misconduct or omission of Site or any Site Personnel in performing their
obligations under this Agreement.

e Sponsot will promptly inform Site, Site’s [nstitutional Review Board/EC, and CRO, of any
finding that could affect the safety of subjects or their wiilingness to continue participation iix
the Study, influence the conduct of the Study, or alter Site’s IRB/EC approval to continue the
Study. Site shall promptly, in accordance with Applicable Laws, advise Sponsor and CRO of
any Adverse Event occurfing during the conduct of the Study that it becomes aware of. In
the event of the occurrence of any serious Adverse Event, Site shall notify CRO and Sponsor
or its designee by fax and/or other electronic means within twenty-four (24) hours of the
occurrence. ,

|

¢ The recording of Adverse Events is an important aspect of study documentation. It is the
Investigator's responsibility to document all Adverse Fvents according to the detailed
guidelines of the Protocol — The Investigator agrees to answer any questions of
Sponsor/CRQ’s medical monitor concerning any Adverse Events.

e The Investigator must immediately report all Serious Advetse Events (“SAE”) (as defined in
the Protocol) (Witl’lj_ffl 24 houts of occurrence of SAE) to the DCG (1), Sponsor and Ethics
Commitree which occur since informed consent is signed, during the course of the Study and
up to the date of the subject’s last visit.

o The Investigator shall forward a due analysis report to DCG (I}, Ethics Committee and Head
of the Institute within fourteen (i4) days of occurrence of SAE including all initial

information and follow-up information until stabilization,/ resolution of the SAE.

5. CONFIDENTIALITY

A. Confidential Information. The term “Confidential Information” shall mean any and all
information, data or know-how, trade secrets whether written or oral, technical or non-technical,
as well as tangible materials including without limitation (i) financial, accounting; and business
information, (1) information relating to samples, compounds, procedures, Protocol, the Study
Drug and all repotts, d:ocuments, data and other information generated in connection with the
Study or other information which the Institution, SMO or the Principal Tnvestigator receives,
directly or indirecdy, from Sponsor and/or CRO and (iil) any other data or information that is
genezated by the Institution, SMO or the Piincipal Investigator as required by the Protocol
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and/or this Agreement, including Case Report Forns, laboratory data and Study results, but not
including the medical, records of the Institution. Subject to the provisions of Clause 5{A)()
through S5(A)(#), the Parties shall not disclose Confidential Information without piior written
authorization from the Disclosing Paity for any purpose other than those specified in this
Agleement The. obhgatnons of non-disclosure shall not apply to the following:

i Confidential Informaton that is already in the public domain at tme of disclosure or
becomes publicly available through no fault of the Recetving Party;

ii. Confidential Information that is already known to or independently developed by the
Receiving Party as shown by its prior written records, provided that Receiving Pasty
informs the Disclosing Party prompdy vpon the Receiving Paity’s discovery that the
Confidential Information is already independently known to the Receiving Party;

iii. Confidential Information that lawfully and in good faith received from a third party who
did not derive it, directly ot indirectly, from the Disclosing Party; and

i, Confidential Information required to be disclosed to a governmental or regulatory agency
to the extent neé:cssary for the required disclosure.

Disclosing Party: The term “Disclosing Party” shall mean the Party disclosing Confidential
Information to other Party.

Receiving Party: The term “Receiving Party” shall mean the Party receiving Confidential
Information from the other Party.

All Confidential information shared hereunder for purpose of completion of Stady and who ate
legally bound by confidentiality and non-use obligations, no less restrictive than those contained
in this Agreetnent and any other confidentiality agreement executed, In addition, Institution,
Principal Investigator and Site shall not use any Confidential Information for any purpose other
than the conduct of the Study and shall ensure that the co-investigator who has access to
Confidential Information is informed of its confidential nature and agrees to comply with the
obligations of confidentiality and non-use, as set out in this Agreement and any other
confidentiality agreement executed.

In additon to any other riphts and obligations contained herein or elsewhere in the Agreement,
Sponsor, or CRO on Sponsor’s behalf, shall be entitled to seek an injunction from a court of
competent jurisdiction for the purpose of preventing any existing or anticipated breach of the
tetms of confidentiality nnder this Agreement.

B. Notwithstanding anything to the contraty in this Agreement, nothing herein shall (i) prevent the
Institution, Principal Irllvestigator ot SMO from disclosing to the DCGI or any other appropriate
regulatory agency Confidentia]l Information {including Study results) that indicates that the
administration or use of the Study Drug or device is associated with a serious risk of harm to the
Subjects, provided that Institution,Peincipal Investigator or SMOfurnish at least fourteen (14)
days advance written notice to the Sponsor and Sponsor fails during such time to either make the
disclosure requested b)'( Institution, Piincipal [nvestigator or SMO or to adequately demonstrate

to the Institution, Principal Investigator or SMOthac it has complied with all apphmblc, diselosure
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requirements, o (i) prevent Instituton, SMO and/or Principal Tnvestigator from infosming the
Subjects or potential Siljbjects of 2ny adverse experiences or risks associated with the Study Drug

or device, |

C. Non-Disclosure and 1‘;6011-Usc. Except as otherwise expressly provided herein, for the term of
this Agreement, and far a period of ten (10) years thereafter, the Parties shall not disclose to any
thivd party Confidential Information and shall not use for any purpose other than as expressly
provided for herein an:y such Confidential Information, without the express written consent of
the Disclosing Party. (Without liniting the foregoing, the Parties shall disclose Confidential
Information only to t:hose employees of the respective Party who require such Confidential
Information for the purposes of this Agreement and who are bound by an obligatdon of
confidentiality and noni—use 00 less stringent than set forth herein. Upon disclosing Confidentizl
Information to any employee, the employing Party shall advise them of the confidential narare of
the information, and shall require them to take all necessary and reasonable precautions to
prevent the unauthorzed disclosute thereof. In the cvent that the Parties ase required to disclose
Confidential Informati%)n pursuant to an order or requirement of a court, administrative agency,
or other governmentai body, the Parties, as the case may be, may disclose the Confidential
Information provided that the Receiving Party provides the Disclosing Party with reasonable
advance notice thereof to enable the Disclosing Patty to seek an appropriate protective order ot
to prevent the disclosure. In such a situation, the Receiving Party shall provide reasonable

assistance to the other Paxty to obtain a protective order or to prevent disclosure.

D. Medical_Confideariality. Notwithstanding any of the foregoing, Sponsor and CRO shall

maintain the confidentiality of all medical recotds, case history, test reports, fitness data and
charts to which it may have access to in accordance with all applicable federal, state and local
confidentality laws angd tegulations and its corresponding regulations issued under DCGI or
other applicable reguldtions. Sponsor shall not use, disclose, maintain, store, or transmit any
individually identifiable Subject information except as permitted by such laws.

|

E. The PI and Institution l!wreby acknowledge and agree that in accordance with the applicable laws
and codes, and in part:icula'; with any uansparency obligations contained therein, certain value
transfers between phar!maceutical compatities and healthcare professionals and/or healthcare or
academic institutions ot hospitals, are subject to mandatory publication. The Parties acknowledge
that, in accordance with said obligations the Sponsor is responsible for the publication of the
relevant information in the appropriate format and within the applicable dmeframe. Such
information shall at least include the amount, purpose and recipient of the value transfers. The
PI and Institution hereby explicitly agree with such publication by Sponsor, ptovided the
publicaton is in accordance and strictly limited o the requirements of the said laws and codes,
and does not go bej,ronld the requirements of the applicable privacy laws.

6. Protecdon. Without litniting the foregoing, the Parties shall maintain reasonable procedures to
prevent accidental or other loss of any Confidential Information of the Disclosing Party, and shall
use at least the same 'procedures and degree of care which each uses to protect its own

sclosure

. . . . . ——
confidential information, but in no case less than reasonable care. In the (;?\_’CE}]‘/C‘J dosy,d
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or use of any Confidental Information in viclation of this Agreement, the Receiving Pacty shall
immediately notify the Disclosing Party. The Partiés shall prevent the disclosure of medieal
records and pivate or personal informaton, whether confidenual or not, to the extent required by

applicable Jaws or regulations.

7. PUBLICATION
Subject to governing law, the Sponsor shall have the sole right to review, use, publish, and
disclose any data, information, or results developed or atising out of the Study as the Sponsor, in
its discretion, deems appropriate, including, without limitation, in submissions to the FDA and
other governmental agencies. If Principal Investigator wants to publish information arising from

his/her patticipation in the Study, the prior written approval from Sponsor is required.

8. OWNERSHID OF MATERIALS, DATA, INVENTIONS, AND DISCOVERIES

A. Materials and Data. The Sponsor shall solely own all right, title and interest in and to the Study

Drug and any and all information, data or other materials delivered to the Institution or the
Principal Investgator by or on behalf of the Sponsor as well as any derivatives, progeny, or
improvements developed therefrom, and all intellectual property rights therein. Fusther, all data
and work product atising out of or reladng to the Study, including, without limitation, the Study
Records, CRFs, reports, and specimens, and all intellectual property rights therein, shall be the
sole propetty of the Sponsor. Accordingly, the Sponsor shall have, in its sole discretion, the right
to publish, disclose, disseminate, and use, in whole or in part, the same for any and all purposes,
including, without limitation, in and for submissions to the FDA, DCGI or other regulatory

agencies.

B. Patents and Inventions.

£ All vight, ritle and interest in and to, wherther domestic or foreign, any inventions ox
discoveries (collectively, “Inventions™) fizst conceived of and reduced to practice prior to
the Effective Date of this Agreement by the Principal Investigator, Institution or CRO as
expressed in Protocols, lab notebaoks, or other written records, the know-how incidental
thereto, and any patent applications and resulung patents derived there from shall be the
exclusive property of that Party.

i, “New Invention or Discovery” shall mean any invention or discovery conceived and
reduced to practice during and as a pact of Study by the Principal Investigator or any faculty,
staff, employees, students or agents of the Insttution or the Principal Investigator, ot jointly
by such an individual or individuals with one or more employees or consultants of the
Sponsor.

ii.  New [nventions or Discoveries made jointly by the Institution, Principal Investigator, or any
of their respeciive agents with one or more employees ot consultants of the Sponsor that
(a) are improvements to, new uses of, or (where applicable) new dosages or dosage forms of
the Study Drug or device that ause from the performance of the research; or (b) occur
during the performance of the Study and are based upon or subject to the claims of
Sponsor’s patentable Inventions shall be the sole property of Sponsor. Instiution and
Principal Investigator shall assign and transfer to Sponsor without fmthey,un’" ideration, the
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entire rght, title and interest globally in all Sponsor lntellectual Property of any New
Inventions made lox any piocess cawled out in the name of Sponsor. Institution and
Principal Investigator acknowledge that all original works of authorship made whether by
Institution and Principal Tnvestigator under this Agreement are "works made for hire” and
assist Sponsor in dbtaining pitent or other intellectual property protection.

in.  New Inventions or Discoverles aising out of the research performed under this Agreement
solely by Institution, Principal Investigator, and/or any of their respective agents that is not
covered by the provisions of Clause 7(B)(#) (an “Institution Invention™) shall be the sole
propetty of Insttution {subject to any agreement between the Institution and Principal
Investigator regnr(liing the ownetship of invendons).

» Institution and / !or the Principal Investigator shall promptly notify the Sponsor a full
wtitten description of any New Inventions or Discoveries described in either Clause 7(B)(i#)
ot 7(B)(7#) of which they become aware. Sponsor shall have a time-limited, first option to
negotiate an exclusive, worldwide, royalty-bearing license to any Institution Invention. Any
such exchusive license shall include a reasonable royalty based on Sponsor’s and Institution’s
respective contribiitions to Institution Invention and other rexms that are typical in licenses
of similar technoldgy. Sponsor shall advise Institution in writing of its interest in obtaining
an exclusive license to any Institution Invention within sixty (60) days of Sponsor’s receipt
of notice of Institi:tion Invention. If Sponsor falls to notify the Institution within sixty (60)
days or provides jnotice that it elects not to obtin an exclusive license, then Sponsor’s
option shall expire with respect o that pasticular Institution Invention and Institution shall
be fiee to dispose of its interest in accordance with its technology wansfer policies. If
Sponsor and [nsti;tution fail to reach agreement on the terms for an exclusive license of a
particular Institution Invention within four (4) months after Sponsor provides notice that it
wishes to exerciselits option, then for a pesiod of one (1) year thereafter, the Institution shall
not offer to license the Institution Invention to any third party on materially betrer terms
than those last offered to the Sponsor without first offering such terms to Sponsor, in
which case Sponsor shall have a period of thirty (30) days to accept the offer.

|

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

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

0. REPRESENTATIONS, WARRANTIES AND_COVENANTS

A. Of the Principal Investigator. The Principal Investigator represents and warrants that (1) he has

the legal authority and vight to enter into this Agreement; (i) he bas no obligation to any third
party that is in conﬂ.i.cft with, or has the potential to conflict with, its obligations under this
Agreement; (iit) he has and will maintain throughout the conduct of the Study, all u:aining,
infoumation, licenses, approvals and certifications necessary for safely, adequately, and lawfully
performing the Study; (]V) he will not enter into any agreement with any third party to directly or
indirectly fund or support the Study without the express written consent of the CRO (excluding

laboratory investigations, radiological investigations or any other rcquirmn)g:m‘r{) fulfill Protocol
: : LY I
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critetia), and (v) this Agl‘eement has been duly executed and delivered by it and constitutes a valid,

binding obligation enforceable agamst it in accordance with its terms.

The Principal In\resdgaéor represents and warrants that no climical study or trial in which he was
involved was terminated for any reason ptior to completion that was due, in whole or in part, to
the Principal Investigator's non-compliance with the applicable protocol and/or safety
requirements of the study or any applicable local, state or federal law. The Principal Investigator
further tepresents and warrants thar he has not received any written notice from the DCGI/FDA
or NIH of any viclation of any applicable law relating to clinical studies that has not bees
disclosed to the CRO and attached to this Agreement as an Exhibit hereto. For the putposes of
the prior sentence, “written notice” shall include, but not be limited to, DCGI or FDA lists of
Inspectional Observations (FDA Forn 483), Notices of Adverse Findings, regulatory letters,
warning leteers, nctices of intent to igitiate clinical investigator disqualification proceedings under
national regulations or under 21 CF.R. 312.70 or 21 CFR. 812.119 or any similar regulation
(“Notice of Intent to ;:Disqualify”). The Principal Investigator further vepresents and warrants
that he has never been &lisqua]iﬁed from receiving investigational drugs or medical devices by the
DCGI or FDA or NIFI or any other federal governmental body. In the event that any of the
foregoing events in this paragraph occur during the course of this Study, the Principal Investigutor
shall provide the CRO with a full written explanation of the circumstances of such an mcident
within ten {10) days of the occurrence of such an incident. If the Institution or the Principal
Investigator becomes ci&ebarred as per the natonal or local regulations, this Agreement wil

respect to its debarment or a Notice of Intent to Disqualify, the CRQO shall have the right to

immediately tesminate. If the Principal Investigator receives a notice or threat of action with
terminate this Agreement immediately without further cost ot liability. The Principal Investigator
represents and warmntsf on his own behalf that he has not used, in any capacity, the services of
any individual, corporation,_partnership, or association which has been debarred, and neither shall
use, in any capacity, the services of any individual, corporation, partnership, or association which
has been debatred. In ti]e event that the Principal Investgator becomes aware of the debarment
or threatened debarmeht of any individual, corporation, partnesship, or associztion providing
services to the Principal Investdgator which directly or indirectly relate to Principal Investigator’s
activities under this Agl!‘eernent, the Principal Investgator shall notify the CRO immediately and
the CRO shall have thé right to terminate this Agrecment immediately without further cost or
liability. |

B. Of the CRO. The CRO represents and warrants that (i) it hes rhe legal authority and right
to enter into this Agreement, (i) it has no obligation to any other pasty that is in conflict
with the CRO’s |obligations under this Agreement, and {ifi) this Agreement has been duly
executed and delivered by it and constitutes 2 valid, binding obligation enforceable against
it m accordance with its terms. CRO represents and warrants to Institution and Principal
Investigator th'elfoliowing: {1) any Study Drug or device administered or used in carrying
out the Protocgl has been approved by the DCGI or FDA or by the other regulatory
agencies if applicable for investigational use; and (if) CRO has at 2ll tmes complied with
and will continue to comply with all DCGI or FDA and comparable foreign rules,
regulations, requirements, and guidelines regarding administration of drugs and devices

1 P I
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under regulatox;iz control of the DCGI or FDA and/or comparable foreign agencies in
connection with any drug or device administered or used pursuant to the Protocol. In
particular CRO 'shzll comply with all DCGI or FDA reporting rules that require it to
inform Irisrirutjci)n and/or Principal Investigator of any serious and unexpected adverse

experience associated with the Study Dirug or device.

No_ Other Representations or Warranties, Except for the lunited representations and

warranties given in this Clause 9, none of the Sponsor, the CRO, the Institution, ot the Principial
Investigator makes or receives any representations or warranties, express or implied, statutory or
otherwise, and each expressly disclaims any implied warranties of merchantability, fitness for a

particular purpose, or nen-infringement.

. Of the Institution: Institution will ensure that the Principal Investigator remits to the Sponsor all

clinical data, including without limitation, case record forms, medical reports and the information
generated during the pérformance of the Study. Instimtion will notify the CRO and Sponsor
immediately if the Pri;lcipal Investigator ceases to be employed by or associated with the
Institution.

GOVERNING Law |

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

INDEMNIFICATION |

CRO Indemnification. The CRO shall defend, indemnify, and hold harmless the Institution and its
trustees, officers, the Plrincipal Investigator, employees and agents harmless against ail notices,
claims, demnands, action, suits or proceedings given, made or initiated against the CRO due to a)
Breach of responsibility of the CRO; b) Willful negligence; ¢) Willfulmisconduct or
misrepresentation ) bréach of representation and warranties and confidentiality obligations under
this Agreement (¢} CRO’s Negligence (f} Breach of Applicable Law.
|
Institution Indemnification, The Institution shall defend, indemnify, and hold harmless the

CRO/Sponsor and its' affiliates and their respective directors, officets, employees, agents,
successors, and assigns :(“CRO Indemnities™) from and against any and all thixd party hability,
loss, damage, or expense (including reasonable attorneys’ fees and expenses of lihgation) incurred
by or imposed upon thé CRO Indemnities ot any one of them in connection with any third party
claims, suits, actions, det;nan_ds, or judgments to the extent such claims, suits, actions, demands, or
judgments arise out of: (i) a failure to conduct the Study in accordance with this Agreement and
the Protocol, all wzitten: instructions provided by the CRO concerning the Study, all applicable

federal, state, or local laws, sules, regulations, requirements, and policies, :m,dw'f{"’.fhg:\{mumcr
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required of reasonable and prudent clinical investigators and physicians; and (i) the negligent or
reckiess conduct or omission or intentional misconduct or malfeasance of any Institutional
Indemnitee, or 2ay otb(%r person on the Institution’s property or under its control, exclusive of the
CRO's employees and (i) (a) breach of any terms of the Agreement and the representations and

warranties made by Principal Investigator or Institution jointly and / or severally.

. Notification. The Parties shall promptly notify each other of any such claims, suits, actions,

demands, or judgments'and the Parties shall reasonably cooperate with each other in the handling
thereof. |

. Claims, The indemnifying Pasty, ar its own expense, shall have the exclusive right to manage

. H - - . . . . .
claims, control investigation and litigation, and select counsel, including the right to compromise
or settie any claims, acdons, suits, dernands, or judgments, provided that it shall not compromise
or settle any such action with an admission of liability or wrongdoing by the indemnified Party

without such Party’s written consent.

L) ! L] . . . . f
. Representafion. In the event a claim or action is ot may be asserted, the non-indemnifying Party

shall have the right to sclect and obrain representation by separate legal counsel. If the non-
indemnifying Party exetcises such right, all costs and expenses incurred by the non-indemnifying
Party for such separate counsel shall be fully borne by the non-indemnifying Party; provided, that
without the Indemnifyixi:g Party’s prior written consent, the non-indemnifying Party shall make no
admission to, or any scrtlement or agreement with, any person or party who is in any manner
related to the liabilities ‘for which indemnification may be sought by an non-indemnifying Party
Indemupitee. !

. Subject Injury, Subject shall be entitled to financial compensation as well as reimbursement of

reasonable and necessaty medical expenses from the CRO in case of Subject injury or death
during clinical trial in ac;coxdance with Rule 122DAB of Drugs and Cosmetics Rules, 1945 as may
be amended from time (o time.
INSURANCE

|

. Parties represent and warrant that they possess and shall maintain, for the duration of the

| . . . . o
Agreement and thereafter, at its own expenses, insurance coverage for their respective services in
the performance of the Study. Each Party shall provide the other Party with proof of insurance
upon request.

. Instinttion Insurance. Institution and Principal Investigator shall maintsin during the term of

this Agreement, general liability insurance and professional liability insurance coverage sufficient
to meet its indemnification obligations on appropriate conditions and will provide to Sponsor and
CRO thirty (30) days prior written notce of cancellation of its coverage.

This Clause 12 shall suryive termination of this Agreement.

. o " Dr. VA Kottiwale
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13. TERM AND TERMINATION

A. Tewm. This Agreement shall begin on the Effective Date and shall remain in full force and effect
until the completion of the Study and the submission of the Final Report pursuant to Clause 4(F)
(7#), above, unless carlier terminated in accordance with this Agreement.

B. Termination.

2 Either Party may rerminate this Agreement immediately upon written notce to the other
if:

b. the puthorization and approval to perform the Study in India is withdrawn by
the DCGI and/or other applicable regulatory authority in India;

c. animal, human and/or toxicological test results, in the opinion of cither
Sponsor or Institurion, support termination of the Study; or

d. the circumstances require termination of Study in order to protecr the safety,
tights, or welfave of Subjects enrolled in the Study. In the alternative, cither
Party may immediately dis-enroll any Subject to protect that Subject’s safety,
rights or welfare without tetminating this Agreement, but shall promptly give
the other Party written notice of the dis-enrollment.

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

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

b. if the Principal Investigator is unwilling or unable (for whatever reason) to act
as Principal Iavestigator and no mutually acceptable replacement has been
found in accordance with Clause 4C of this Agreement..

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

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

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

b. Reasomuble non-cancelable obligations (as evidenced in writing) properly
incurred for the Study by Institution prior to the effective date of termination.

V. ‘mmediately upon receipt of a notice of termination, the Principal Investigator shall stop
enrolling Subjects into the Study and shall cease conducting procedures on Subjects
already enrolled in the Study as directed by CRO, to the cxtent medically permissible.

73 Immediate Termination by the CRO/Sponsor. The CRO/Sponsor may terminate this
Agrecment, in whole or in part, effective immediately, upon written notice to the Principal
Investigator; a) if the Sponsor, 1n its sole discretion, deems that the safety of the Subjects
will be compromised by a delay in terminadon; or b) for any violation of the Study
Schedule set forth in Clause 2) prior to the shipment of the Study Drug to the Institution.

Vil Effect of Termination. In the event this Agreement is expired or terninated prior to
completion of the Study, for any reason, the Principal Invesrigator ‘ih"lﬂ;ﬂ‘jxn(:til.}’ the
L
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IRB/TEC that the Study has been terminated; b) cease enrolling Subjects in the Study; c)
cease treating Subjects under the Protocol as directed by the CRO to the extent medically
permissible and appropuiate, and d) terminate, as soon as pracncable, bur in no event
morte than thirty (30) days after the effective date of tetmination, all other Study activides;
provided, however, upon the CRO’s request, the Iastitution and the Principal Investigator
shall continue to collect data and preparc and complete CRIs for Subjects treated in the
Smudy prior to termination. Within ninety (90) days from the effecttve date of any such
rermination, the Institution and the Principal Investigator shall provide to the Sponsor ll
data collected in connection with the Study, including, without Hmitaton, Study repotts
and the Final Report described in Clause 4(I9), above, and, cxcept as otherwise provided
herein, shall return to the Sponsor any and all materials and Confidendal Information
provided by the:Sponsor for the conduct of the Study, at the Sponsor’s expense, provided,
however, that tlie Instituton may retain one (1) copy of the Confidential Information for
record keeping purposes and shali make no further use of, all Sponsor Confidential
Information, and any other records, data, materials and information that ate the property
of Sponsor. The CRO shall temain hable for payment for any CRFs subsmitted prior to the
effective date of termination, or within ninety (90) days theteafter, in compli;ﬂncc with the
terms of this Agreement. Notwithstanding any termination or expiration of the Study or
this Agreement, Instiution shall remain responsible for compliance with all obligadons
under Applicable Laws and other requirements as per this Agreement with regards to
disposition of the Study Materials,

viii, Survival. Termination of this Agreement by either Party shall not affect the rights and
obligations of the Parties accrued prior ro terinination. All provisions in this Agreement
which, by their nature, extend beyond teumination of the Apgreement, together with the
provisions of Clauses 4(F), 5, 6, 7, 9,10, 11,and 12 shall survive any terminaton of this
Agreement for any reason.

14, Drug Safety and Reporting, The recording of adverse events (AEs) is an important aspect of

the Study documentation. It is the Princpal Tnvestigator's responsibility ro document all ABs
according to the detailed guidelines of the Protocol. The Principal Investigator agrees to answer
any questions of Sponsor and/or CRO’s Medical Monitor concerning any AEs. According to the
Protocol, the Principai Investigator will assess at cach visit whether any adverse event (AE)
mcluding abnormal laboratory values has occurred. The details of all AEs, whether reported by
the Subject or observed by the Principal Investigator / Study personnel during the entire Study,
will be recorded onto the appropriate source docutnent. Each adverse event must be recorded in
the AE section of the case teport form (CRF), regardless of the causal relationship.

The Principal Investigator must immediately report all serious adverse events (as defined in
Protocal), which accur during the course of the Study and up to the date of the Subject’s last visit,
1o the addressee given below. The SAE Report form will be used for documentation and
reporting.

Initial and follow up SAE reports are to be faxed / Mail the Medical Affairs Departnent of CRO
for onward transmission 1o SPONSOR
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If the event is uncxpected and faral or lLife threatening and is considered by the Principal
Investigator possibly related to che Study medication, the Drug Safety Department of CRO shall
be informed ummediately by telephone and followed immediately by fax/ Mail.

CRO undertakes to notify the Principal Investigator and SPONSOR of all serious unexpected
adverse events, which occur during the course of the Study in any other location and are reposted
in an expedited manner to health authorities. The Principal Investigator will inform the local
ethics commuttee of SALs reportable according to its national requirements and timelines, and of
findings that could adversely alfect, the Subject’s safety, could have an impact on the conduct of
the Study, or could alter the ECs / IRB’s approval to continue the Study.

CRO will be responsible to notify on time the health authorities in India.

MISCELLANEOUS

Use of Names; Publicity. Fxcept as otherwise requited by applicable law, regulation or court

order, no Party to this Agreement will use the name or other identifying marks of any other Party
or its affiliates or its staff/employces, agents in any advertisement or sales promotional material or
in any publication, press release, or other public statement without prior writter approval of the
other Party; provided however that Sponsor may identify the Institution as a partcipating clinical
site and the Principal In;vesr_igator as an investigator in a Study. The Institution and the Principal
Investigator shall have the right to acknowledge the Sponsor's support of the research performed
under this Agreement in scientific publications and other scientific communications (any such
publications or communications shall be made in accordance with Section 7 herein}. Each of the
Partics hereto shall not disclosc to any third party the terms of this Agreement even existence of
this Agreement without the prior written consent of the other Party, except to advisors, investors,
and others on a need-to-know basis under circumstances and ensure the confidentiality thercof,
ot to the extent required by law, regulation or coutt order.

- Independent Contractors. The Parties acknowledge that the relationship between the Sponsor,

CRO, Instimudon and Principal Invescigator created by this Agreement is that of independent
conuactors and shall not to be considered as pastner, agent, employee, or representative of CRO
or the Spoasor. That neither the Principal Tavestigator nor Institution or CRO may create or

assume any obligation on behalf of the Sponsor.

Limitation of Liability. In no event shall the Pardes be liable to each other for any special,

incidental, or consequental damages arising out of or relating to this Agreement, or the subject
marter hereof, however caused and whether such claim is based in contract, tort (including
negligence), or otherwise, even if an authorized representative of the Sponsor is advised of the
possibility of such damages.CRO expressly disclaims any liability in connection with the
Investigational Product, including any liability for any product claim arising out of z condition

caused by or allegedly caused by the administration of such product.

y
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D. Notices, Any notices required or permitted to be given hereunder shall be in writing, shall be
addressed to the Party to whosn such notice is intended as follows, or such other address and/or
number as such Party may substitute by wiitten notice hereunder, and shall be cffective on

receipt.

Any notice to Sponsor shall be addressed as follows:

Address : Mylan Pharmaceutical Private Limited, 7th-12th Floor, Prestige
Platina Tech Park, Block 3, Kadubeesanahalli, Outer Ring Road,
|Bangalorc-560087

Attention : Dr Sanjeev Hegde

Title : Associate Vice President

Phone : +91 7349635726

Fax : NA

Any notice to Institution shall be addressed as follows:

Address : KLES Dr Prabhakar Kore Hospital and MRC, Nehru Nagar,
Belagavi 590010 '

Attention : Dr MLV, Jali

Title : Head of the Institution

Phone :'+91 9844032499

Fax : +91 8312470732

Any notice to Principal Investigator shall be addressed as follows:

Address : KLES Dr. Prabhakar Kore Hospital and MRC, Nehru Nagar,
Belagavi. 590010

Axtention : Dr Dayanesh N Morkar

Title : Principal Investigator
Phone : +91 9448231298
Fax : +918312493099

Any notice to SMO shall be addressed as follows:

Address + 4/22, Near Apporva Hospital, Jadhavwadi, Kolhapur -416005
Attention » Mr. Satyajit Patil

Title ! Manager

Phone : +91 9762881140

Fax : NA

Any notice to CRO shall be addressed as follows:
Name of CRO : Ecron Acunova Limited
(Formerly known as Manipal Acunova Limited)

Address : Mobius Tower, SJR- I Park, EPIP, Whitefield, Bangalore-560066
Attention : Dr, Ayaaz Hussain Khan
Title : Managing Director T
Phone : 080 6691 5700 e
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Assignment. This Agteement shall be binding upon and inure to the benefit of the Parties

. . | . . .
hereto, their respective successors, assigns, legal tepresentatives and heirs. The Sponsor may

assign this Agreement to any successor to all or substantially all of the business of the Sponsot, or
in connection with its merger, consolidation, change in control or similar transaction. Except as
otherwise set forth above, this Agreement may not otherwise be assigned by a Party (whether
voluntarily, by operation of law or otherwise) without the prior written consent of the other

Parties. Any purported assignment of this Agreement in violation of this section shall be void.
|

F. Modification; \Vaiver.| This Apreement may not be altered, amended or medified in any way

except in writing signed by the CRQO, the Institution and the Principal Investigator. The failure of
a Party to enforce any provision of the Agreement shall not be construed to be a waiver of the
night of such Party to thereafter enforce the provision or any other provision or right. Parties shall
not delegate or subcom";tact its duties under this Agreement without prior wiitten consent of the

CRQ/Sponsor |

|
G. Entire Agreemeni. ‘This Agreement z2nd its Exhibits constitute the entire agreement between

the Parties with respect to the subject matter hereof and supersede all prior discussions,
negotations, communications, understandings, agreements, representations and writings with
respect to all matters covered by the Agreernent. In any conflict between the terms of this
Agreement and the ddcuments incorporated herein, the terms of this Agreement shall take
precedence except as otherwise specifically set forth in this Agreement.

!

H. Scverability. In the event that any provision of this Agreement is determined to be illegal, invalid
or unenforceable by a ;court of competent jurisdiction, the remainder of this Apreement shall
remain in full force and effect without said provision. The Parties shall negotiate in good faith a
substitute clause for an:y provision declared ilegal, invalid or unenforceable, which shall most
nearly approximate the original intent of the Parties in enrering this Agreement.

|

I. Execution, The lnstitu%ion’s IRB/IEC shall be the authorized representative of the Institution to
approve the Protocol and any amendments thereto. This Agreement may be executed in one or
tmore counterparts, all iof which together shall counstitute one and the same agreement, This
Agreement may be executed by facsimile or ather electronic signature.

J. Changes to the Protocol. If at a future date changes in the Protocol appear desirable, such

changes may be made through prior written agreement between Sponsor and Institution. If such
changes affect the cost|of the Study, Institution will submit to Sponsot a written estimate for

approval. If in the course of performing this Agreement. however, generally accepted standards of

|

clinical resezrch and medical practice relating to the safety of Subjects requirve a deviation from the
]

Protocol, such standards will be followed. In such case, the Party aware of the need for a

deviation will immediat!dy inform the other of the facts causing such deviation as soon as the

facts are known to the Piiu:ry.

i —~
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K. CovenantNot to Hire, Sponsor shall not, and shall not permit any of its affiliates to, employ or

ofter to employ any I;{ey Personnel (as defined 1n this Section) until one year following
termination or expiration of this Agreement, unless Institution, or Institution’s affiliate, as the
case roay be, gives its written consent theteto. “Key Personnel” shall mean those individuals
employed by Insdmdox:x, who perform research related services for Institution or any of its
affiliates, including, but not limited to, persons serving as research coordinators and grant account
managers. i
IN WITNESS WHEREQF, the undersigned have cntered into this Agreement as of the date fust set
forth above. !
|
FOR AND ON BEHALF QF INSTITUTE
By:

|
(Signatu!:e and Date)

NAME: DRM.V. JaLl !
|

FORAND ON BEHALTI OF SMO

By: i
|

(:Signatuxe and Date)
i
NAME: MR. SATYAJEET PATIL
I
FOR AND ON BEHALF OF|
ECRONACUNOVA LIMITED
(FORMERLY KNOWN AS MANIPAL ACUNOVA LIMITED)

&y D
By: g? _ﬁ\\ ,L-[’,&k“”g(:"\// ot per ol
(:Signa{]u'c and Date)

|
Dy. NAGESwARI  CAwWTDLH
NAME: |

i
By: j@w | v F Dec Aotk

(ISignanu:c and Date)
I

ML Sherin il’f»umﬁ\l BoluA

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

PRINCIPAL INVESTIGATOR

By:

(Signature and Date)

NAME: DR. DNYANESH N MORKAR

b5
"
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ExiupiT B: BUDGET AND PAYAMENT SCHEDULE

BUDGET:
Principal Investigator ¢ Dr. Dyanesh N Morkar
Site Address : KLES DR Prabhakar Kore Hospital and MRC, Nehru

Nagar, belagavi-590010

PAYMENT SCHEDULE
Payment Schedule for the total study Grant of INR 990520 tor 15 patients is as follows:

Overall Per Patient Budget

Reimbursement Amount in Indian/Amount in Indian
rupces per patient |rupces for  total
patients
[ncludes the following 40800 612000
1. Professional fees: Pl and site team paymenl
including  Co-  Investigator (s},  Site
coordinator(s), Nurse(s), as applicable
2. Procedural Charges 6400 96000
3. Instiutional Over Head (IOH) clharges 20% on 2440 141600
Procedural Chatges and Professional Charges
4. Patient Travel Reimbursement 3000 45000
Toral Amount (INR) 59640 894500
Other payments includes
Reitmbursement Amount in  Indian/Amount in Indian
rupees per patient rupees for total
patients
824 24720y
Screen Failure {(Considering 3
subjects)
Study Start-up 40000,
Archival Charges 30000
Digitzl Hygrothermometer 1200

Confidential @ [ . 2
. VAL R/
PI Name: Dr. Dnyanesh N Morkar Page 26 of 31 g é;i 3 2é\t\j ‘3-;

Dr. V.A Kothiwale
Registrar
KLE Academy of Higher Edication and Research,
{Oeemed-lo bs-Universiy ws 3 of the UGC Act, 1956)
Belagavi-590 010,Karnalaka




Investigator Site

Budget estimate - TLE 400mg

Screerfﬂng Baseline | Week 4 Wei: Week 24 Week 28
Investigator fees 4000 5000 4000 4000 4000 5000 26000
Study Coordinator 1;500 2000 1500 1500 1500 2000 10000
Phlebotomist 1300 500 500 500 500 500 2800
Hosplt_allzatlon for PK "o 4000 0 0 0 0 4000
sampling |
PK sampling- 0 1000 0 0 0 0 1000
Professional fees i
PK sampling- |
Phlebotomist 0 1000 0 0 0 0 1000
12 lead-ECG 1300 0 0 0 0 300 600
PT and INR 1250 250 250 250 250 250 1500
UPT 1100 100 0 0 0 100 300
Total (Visit Wise) 6,450 13,850 6,250 | 6,250 6,250 8,150 47,200
IOH 20% ' 20%
10H 9440
Patient Travel 500 500 500| 500 500 500 3000
Reimbursement , :
Grand Total/subject . 59,640
No of subjects 15 15 15 15 15 15
planned** |
ti !

Estimated Amount/ 96,750 2,07,750 | 93,750 | 93,750 | 93,750 | 1,22,250 | 7,08,000
Total subjects i
IOH 20% , 1,41,600
Patient Travel 7,500 7,500 | 7,500 | 7,500 7,500 7,500 | 45,000
Reimbursement '
Gra_nd ToFa I/ Total 8,94,600
subject/site ,

i

|

I (%)

|

i

|

|

i
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Summary of Budget/Payments:

Table A;
Details Per Patient For 15
Grant patients
Procedural Charges 6400 96000
Professional Charges 40800 612000
I0H 20% on
Procedural Fharges 9440 141600
and Professianal '
Charges
Pa?lent Travel 3000 45000
Reimbursement
Grand Total 59640 894600
Table B: Screening Failure
Details Pe.r Screen F(fr 3
Failure , patients
Screening 6450 19350
I0H 20% on Screening 1290 3870
PaF:ent Travel 500 1500
Reimbursement
Total 8240 24720
Table C:
|
Details Charges
Study start up 40000
Archival Charges 30000
Digital hygrothermometer 1200
Grand Total # of Pn_ar
Detail Total subjects Patient
etails grant
990520 15 66035
T T
LA f’lv‘i‘_tkl \‘
_t“ ' L‘i:.: \\ \
p = % ) ¥
: A
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The Payee designated above will receive all compensation paid to the Institution in connection with the
Investigator Agreement, if applicable. Payee will provide all applicable tax identification numbers and,
upon reasonable request, will provide or assist CRO with forms related to applicable taxes.

Payment Schedule for the advance payment is as follows:

1. Non- Refundable Study startup cost INR. 40,000/- will be paid after SIV

2. CRO will pay only INR. 82407~ imount for' scréen failure patients as per Exhibit A of this
agreement with the maximom ratio of 5:1 Le. maxmum one screen failure per five randomized
patients. Any Srudy subject who has been encolled in the Smdy but does not meet eligibility
requirements (as set forth in the Protocol) may be withdrawn from study without any payments.
CRO reserves the right to withhold payment for any Study subject: (i) for whom a signed
informed consent form has not been obtained prior to enrollment, (i) for whom reasonably
complete Case Report Forms have not been obtained, or (ii) for whom the Protocol has not been
followed, absent reasonable explanation from Instiition and/or Ptincipal Investigator for the
Protocol deviation(s).

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

4. A Non- refundable amount of INR 30,000/- will be paid to the site as Atchival fees after Site
Close-out Visit. The duration of archival will be for 3 years after site close out visit. After
completion of 3 years of archival, the P is responsible to consult Mylas for further instructions to
tansfer the stady documents from site to-the Widhmalifacility as pet Mylan confirmation. Ecron
will be responsible for arranging the pickup and ensure the delivery of these documents from Site
to the Archival facility.

5. Discontinued or Early Termination Patients: Discontinued or eatly termination patient will be
reimbursed based on the number of confirmed completed visits and the eCRF completion.

6. Reimbursement of Clinical Trial Sﬁb}‘ects: Clinical Trial Subjects are reimbursed for their travelling
to site either according to pertinent receipts or by paying them an expense fat charge of INR
500/- {in words: Five hundred only)

Payment Adjustments

It Institution’s/Principal Investigatot’s participation is terminated because no Study subjects have been
enrolled, Insrjtution/Principa} Investigator will not be entided to reimbursemnent or payment for any
adimunistrative costs that were incutred prior to such termination, except to the extent such costs are set
fonh expressly i this [nvestdgator Agreement.

11, upon termination of this Investigator Agreement, CRO, on behalf of Sponsor, has prepaid funds that
Insuration/Princtpal Tnvestigator has not earned in accordance with Ixhibit A, lastiution/ Principal
[nvesdgator (or its desipnated payee) will retumn to CRO all such prepaid fonds within thirty (30) days
after she effecuve dare of termmmauon, Prepaid funds owed ro CRO, if any, will be returned pursuant o

inxiyuctions provided by the CRO accountant assigned to administer payments to the Payee.

f(_‘;f-\ LN ._"\
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In the event this Exhibit A sets forth-2 maximum number of subjects that may be enrolled by Institution
in the Study or a maximum payment ainount to Payee pursuant to the Study, Sponsor at its discretion

may authorize increases in Study subjects and/or payments.

In the event the Protocol is amended, compensation paid to the Payee may be adjusted to pive effect to
P P ¥ Y ] J

the Protocol amendiment.

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

Invoices:

Invoices shall include the heading “study code (EA-CT-17-004) or Protocol 11D (MYL -TLE 400 -4001)”,
They shall be sent from site to CRO on a tegular basis and shall be addressed to

Send 1nvoices to:

Contact Person: <<Name of the Study Project Manager>>
Address : Ecron Acunova Limited, Mobius Towers, SJR i-Park, EPIP, Whitefield,
Bangalore - 560 066. India

Failuee to include Protocol number and Principal Investigatot’s name on all invoices may result in delayed
payment.

Payments under this Agreement shall be made upon receipt of an appropriate invoice.

Final Payvment

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

resolved satisfactosly.

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

—_

All amounts above are in Indtan Rupee (INR).

2. Lab Investigations: The study requires lab examination at screening, baseline, week 4, week 12, week
24 and end of study. The local lab mvestigation charges if any will be reimbursed on actual, as per
involces.

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

4. Please note that approx. 50 % of the total amount of the last invoice will be considered as retention

amount and will be paid at the end of study/ study close out; once all the study related procedure and

documentation would be over,

5. All payments are subject to withholding tax under all applicable Jaws including Income Tax Act,

1962. AT TN
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6. Payec represents that the services it provides under this Agreement are taxable service under the laws
goveming in India, and that it is rebuired to charge taxes as per the applicable laws, as may be
amended from time to time depending «n the change in rax regulations.

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

8. Reimbursement of Meetings: The Sponsor shall reimburse the Investigntor upon prior wiitten
approval for reasonable expenses on travelling and lodging which occurred through his/her
participation in meetings on request of the Sponsor.

A
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CLINICAL TRIAL SERVICES AGREEMENT
This. Agreement is made and entered into this 13/Nov/2017 by and between:
i _
Principal Investigator,
Dr. Siddalingeshwar Ishwarappa Neeli
KL]%.’S Dr. Prabhakar Kore Hospital & MRC,
Nehru Nagar, Belagavi-590010
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b
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/ INSTITUTION: The CRO has approached the INSTITUTION on behalf of the SPON-

/-

/

/ = the said Investigational Produet in accordance with the following standards:
(u)

SOR, as the SPONSOR desires the INSTITUTION to perform the study in regards 10

The current World Medical Association Deeclaration of Helsinki titled “Lthical Prin-
ciples for Medical Research involving Human Patients”;

(b) The current ICH Harmonized Quadripartite Guideline for Good clinical Practice

(¢) ‘The current Indian Ministry of health and Family Welfare Guidelines for good clinical

practice titled, “Good Clinical Practices for Clinical Research in India™;

(d) The current Indian Council of Medical Research on Human Patients;

(¢) The written requirements of all reviewing institutional ethics committees;
(f) The Principal Investigator requirements;

(8) All policies and pracedures of (he INSTITUTION;

(h) All current and applicable permission, licenses. approvals, federal wide assurance and

(1)

b)

certifications and (1) all current and applicable laws and regulations (such as standards
set forth in Sections 2(a) — (i) collectively referred to hereafter as the Standards) and,;

In accordance with the final protocol, patient information sheet, informed consent doc-
uments and case report forms for the above-referenced clinical study (collectively, the
Clinical Trial Protocol, a current version of which is attached hercto, which attachment
shall be replaced in the fina! version and all amended versions, if any).It is understood
and agreed that, in the eveut of a conflict among any of the standards, the most stringent
standard shall apply.

PERFORMANCE:

Protocol and Standards: Principal investigator who will supervise and direct the work of
(he INSTITUTION and the Dean of the INSTITUTION, hereby confirm that they have
read and understood the Clinical Trial Protocol for the Study to be conducted in 399 pa-
tients and further confirm that their research team is properly trained concerning the clin-
ical trial Protocol and Standards. All amendments have -also been tead and understood.
The Principal Investigator and the INSTITUTION agree to the final Clinical Trial Proto-
col and to perform the study in strict accordance with this Agreement.

Subcontracting: Services of Principal Investigator: The INSTITUTION shall not subcon-
tract 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 for the performance of this Agreement. If for any reason the Principal Investiga-
tor becomes unavailable or othenwise unable to supervise and direct the activities under
this Agreement, INSTITUTION shall promptly notify the CRO/SPONSOR. If a mutually
acceptable successor is not promptly identified, this Agreement may be terminated by the
CRO.
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. R I cal S ' will ¢ 1ence upon exceation or
i g:s Agreement, tl}at su_l_)j_ec.t enrollmeng :\:;]IH}SQ lcztltii){c:\;c;l::;[::?cl)lxima[cl; in four months

thom tlclier c}a;]e of Site Initiation Vi_sit, and that the Clinical Study will be completed as per

¢ study schedule, unlegg otherwise terminated in accordance with Section 7.

‘RQC—I}L—-—HW: The Pr incipal Investigator understands and agrees that the CRO/SPONSOR
o Juires at least 339 evaluable patients at the conclusion of the Study from approximately
9-12 sites, hence it will be necessary for the INSTITUTION to enroll 35-40 patients
(considering a drop-out rate of 15%) 1o achieve the tarpeted number of paticnts who satis-
specified in the Clinical Trial Protocol, within a period of 2-3

er the SPONSOR authorizes commencement of the study.

fy all enrollment criteria
months approximately aft

Confidentialitv-

IEE———— - LT L LY

1. Definition: During the term of this agreement (period of five years ﬂ'lcr?aﬂer), the
INSTITUTION and Principal Investigator tay have access to information, kno.w-
how, knowledge and data in oral, written, electronic, graphic or other tangible form,
confidential or proprietary to SPONSOR or to SPONSOR’s_other collabo;_agors
(other than the INSTITUTION) and is, therefore of a conﬁden_t;gl nature (confiden-
tial information). Confidential information shall include the Clinical

Trial Protocol, SPONSOR s Investigator’s Brochure conceming _ths _Inve‘s_hgatvlgpa_ii
Produet data, all Study Data, all documents maintained in the Clinical Tnal Rec‘;(l)rc.
Binder (site &ocumentah’on), any other data emerging out of the protc:lcol, Zny1 icr)l ! ;;11
information supplied by SPONSOR/CRO during the.cc{urse.z of the S{)’L; ydan.“ :i" e
development plan, except the information already existing in the pud 210 r011 ed, nd
all results and reports obtained, collected, conceived, processed and developed p
suant to this Agreement.

i all confidential information and shall discl(.)se

S The'nlqi—?gl?a]t—il(g}(]);ll;a}ti)ll?tosldPrincipaJ Investigator, Co-Inv.cstigatorls, lospital
o o 11 O' who have a need to know such confidential mformat.lou f_or tlhe
el ond emllcn)jO) egerseeuzlent and who agree in writing to keep such confidential in-
ormati o Sf ;cli:entia'l under terms sﬁbstantially similar to those set forth herein.
T conTIION shall use confidential information for the sole purpose (?f pro-
T'he' INSTITU der this Agreement and shall not use confidential information for
g Ser?ée;I gixf’s own benefit at any time. No right or license under any patent
- IINSH tradelsecret or other proprietary right now or hgr‘eaf‘tgr owned or ;8111\1
aPP ?Cat;)on’zh' SPONSOR or other collaborators is granted to the INSTITUT -1 .
grouefhe);rosisi on of confidential information hereunder. The INSTITUTION sha
coorlx?ply with the Study Data Confidentiality conditions.

ii. Provision to CRO/SPONSOR: The INSTITUTION agrecs “%‘ﬁé‘fspaéir gg}g
. upon CRO/SPONSOR’s request, it shall prompt‘ly pm(\;deﬂt(')s tgegréemcnt The TN-
ively, copies of all Confidential Informa?on_un er '1 e . ]
EEF?;%};IBO}I& cfu?ther agrees that upon any termination or expir atm;;(;i‘"I St’l(l)lif’:fg:_
ment, it shali at CRQ/SPONSOR’s election,_ return to the CRO{ S NSTITUTION
stroy all copies of all Confidential Information; however, ﬂ_laf the Fdentiality of

may retain two (2) archival copies, with obligation to maintain the con
such confidential information. Page 4 of 1 6
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- "L Definition: The P

111,

’;;""'l-'Work Product:

arties agree that all work performed by the INSTITUTION he-

reunder including ;
. k > without limitation ’ . .
discoveries, new us Mitation, all study data, results, reports, inventions,

- €8 or know-how obtai \ : .
veloped, im w obtained, collected, conceived, processed, de-
TUTION's gtl;?e\;e[? or reduced to practice by Principal Investigator or the INSTI-
Iy, work prod ospital staff or employees pursuant to this Agreement (collective-
» Work product) shall be the property of the SPONSOR.

1i.

1:1)] Lscﬁzu;§%$§lg?&nent and Provision to CRO/SPONSOR: The parties agree that
work related (o i shall promptly disclose to the CRO/SPONSOR any and all
how obtai O the product comprising inventions, discoveries, new uses or know-

/ obtained. As per the agreement, the CRO/SPONSOR can review and obtain
copies of all work related to the product including and without limitation, all study

gaga, in an agr eed-upon format and with a complete glossary of terms used for such
ata.

Materials: The study medication, blood samples from patients under the study and
all other tangible material provided to or obtained by the INSTITUTION under this
Agreement (Collectively the Materials) shall be the property of the SPONSOR
and/or SPONSOR’s other collaborators (other than the INSTITUTION). The IN-
STITUTION shall usé the Materials forthe 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, any patent, patent application, trade secret or other proprietary right
now or hereafter owned or controlled by SPONSOR or SPONSOR’s other collabo-
rators is granted to the INSTITUTION from the provision of materials hereunder.
Upon any remaining Investigational Product and other Materials received or ob-
tained hereunder in accordance with the Protocol, standards and the directions of
CRO/SPONSOR.

Human Patients: The INSTITUTION shall be responsible for safeguarding the rights and
welfare of patients in the study. The INSTITUTION shall ensure (1) the rights and wel-
fare of each such patient are protected, (it) mformed consent of each such patient is freely
and knowledgeably given: (A) to participate in the study and (B) for the collection by,
processing by and disclosure to and between the CRO representatives of SPONSOR,
Principal Investigators and Researcher, Study Monitors, Study Laboratory Personnel,
Study Data Analysts, members of the Independent Ethics Committees and representatives
of overnmental and inter-governmental agencies in India; (iii) the balance between sk
and potential benefit from participating in the study has been assessed and deemed ac-
ceptable; and (iv) the SPONSOR/CRO has made appropriate arrangements to eliminate,
mitigate and/or compensate for the consequences to such patients and their families in
case of any death, injury or illness which has causal relationship with the Erectile Dys-
function and Premature Ejaculation treatment for which the SPONSOR/CRO has agreed
to assume liability. Such arrangements shall include medical treatment and financial re-
lief as per the Policy provided by Sponsor.

Ethical Approval: The INSTITUTION shali petition for written certification of ethical
‘approval of the Study from its Institutional Ethics Committee. The INSTITUTION shall
Leep the CRG/SPONSOR fully advised of the progress -of such submission and shall
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i mission_] T-I?:; {?I:IUSVTI"?%S]I&?I;}IEO/SPONSQR with all correspondence relating to such sub-
shall obtain such certification prior to screening any pa-

tients for the : . .
/ any changos {Sotltll‘]lg,ct'lll}ll}laﬂy z}‘her obtaining such certification, and prior to implementing
mical Trial Prolocal, Upon receipt of such certification, the INSTI-

/ TUTION shall promptly provide a copy to the CRO/SPONSOR.
)

Case Re : ing: T inci idi
- té)'ort II;orm Handlm:.;"l he Principal Investigator shall be responsible for providing
ase Report Forms (“CRF™) according to (he following;

I The nlmln objective of the CRF is (o obtain those data required by the Protocol in a
complete, accurate, legible and timely fashion. The data in the CRF must be consis-

{ent wﬂhﬂ t}le relevant source documents, and they must be suitable for submission
to authorities.

i1 The data recorded in the course of the Study shall be documented in the CRFs and,
as necessary, on the SAE report. They will then be forwarded to CRO/SPONSOR
for data management and biometric analysis.

11, The data in the CRF shall be recorded, evaluated, and stored in anonymous form in
accordance with data-protection regulations. The Principal Investigator shall ensure
that patienl names are not mentioned on any document, neither CRFs nor other
documents that will be forwarded to the CRO/SPONSOR.

iv. Wherever possible, all data obtained in the course of the Study must be recorded in
the original patient files. Data to be recorded directly on the CRFs and considered
as source data will be identified as such. All data in the CRFs must correspond ex-
actly with data recorded in the source documents.

v, If CRFs are not complete the Principal Investigator shall be obliged to complete
them on request of CRO/SPONSOR.

i) Drug Safety: The recording of Adversc Events (AEs) is an important aspect of study do-
cumentation. It is the Principal Investigator’s responsibility to document all AEs accord-
ing to the detailed guidelines of the Protocol. The Principal Investigator agrees to answer
any questions of CRO/SPONSOR Medical Monitors concerning any AEs. According to
the Protocol, the Principal Investigator will assess at each visit whether any Adverse
Event (AE) including abnormal Jaboratory values has occurred. The details of all AEs,
whether reported by the patient or observed by the Principal Investigator/Study personnel
during the entiré study, will bé tecorded onto the appropriate soufce document. Each ad-
verse event must be recorded in the AE section of the case report form (CRF), regardless
of the causal relationship. The Principal Investigator must immediately report all Serious
Adverse Events (as defined in the Protocol), which occur during the course of the Study
and up to the date of the patient’s last visit, to the addressee given below. The SAE Re-
port Form will be used for documentation and reporting. Initial and follow up SAE re-
ports are to be sent to CRO for onward transmission to SPONSOR:

Name: Dr. Neeta Nargundkar
Telephone Numbers: (022) 41006794
Cell Number: +91-9029025200
E-mail: drneeta@biospherecro.com
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/ the event is unexpected and fatal or life threatening and is considered by the Principal

I Jiss i oo . :
1veshigator possibly related to the study medicaiion CRO shall be informed immediately

by telephone and followed immedi i i
; ediately by majl, i ible tily on-
time the health authorities in India. y majl. CRO will be responsible {0 notiy

13(3&0_*% The Principal Investigator shall be responsible for providing the Source Da-
a according to the following regulations. Source data are the original patient records of

all variables collected for the trial as well as the patient’s medical history. Specifically,
but not limited to they comprise:

i: Signed Informed Consent Forn

1. Patient hospital file and individual clinical notes

m. Laboratory Reports

iv. Pharmacy Records

v. Study specific source documents

vi. Appropriate sections of the CRF, where data are recorded directly onto specific
forms

vii, Other reports and records of any procedure performed in accordance with the
Protocol

The Principal Investigator shall safely maintain the original study documentation togeth-
ef with all source data for the maximum pefiod of time permitted by the hospital, re-
search institute or practice in question, but not less than 5 years after the clinical part of
the trial has been completed. If archiving can no longer be maintained at site, the Prin-
cipal Investigator will notify CRO/SPONSOR.

Investigator Study File and Archiving: The INVESTIGATOR shall prepare and maintain
complete and accurate study documentation in compliance with ICH-GCP standards and
local regulations. Therefore, an investigator study file shall be prepared which contains
all relevant documents necessary for the conduct of the study:

i. Signed Protocol and Amendments
ii. Investigator’s Brochure and Updates
iii. EC Composition, approval(s)/opinion correspondence/reporting
iv. Notifications of regulatory authorities ‘
v. CVs and signature sheet for key study personnel (e.g. Investigators, Study Nurses)
vi. Signed study agreements including financial agreement.
vii. Tral Initiation Report
viii. Approved and signed Informed Consent Forms
ix. Patient Insurance Certificate
x. CRFs (Investigator’s copy)
xi. Data Clarification Forms (copies)
«ii. SAE documentation and related correspondence/reporting
xiii. Shipping/accountability/destruction records for investigational product
xiv. Cenificate of Analysis
xv. Instructions for handling of investigational product
xvi. Laboratory accreditation/certification and up-to-date reference ranges of normal
values q Screening, enrollinent and monitoring logs and subject identification
code list
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/_xTvii. Appointment diaries

/ xviti. Study related carrespondence with CRO/SPONSOR

0)

P)

q)

i?cll‘glu;lﬂtll:::p‘g;ﬂ t’:}f“f"f"”'(ﬁﬂl.uwi Al supplies provided to {he Principal Investiga-
Study and must hol 1 "“”{YI'_"L'- oul the Study are supplicd only for the purpose of the
. str ¢ used for any olher purposce whaltsocver, The Principal In\.'qshgator,
Supapﬂzlsson(S) defegated by him, arc responsible for the security and accountability of all

Tllc Inventory must be available for monitoring, auditing and inspeetion. When the study
15 completed, or il it is prematurely terminated, any supplics of unused material for the
Study, supplied by the CRO/SPONSOR (except documentation required to be retained
by tl_le Principal Investigator), must be returned 1o the CRO/SPONSOR. In the latter case,
the identification and quantity of cacli anft of study medication and the person in charge
must be documented.

Monitoring, Quality Assurance and Inspection by Authorities: The Study will be moni-
tored by the CRO. lts representatives (alone or together with representatives from
SPONSOR) will be allowed access to all information resulting from this Study and
SPONSOR will have an unrestricted right to use such information. CRO (alone or togeth-
er with representatives from SPONSOR) will perform regular on-site monitoring and re-
ote monitoring throughout the Study. The tasks of the monitor comprise the followingz:

i.  to ensure Protocol adherence

ii. to verify the data in the CRFs against source documents (SDV)

fii. to check progress of the study and to motivate, if necessary

iv. to review the CRFs for complete and accurate capture of data, including laborato-
Ty test reports and other patient records

v. to check all data for possible SAEs and AEs
vi. to review signed informed consent forms for signatures and date of consent

vii. to ensure accurate record of drug accountabilily
viii. to ensure adequate storage of study supplies

ix. to'collect.completed CRFs

x. to discuss and help resolve any problems

Source Data Verification (SDV) shall be performed on 100% of key data such as in-
formed ¢onsent, deinographics, inclusion/exclusion ériteria, parameters for the evaluation
of the main endpoints, safety evaluation and drug accountability.

The visits shall involve the Principal Investigator or his appointed representative(s) and
any other staff, as required. The Principal Investigator shall ensure that sufficient time is
allowed for monitoring visits. Follow-up correspondence between the Site and the CRO
relating to apparent inconsistencics or clarification of CRF entries will be kept on file at

both CRO and the Site.

Study Protocol, Patient Information Leaflet/Consent Forms, CRF and Trial Report as
well as each step of data recording, monitoring and processing shall be subject to the m-
-dependent Quality Assurance at CRO.
Page 8 of 16

Or. V.A Kothiwale 0
Registrar L 33 3
KLE Acaderny of Higher Education and Research,
{Deemad-to-be- Univarsity wls 3 of the UGE Act, 1936)
Belagavi-590 010,Karnataka

T



Iy,

v)

na

. o -‘ -....u'y \ul!.:l u\-\.‘UI(IiIlB o a stud ane T . Tl o . . -
ducted in accordance wilh (e SOPs of (he Ci‘i()ljg:‘al(l;;[gg]g plan. e audits will be €O

I'or mpuitnring visils and in ¢ase of
Inycsltgnlm' must provide direel
oripinal source dat
data, Furthermor

andlits and inspections by authoritics, the Principal
, aceess to the complete study records including CRFs,
a, study documentation, and, if nceessary, any additional background
e, iccess 1o Sludy related facilities must be ensured.

‘(;l(l)l::IZE:IIIIIJ(]:II:IT']:)IQ(HTlcnnl !(cc(),rds: The INSTITUTION and the Principal Investigator
will 1 R “ l_“'(}’ palients _ nnouym.lly viull be mmntaich, :m_(l that their identilics
Ve e P'(}lttlt.d {l om unauthorized partics. Documents stafing paticnis® names must be
kept in rl:lt'wt confidence by the Principal Investigator. On CRTs or other documents re-
1_“9}%:&1 rom the INSTITUTION, patients must not be identified by their names, but by
initials un'd paticnt identification number. ‘The Principal Investigator is obliged to main-
tam a subject identification code list showing (he patients’ full name and date of birth to-

gelher v.vith the corresponding patient identilication number to allow revealing identity of
any subjeet,

T.hc Principal Investigator agrees that representatives of CRO/SPONSOR, of the respon-
S}l)lc IBCARDB and ol national or international regulatory authorities may inspect the pa-
lienl records al the site for source data verification. SPONSOR and CRO guarantee for
their representatives that patient data will be treated confidentially. Monitors and Audi-
tors are [urther bound to secrecy.

AMENDMENTS: The CRO, on behalf of the SPONSOR, may from time to time, make
changes to the Protocol, Changes in the Protocol must take the form of written amend-
ments and shall be approved by all signatorics of the final version of the Protocol. Any
amendments to the Protocol which affect the patient (e.g. changes in proce-
durcs/assessments or matters relating to patient safety) require approval of the relevant
ethics committee as well as further informed consent from each concerned patient prior to
implementation. The Principal Investigator shall obtain such approval, Changes of purely
administrative nature shall be notilied to the committee by the Principal Investigator, but
do nol require formal approval.

INSPECTIONS:

By Representatives  of CRO/SPONSOR: The INSTITUTION aprees that
CRO/SPONSOR’s representatives and clinical monitors 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 writlen notice, as is necessary to ensure
that the Study is conducted in accordance with this Agreement. In the event any such rep-
resentalive or monitor observes non-compliance with this Agreement, incomplete, illegi-
ble or inaccurale 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 con-
cern and shall promptly notify such representative or monitor of such remedial actions
taken.
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7.

Lovernment will hgve

.......... oreselaives: The INSTITUTION
: ACCESS (0 1ls Facilitiac
as may be legally requesied b e,

agrees that representatives -of the
el and such documents pertaining to the study
pl(zse in(l_ividuel]ly— idcnlil"labIc3;:2:';(;1:112;:?1:?(?:':]1':::]("03,l 'l‘lljc_IN‘STH:U"I'I_O.IV\I S]I]Eil” r}wl)l ,(!]S-
mformation or ofler Confidential Tn o™ 1on, mdividually-identifiable wealth care
cepl as required by law, and iI tl‘- IN "(')]‘II]?“'O-H to Sl.wh govmnmcpta} 'rcprcscr.ltatw.es‘ ex-
information or other C;Jnt‘i | “] | f?HllJ.l.lON discloses such individually-identifiable
INSTITUTION shall souk .( Ol’llm nlprmallop to such governmental representatives, the
governmental ren Seck an appropriate, wrilten agreement of confidentiality from such

nenta répresentatives prior o making such disclosure. The INSTITUTION shall
Promptly provide copies (o the CRO/SPONSOR of any notices, correspondence and other
dqcmnemauon recetved or preparcd by or on behalf of the INSTITUTION in connection
with any governmental inspection, action; inquiry or correspondence relating to or that
may Elffecl_the INSTITUTION’s activities under the Study. The INSTITUTION shall
tflke all actions necessary 1o remedy any non-compliance cited by governmental authori-
ties and shall promptly notify CRO/SPONSOR of such remedial actions taken.

W ARRAN"I?[ES AND DISCLAIMER OF WARRANTI ES: INSTITUTION warrants
that afl services provided under this Agrcement will be provided tn a professional and
workmanlike manner, in compliance with the Standards and the terms of this Agreement.

AGREEMENT TERM AND TERM INATION:

a) This Agreement is effective as of beginning of the study, and shall continue until 5 (five)

years after completion of study, unless terminated sooner in accordance with this Article

7 or unless extended for a defined period by a signed written amendment in accordance
with Article 14,

b) The Study and this Agreement may be terminated by written notice from the SPON-

SOR/CRO to the INSTITUTION for any of the following reasons:

1. Notification to CRO/SPONSOR from applicable regulatory authorities to terminate
this Study.

i, Determination by CRO/SPONSOR that the INSTITUTION is not performing the
Study as required in the Agreement and/or is not meeting the agreed upon patient
enroliment requirements set forth in Section 7(c) herein.

i, Failwre of the Principal Investigator and/or the INSTITUTION to provide
access to the SPONSOR monitors or SPONSOR representatives to the INSTITU-
TION’s facilities and all orignnal medical fecords and Study-relatéd docuinents ne-
cessary 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 patients) to be available, upon reasonable notice and by
prior mutually convenient time appointment by CRO/SPONSOR, to meet with the
CRO/SPONSOR monitors or CRO/SPONSOR representatives durin g the course of
the Study as necessary to discuss information relevant to the Study.

v. Unauthorized replacement of Principal Investigator, in accordance with Section
7(b) herein.

vl.  Determination by SPONSOR that business or scientific considerations require ter-

mination.
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Case R t i :
eport Forms provided to the Principal Investigator by the CRO/SPONSOR \

for use in t]
forwardend r;etﬁglgﬁf{g/%gm completely, accurately and/for legibly completed and/or
ONSOR’s designated representative, as appropriate, with- \

In one (1) week of each patient’s visit date.

¢} The INSTITUTION ma i i
Yy terminate this Apreement b itt tice [ the INSTI-
TUTION to the CRO/SPONSOR for any of followi|1gyr2:;o:2: nofiee from ™

. SPONSOR does not comply with the Clinical Trial Protocol provisions related to
supply of Tnvestipational Product for the Study, or the CRO/SPONSOR does ot
§upply_otlfer agreed-upon study related material.

The Principal Investigator reasonably suspects an adverse reaction/adverse event re-
lalef?l to the Study procedure and of scrious nature, after informing the Institutional
Ethics Committees and the CRO/SPONSOR.

H,

d) In case of any termination or expiration of this Agreement:
i, }jesponsibilily for treatment -of enrolled patients will be as specified in the Stan-
ards;

i1, The INSTITUTION shall cooperate with the SPONSOR/CRO for an orderly wind-

down of activities, with due regard for patient safely and welfare;

1il. The INSTITUTION shall return or destroy all Confidential Information to
CRO/SPONSOR, at the CRO/SPONSOR’s élection, in accordance with Section
7(d)(iii) herein;

v. The INSTITUTION shall promptly provide all Agreement deliverables due to the
CRO/SPONSOR and, if requested by the CRO/SPONSOR, provide copies of all
Work Product (including without limitation all Trial Data) to CRO/SPONSOR, in
accordance with Section 7(d) (ii) herein;

V. The TNSTITUTION shall return and/or dispose off all remaining Investigational
Product or other Materials received or obtained hereunder, in accordance with the
Pratocol, Standards and the directions of CRO/SPONSOR, in accordance with
Section 7(d) herein; ,

vi. The INSTITUTION shall, within thirty (30) days after such termination or expira-
tion, provide a final invoice to the CRO, and

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

e) The provisions of Articles 3, 6,7, 8,9, 10, 12 and 13 herein shall survive any termination
or expiration of this Agreement, as shall such othér provisions as, by their context, are n-
tended to survive such termination or expiration.

Effect of Termination
The Institution shall comply all the standard procedures required for study close out

8. 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 other Study materials will be archived at the INSTITUTION
for the period set forth in the Clinical Trial Protocel and originals given to the CRO for
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a)

b)

10,

,;t\i,;. WY LW LLLU LU Al URU shal
¢ spirt, giving credit where if is

1 [1'[.‘,‘ [ HILGATRY .
tion and > at matters of authorship in a proper, collabor-
n anda communication.

duc and procecding i
and proceeding in a manner (hat fosters cooperit-

1t is hereby ex

pressl - .
port as well as in th}é i‘:}z(:-:lﬁlccdile;rllxat all lnlc_llcctunl Property Rights in the final fest re-
with the SPONSOR. CRO. generated during the process of Clinical trial will reside

a) Th
) theeg}époell,fg ;ithet_smd}’, as set forth in the total projected budget, shall be paid by
budget, in case it es lrnated. not‘ to exceed the amount mentioned in the total projected
_ doc.u-m:3 Cod seor ex.(_:eeds it will be I’nutually agreed upon on reasonable grounds and
the CRO ppropriately. The CRO’s payment to INSTITUTION s contingent upon
receiving payment from the SPONSOR. Funds shall be paid by the CRO to

the INSTITUTION for the satisfactory and timely performance under this Agreement,
as per the payment details, terms and conditions laid out in

b) Annéxuré A.
All payments will be based on actnal patient visits for every 3 months.

Method of payment

CRO, on behalf of the Sponsor shall pay the relevant cost and fee as set out in Annex-
ure A to the Institution and Institution will pay Principal Investigator.

Details of Payee are.
Trial Payment

Payee Name: CMS Clinical Research Pvt. Ltd.
PAN Number: AAF CC845T™M

Note: All the payinents inade to the payee are subject to Tax Deducted at Source (TDS)
as per the applicable existing tax laws in the country and CRO will deduct the tax at the

time of making payments unless a valid Certificate) from tax authority is made availa-
ble.

¢) An insuranece policy, as relevant; for the participating patients covering any injury or
Tiness suffered as a direct result of their participation in this Clinical Study shall be
taken out by the SPONSOR/CRO. All participating patients will be informed by the

Principal Investigator about the existence of the insurance policy and the extent of the
coverage.

renst
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Registrar

K{lE)E :\cgdemy of Higher Educaticn and Research @
eemet-1o be-Universidy u's 3 of the UGC Act,1658) I

Betagavi-550 0] 0, Kamatara 3 d- 2



b)

12.

1.

The SPONSOR shall p
of the nstitutf i

prior writtep, Permission of " ator or his TeSearch team under the study without the

ot idemif_v or us
gato

- ¢ the names, trademarkc \
on, P.rmc]pa] Investiog ) marks, rade names or symbaols

may disel : 21N a certain level of transparency about jis collabora-
) " aisclose the identity of the INSTITUTION, publicly as tlable in-
format e I , publicly availa in
Agroe 1;1(:] ?bout‘the II\J-S_’I‘I'I'U"I”ION and the broad purpose of the collaboration under this
ot nt to third partjes such as a Court of Law, regulatory agencies, governmental or
Sdlagencies, other collaborators, other investigators invelved in the project and the or-
gamzation (profit or fon-profit} funding the development of thelnvestigational Product.

{klso su_ch details can be shared in scientific forums and with other medicai professionals,
1f questioneq.

The INSTITUTION shall not identify or use the names, trademarks, trade names or sym-

bols of the SPONSOR, the SPONSOR’s employees or affiliates, SPONSOR, SPON-
R’s employees, donors or affiliates or any other author of the primary collaborative

publication described in Section | 1(b) herein for publicity or product promoting activity,

Prior to the beginning of the Study, the CRO/SPONSOR shall develop external commy-
nication guidelines for use by the INSTITUTION. The INSTITUTION agrees to comply
with such guidelines. The INSTITUTION shall not issue any press release concerning the
Study or this Agreement without the prior, express written approval of SPONSOR.

LIMITATION OF LIABTLITY: The parties expressly agree that there shall be no | mi-
tation on either Party’s liabilitv for anv claims. damages. losses or liabilities anising out of

BEEN NEGQTIATED BY THE PARTIES AND REFLECT A FAIR ALLQCATION

OF RISK. Any disputes that arise during the studv between SPONSOR/CRO and Prin-
cipal Investigator wil] be under the Jurisdiction of Mumbai courts.
A.PPLICABLE LAW AND ARBITRATION: This Agreement is entered into and

will be deemed for all purposes to have been made in Mumbai_ India and shall be
governed and construed in accordance with the laws of India applicable to contracts

of the Arbitration unless
Dr, V.A)ﬁx@

Registrar
KLE Acadamy of Higher Education and Research, Pase 13 of 16

: ' ‘ (Deervec tbe-Universiy ws 3 of lhe UGC Act 1956)
e Belagavi-530 010,Kamataka

343



16.

17.

18.

19.

14. ENTIRE AGREEMENT: This Agreement, céntains th

._ Mﬂlﬂﬁm This Agreement may only

= : be a
sified by the mutual written consent of the parties hl:r-(::g ¢ by and to such degree 2s spe-

ties with res i : ¢ entire understanding -
express or i'EIc)(l:iteg);he subject matter hereof and except as expresslzrzt:tn?;?t!ﬂ (f,i:l;;enpzlu
made prior {o this Agr'e ements, representations and understandings, either oral or written

greement are hereby expressly superseded by this Agreement. In the

event there i i C .
e e & conflct betwcen he Clinical Trial Protocol and the erms in the body of
commercial and conl-ermS o the body of (his Agreement will govern with respect to
of the Study ind o ]1 act terms, but s.uch Protoco! will govern with respect to the conduct
ent may ‘1 1 respeet to serving thf: welfare of patients of the Study. This Agree-

ay only be amended by a writlen instrument executed by the parties hereto, and

CR - . .. .
effe(ztillmm approve any such amendment in writing prior to such amendment becoming
e,

SEVERABILITY: The invalidity or unenforceability of any term of provision of this

Agr-eement shall not affect the validity or enforceability of any -other term or provision -of
this Agreement.

ASSIGNMENT: The Principal Investigator may nol assign or transfer any of their rights
or obligations under this Agreement without the prior written consent of the CRO. The
CRO may assign this Apreement and all its rights and obligations her eunder tO a Succes-
sor or assignee of the business to which this Agreement relates.

WAIVER: No waiver of any term, provision or condition of this Agreement whether by
conduct or otherwise in any one or more instances shall be deemed to be or construed as
a further or continuing waiver of the same term, provision or condition, or of any other
term, provision or condition of this Agreement.

NOTICE: Any notice required or permitted hereunder shall be in writing and shall be
deemed given as of the date it is (A) delivered by hand or (B) received by registered or
certified mail, postage prepaid, return receipt requested, or received by facsimile and ad-
dressed to the party to receive such notice at the address set forth below, or such other
address as is subscquently specified in writing:

Dr. VA Kothiwale
Registrar

KLE Academy of Higher Educati
g ucation and Re 16
(Deemed-za-be-Unfufersir; t's 3 of the UGC Acts, 199asrg)hl Page 14 Of
Belagavi-580 010,Kamataha 3 4 d
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"'i.;ll_”.;REOF, the parties hereto |
*" proper persons thereunto duly authorized

ave execculed

If to Principal Investigator:

FUTIIEN B A P ~5
S8 AT RLEHT]

§ ) {UR0)

PR,

Bl

—

ik
o Consuiion
GORLES Dy, Prohcs

{30spitai & ARG Baigaum-id

Dr. Siddalingeshwar Ishwarappa Neeli
KLE’s Dr. Prabhakar Kore Hospital & MRC,
Nehru Nagar,Belagavi-590010

this Agreement in Quadripartite by

—_————

IT to INSTITUTTON:

=]

edical Director & Chief Execu'liVﬁ
/XES Dr. Prabhakar Kore Hospital
edical Research Centre, BELAGAVL.

Dr. M. V. .lall}fI
| Medical Director and Chiel Execltive
KLE’s Dr. Prabhakar Korc Hospital & MRC,

Nehru Nagar, Belagavi-590010

If to SMO:

O
S Z
2 %]
k)
Ny {vo\“\\’

Ms. Nidhi Singh

Head- Clinical Operation

CMS Clinical Research Pvt. Ltd. Newbridge
Business Centre, Inox Tower-B, Plot No. 17,

cctor-16A, Film city, Noida, India

If to CRO:

Dr. Neeta Nargundkar

Managing Director,

Biosphere Clinical Research Pvt. Ltd.,20/21,
Gr. Floor, Lake City Mall, Kapurbawadi Naka,
Thane (W) - 400 607, Mumbai, Maharashtra.

5
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ditnexure 4

Name of the Site: k] ok
: 5 Dr. .
o r. Prabhakar Kore Fos ital & MRC

ovisipnal Investigator Site Payme

nt-Per Patjent cost 1s as follows:

7 Payments INR
' T R e
——'_'_‘_‘*‘—-—Vli—s_i:[—l-'—s.c_refﬂng visit/Baseline 2830
Visit 2- Randomization visit 2000
Visit 3- Follow-up visit 1800
Visit 4- Follow-up visit 1800
Visit 5- Follow-up/End of Study visit 2830

Note 1: The above payments are inclusive of Investigator Fees, Sub-Investigator Fees, Institu-
tional Overheads and Administrative Charges, applicable for this study.

Note 2: Lab Charges excluding Penile Doppler [or Visit 1 and Visit 5 will be TNR 2210/- and
INR 730/- respectively. Penile Doppler charges of INR 1300/- per test will be paid at actual.

Note 3: Subject Travel Reimbursement charge will b¢ INR 500/- per visit,

Note 4: Clinical Research Site Coordinator Fees 10,000/~ Per Month will be paid from Site In-
itiation Visit to Site Close-out Visit.

Note 5: The above payments are applicable only for randomized completed subjects.
Note 6: For Screen Failure subject charges will be paid INR 2830/- per subject. Lab Charges of

INR 2210/-and Penile Doppler charges of INR [300/- as applicable; this will be paid only to
10%.of the total randomized completed subjects at the site.

Note 7: For drop-out subjects payment will be made per completed visit on pro-rated basis,

Note 8: SMO and PI will share the profit.
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Amendment — [ to the Clinical Trial Agreement

This Amendment Agreement (“Amendment —I”) is made as of 18" December, 2017 {"Effective Date™)
by and hetween:

Lupin Limited, a company incorporated as under the Companies Act, 1936 and having its registered ofTice -
at Kalpataru Inspire 3™ Floor, O[f Western Express Highway. Santacruz East, Mumbai 400098 (hereinafter
“Lupin™); and

Dr. Mallikarjun Karishetti, an Indian citizen/ resident. with his address at A14/8. Staff Quarters, J.N.
Medical College Campus, Belgavi. Karnataka and having PAN: ADRPK2096A (hereinatter “Principal
Investigatar™); and

KLES Dr. Prabhakar Kore Hospital and MRC, with its address at, Nehru Nugar, Belgavi 590010,
Karnataka (hereinalier “Institution™).

Lupin. Principal [nvestigator and Institution may hereinafier collectively be referred 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 14" September, 2017 (hereinafier “Agreement™) whereby the Principal Investigator agreed
to conduct the Study under the Protocol at the Institution subject 1o terms and conditions contained
in the Agreement.

B. The Parties are desirous ol amending certain provisions of the Agreement and henee have agreed
lo enter into this Amendment — 1.

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

. This Amendment — | shal! be effective from 18" December. 2017 (“Effective Date™).
2. The Parties hereby agree that with ¢ffect from the Effective Date. Attachiment — B of the Agreement

shall stand deleted in its entirety and shall be replaced by Attachment — B of this Amendment ~ |

3. The Parties hereby agree that with effect from the Effective Date, Altachment -~ D of the Agreement
shall stand deleted in its entirety and shall be replaced by Attachment — D of this Amendment — 1.
4, All other provisions of the Agreement shall remain binding on the Parties with full force and eftect.
A
Agreement Code: 10016898 ( Siwe .o PEeYARothiw Confidential
/‘{ B Registrar
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5. Terms used that are not specilically 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 — 1, and this Amendment — 1 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.

IN WITNESS WHEREOPF, he Partics have execuled this Amendment as of the day, month and year first
hereinabove written,

Accepted and Agreed Accepted and Agreed
For Lupin Ltd, by the Principal Investigator
—
e &
By: Dr. Dhananjay Bakhle Name: Dr. Mallikarjun Karishetti

Its: EVP & [Head -- Medical Research

-t

S JUL TR WS L Ly
(ag, P, &, Wb ansr TR ‘"2!.
H N --;.—l—\m

LR e DY DR | R
Chiol Donizehy ; . JiFr

Accepted and Agreed
For KLES Dr. Prabhakar Kore Hospital and MRC KLE's 3 Frab

bt~

Ewcwcan DITeelar & Ciet Executive

- T

Qoeeabasnach aed BRC

s
Beipaum-Gaigil

;ES Or. Prabhakar Kore Hospital &
edical Research Cenire, BELAGAVI.
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Attachmeni - B
RESEARCH GRANT PAYMENT TERMS

B-1.  General Terms. Principal Investigator(“Payee™) will be paid the per patient grant amount as
outlined on Attachment-D (Research Grant Worksheet) per Trial Subject properly enrclled in (he
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 enroiled
or continuing in the Trial in violation of the Protocol.

B-2.  Payment Terms. Research grant payments for each Trial Subject will be made in Indian Rupees
(INR) quarterly and based on approval of invoices submitted.Invoices wil] be issued by Payee upon
notice delivered by Lupin. Payments will be made in accordance with ¢CRFs submittedand
manifored, and in accordance with Allachment D “Research Grant Worksheet™ Monitoring will
oceur based on site enrollment and completion of data entry. Payments will be made in quarlerly
installments on a pro-rata basis. Undisputed invoices will be paid by Lupin within 60 (sixty) days
of such invoice issuc date. .

B-3. Non-Procedural Costs. Payee will be paid for additional non-procedural costs that arc pre-approved
by Lupin, as set {orth in Atlachment D. To request payment for such costs. Payee will remit an
itemized invoice 1o 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 Altachment
D.

B-4.  Tinal Payment. At the conclusion of the Trial, 41l 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 compleled and received; data queries have been satisiied: all Lupin Drug is returned; and alt
close oul issues are resolved and procedures completed. including {inal 1EC notification. All queries
must be resolved within five (3) days of receipt by Payee any time during the Trial.Lupin or its
designee will perform final reconciliation of al] payments made to date against tolal amount due
and will promptly pay Payee amounts remaining unpaid, if any.Payce will promptly reimburse
Lupin amounts overpaid within thirty (30) days of notification by Lupin or designee.

B-5.  Taxes.

(1} All payments to Payee by Lupin will he subject to deduction of TDS.

(2) The Payee shall comply with all its obligations under applicable tax laws in force 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 ils laxes and make al] filings necessary under
GST Law. including the GSTR-§ Torm. within the prescribed timelines. The Payee shall defend.
indemnity and hold Lupin harmless against all lasses, claims and liabilities arising out of any
failure by the Payee to meet its obligations under GST Law, including any failure or crror (hat
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 authoritics’ demands, and to resolve any mismatch of
Lupin and the Payee’s GST tilings within the timelines prescribed under the GST Law.

{3) Payce acknowledges and agrees thal it is solely responsible for the payment of any and all
contributions and taxes imposed by any applicable Authority with respect 10 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
responsibility for reporting all payments received. under this agreement, to Lhe relevant taxation
authorilies as required by local regulations.
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B-6.  Screen Failures. A Screen Failure is a consented Trial Subject who fails to meet the sereening visit
criteria and is thus not cligible for enrollment into the Trial. Sereen Failurcs will be reimbursed. il
al all, as outlined in Attachment D, based on work completed pursuant to the Protocol.

B-7.  DPatient travel reimbursement. I.upin, will reimburse rcasonable 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 documeniation (i.e. receipts) submitied to Lupin.

B-§.  Administrative Start-up Fees. Within sixty (60) days of execution of this Agreement and receipt of
a valid invoice, Lupin, will pay a non-refundable start-up payment in the amount listed in the
Attachment D for the work performed to prepare for site activation and enrolment (including but
not limited to, feasibility study, initial training ol Protocol, briefings. advance talks. provisions of
room for the monitoring. initiation of the Study at the Center, training of the future Members of the
Study Team. participation in Investigator ‘s meetings, contract review activities, the cost for
purchasing small equipment, set-up costs for equipment and all other preparation).This amount will
be adjusted from final payment(s) for the Trial.

B-9.  Necessary Procedures. Payee will be reimbursed tor 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 budgel. or if there is no such unit cost in the budgeét, at the appropriate unil cost pre-approved
by Lupin in writing, and will require a separale invoice with documentation for the medical
neeessity of the procedure. Where practicable. Lupin’s prior writlen consent will be obtained.
unless it will compromise the integrity of the Trial or affect Trial Subject safety, in which case
Lupin will be notitied as soon as practicable after the fact.

B-10.  Payee. The research grant payments will be made 1o the following payee and address:

Payee Name: Dr Mallikarjun S, Karishetti

Payee GST Number: NA

Payee PAN No.: ADRPK2096A

Payee Bank Account Details: Savings

Bank Name: Canara Bank

Bank Address: KLES Hospital Branch, Nehru Nagar, Belgaum-10
Bank Account Number: 85151010001000

IBAN Number: NA

IFSC Code: CNRBODORS1S

Email address for remittance information: Drmallikarjun K@hotmail.com

In case of changes in the Payee’s bank account details, Payce is obliged (o inform Lupin in writing.
but no amendment to this Agreement shall be required.

B-11.  Invoices. All invoices musl be issued and forwarded to the lollowing as instructed:

Lupin Limited (Research Park),
Survey. No. 46A/47A,

Village Nande, Taluka Mulshi,
Pune - 412115, Maharashtra. India
Attn.: Dr Rajesh Kumawat
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Each invoice must contain: (1) Lupinname, (2) Protocol number. (3} Project code, (4) a summary
of the reimbursemint to be made in compliance with the Research Grant Worksheet, and (3) the
GST Registration Number, (4) it GST reverse charge mechanism applies, the note “GST reverse
charge applicable”.

Payce will not receive any payments for pass through expenses whereby Payee has failed to produice
actual copy invoices or other documentation clearly substantiating that the expenditures were
actual, reasonable, and verifiable in the amount submited for compensation,

Any invoices submitted by the Payee more than 45 (forty five) days after the database lock will not
be reimbursed.
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Attachment - D

RESEARCH GRANT WORKSHEET

Grant Worksheet
Principal Investigator: Dr, Mallikarjun Karishetti
Protocol No.: LRP/LNP1892/2016/007
Main Study
Investigator Graut Per Putient Cost (INR)'
screening (All activities per protocol) 8,000
Day 1 (All activitics per protocol) 10,000
Day 8 (All activities per protocol) 3,500
Day 15 (All activities per protocol) 3,500
Day 30 (All activities per protocol) 10,000
Day 60 (All activities per protocol) 10,000
Day 90 (All activitics per protocol) 10,000
Day 97 (All activilies per protocol) 8,000
Total per patient amount - Main Study 63,000
~ PKPDStudy. — T
Tuvestigator Grant Per Patient Cost (INR)'
Screening (All activities per protocol) 8,000
Day | (All activities per protacol) 5,000
Day 2 (All activities per protocol) 3,000
Day 8/ EOT (All activilics per protocol) 3,000
Day 9 (All activities per protocol) 2,000
Day 10 (All activities per protocol) 2,000
Day 15/ FU Visit (All activities per protocol) 2,000
Total per patient amount - PK PD Study , 27,000
TOTAL PER PATIENT GRANT AMOUNT (Main 90,000
Study & PK PD STUDY)
Additional Study Related Costy Cost (INR)'
Screen Failures® 8.000
Palient travel reimbursement 500
12 Lead ECG (Only at Protocol scheduled {ime points) 400
Ultra-Sonography (USG) Neck (Only For Main siudy, 1,500
Parathyroid Gland size assessment at protocol
scheduled time points)
Hospital Per day charges (Night stay) (As per PK PD 2,000
_protocol schedule only)
Hemodialysis cyele (Post randomization per cycle cost, 2,500
Only for patients randomized on hemodialysis armn)
|_institutional Overhcads® 20%
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Inyoiced Charges’ Cost (INR)'
Administrative Start Up Fees 50,000
Archival Fees (For 15 Years) (includes onetime set up 41,000
charge) e
TOTAL Iuvoiced Charges 91,000

Notes:

"T'otal Costs are inclusive of indirect cost.

‘Ratio: 1:1 (One (1) Screen Failure for every one (1) subject randomized into the Study. Screen Fails are
*Institutional Overheads would be calculated per total investigator grant payment and would be paid as a
part of each quarterly payment.

“Invoiced Charges to be paid upon receipt of invoice from Principal Investigator, Administrative Start up
fees at the time of site initiation, Archival fees before site close out *
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