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OBSERVA‘TIONAL STUDY S5ITE AGREEMENT

This Observational Study Site Agrcem 0l ("Agreement"), having an effective date of 18- |
- Mar-2017 (“Effective Date Y,
between
Dr. Hemangi Rajiv Jerajani, an individual, having an address at MGM Medical College &
Hospital, Sector 18, Kamothe, Navi Mumbai-410209, will serve as the pr1nc1pal mvestlcratm
' (“hclem after referred to as Prmapal Investigator”),
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“the. institution at M( Medmal College & Hospital, Iocated:a

-and collectively referred to herem as the “Parties.”

N e,

Mumbai-410209, (“hefem after referred to as In-,tlﬁumon”)

(collectively, PrmCIpal Inves’ugator and Institation, with its personnel,' off1cers board

‘members, affiliates and agents, shall herein after be referred to as “SIT E”),

 And

BioQuest Solutions Pvt. Itd, with a principal place of business at- #24, Wellin'gton St,
Richmond Town, Bengaluxu Karnataka 560025. (herein after referred 10 as the CRO)

CRO, Site, and Prmmpal Investlgater are each md1v1dually referred to herem as a “Party”

RECITALS.

WHEREAS, by 'sepér'ater MSA dated

Hyderabad, Teiangana 500034, has engaged CRO, a contract research o:rgamzatlon acting

as an independent contractor, to act on behalf of SPONSOR for the purposes of transfersing
certain obligations in connection to this Agreement; said obligations including negotiation

and execution of the Agreement and. payment admmistratlon of grant amounts in
_cowdmatlon with the SPONSOR and; s :

: WHEREAS CRO actmg as an. mdependent contractor on behalf of SPONSOR desn:es 10
- coordinate  an observational study . entitled - “Real = world, - Non-interventional,
Observational Study of Venusia® Max Cream as Moisturizer in Psoriasis” (“the

. Study™), which shall be conducted according to. SPONSOR’s Protocol Number GGI-

VENUSIA -11-16 (“Protocol ) incorporated herein by this reference; and

WHEREAS, SPONQOR has devuoped an investigational product candidate deugnated as.
~Venusia Max (¢ ‘InvesUgatmnal Product™); and : _

.

_ WHEREAS SITE has acquired expertise in oonductmo researeh evaluanom inc 1ud1ng
- observational studies; and

- WHEREAS SPONSOR and CT?.O \msh to engage ihe SITE to Facﬂhate anu carry out the

StLdv and

)

WHEREAS SITE has sufficient authority, compefence and experience in conductmg‘

observational studies and, having reviewed the Protocol, and sufficient information
regarding the Investigational Product related to the Study, desires to so parncmaie in the
Study as more partu:ulaﬂv described in this Agreement; and -
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ector IS,Kamothe, N_avi '

. Dr. Reddy" 5 I'Ja‘edratc.)i'ies' Limited
- (collectively, with its personnel, officers, board ‘members, afflhates ‘and agents,
“SPONSOR™), with a principal place of business at 8- 2-337, Road No. 3, Ban}ara Hills, -




: SITE is willing to undert_éke fﬁ;e Stu

: d forSPONSOR according to the tefms,'
d'covenants hereinafter set forth. G omee ' -

N W EREFORE THIS AGREEMENT WITNESSETH, that in consideration of
the ‘mutual covenants herein contained and other“good -and valuable consideration

" exchanged between the Parties, the receipt and sufficiency whereof is hereby. -

ac@ﬁwledgcgi'by__the Parties hereto, the parties covenant and agree as follows:

Statement of Work

" 1.1 SITE will take appropriate direction and Vsupervision from CRO in connection w;th -

- monitoring, supervision, and carrying out of the: Study.

. Pcrlod of Performance

'. 21The 'p'erformancd of this Agreement shallmbc.froni'; the-Effectivé Date -tiil the dété :df.'

' ‘termination of the Study by SPONSOR, unless eatlier ‘—tér'x_ninéted in accordance with Asticle "

A2ofthisAgreement. -0

ARTICLE3

Y :1-.C0nduc;’[ of the .Study

3.1 The SITE agrees to conduct the Study in strict acCordanée with the Protééol-attééhéd to

+this Agreement as. Atiachment B, as amended from time to time, in accordance with the

_terms and conditions of this Agreement, and all applicable local laws and regulations”

applicable to the territory in which the Study is being conducted which is [mention the
Cterritory in which the Study is conducted] (herein after -collectively- referred to as,
-~ “Applicable Law”). - : o :

32 Thé Study will be supervised by the Principal 'Investi.gator,' who \?\rrill: persoﬁaily be

responsible for the direction of the research and the conduct of the Study in accordance with

the applicable policies" of the SITE, which the Principal Investigator and Institution represent

~and warrant are not inconsistent with (1) the terms of this Agreement, (2) the Protocol, (3)
* generally accepted standards-of good clinical practice, and (4) Applicable Law. Principal
‘Investigator shall conduct the Study and use his/her best efforts to complete the Study in a
-professional manner in accordance with the highest standards in the industry and in strict
adherence to sub-parts (1) — (4) of this Article 3.2. If the Study is conducted by a team of

“individuals including Sub-investigator(s), the Principal Investigator shali be responsible for

all Sub-investigators and Study team members utilized in any manner, in connection with the
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€ach Sub-investigator and team member- to follow the
ator and otherwise adhere strictly to the Protocel.

Study, and SITE shall inStr
direction of the Principal Invg

3.3 SITE will notify CRO _t:til—ia-tel-j.r if Principal Investigator is unable to confinuc as
principal investigator for the Study. Institution further agrees.that no other investigator may
be substituted for the Principal Investigator without the prior written approval of CRO. If for

any reason, Principal Tnvestigator is unable to serve as principal investigator, and a successor
acceptable to CRO/SPONSOR is not available, this Agreement shall be terminated as
~ provided for in Article 12250 . '

3.4 As required by Applicable Law, prior to initiation of the Study, SITE shall ensure that the
Protocol has been reviewed and approved by the appropriate Ethics Committee (“EC”) and
shall provide CRO with evidence of such EC approval pertaining to the: (i} the Protocol
“and/or any subsequent modifications thereof, and (i) the informed consent form and/or any

subsequent modifications thereof.

3.5 As required by Applicable Law, SITE shall obtain the informed consent of patientsto
- participate in- the Study prior to said participation, and shall document the Study patients’
informed consent by securing from each patient, his or her signature upon an informed
- consent form that complies with Applicable Law and is approved by an appropriate BEthics
- Committee (FEC™), a copy of which shall be retained by the SITE. The Study patient shali
~ also receive a signed copy of the informed consent. Further, the name, medical history, and
“any and all information relating to a Study patient obtained as a result of or in connection
- with his or her participation in the Study shall be held in strictest confidence and trust, and
“shall not be disclosed or transferred to third parties except as expressly permitted by this
" Agreement or the Protocol. . - Lo |
3.6 SITE shall ensure that Study patients have agreed to participate in the Study as defined
by the Protocol to be conducted at the Institution’s facilities in compliance with Applicable

Law.

~ 3.7 SITE shall undertake to ensure that all Study patients are adequately informed of the

 aims, methods, anticipated benefits and potential hazards of the Study and the circumstances

under which their personal data might be disclosed 4 yelevant third parties including, but not
limited to, CRO, SPONSOR and/or its affiliates, competent authorities, and/or ethics
" committees, in accordance with the requirements for such information as set forth m the
‘Protocol prior to including any subject in the Siudy. '

3.8 Institution and Principal Investigator hereby rcpresenis that meither: {a) has a conflict of
interest that would affect the conduct of the Study; (b) has received any offer by SPONSOR,
CRO and/or their respective representatives or affiliates, of any extra benefit for participation
in the Study, including offers to family members. Further, SITE agrees to promptly notify
CRO if it becomes aware of any conflict of iaterest that arises daring the term of this
 Agreement. SITE not enter into any financial security transaction based on the Study data or
the Study results. Without limiting the foregoing, SITE acknowledges that as of the date of
this Agreement, neither Institution nor Principal Investigator are parties to any oral or written
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! (i) is inconsistent with this Agreement
SITE’s performance hereunder or (if) will in any way limit or conflict with SITE’s ability
alfill its obligations under the terms of this Agreement. SITE further represents that it
it not knowingly enter and will instruct its sub-investigators not to knowingly enter into
h conflicting agreements during the term of this Agreement ' ' o

3.9 Adverse Events. SITE shall report to CRO and EC with a copy to SPONSOR, any death, '
life threatening, or serious adverse event, or other event as specified by the Protocol. Such
notification shall be given promptly, and in no instaneg later than twenty-four (24) houss of
becoming aware of such an event and shail be made in‘accordance with the procedures
outlined in'the Protocol concerning the reporting of adverse events. '

3.10 No changes or revisions in the Protocol shall be made unless first mutually agreed upon
in writing by SPONSOR and/or CRO and the SITE, and reviewed and approved by the ECin
accordance with Applicable Law. = If any changes in the Protocol affect’ the charge for
research conducted in the Study, the SITE shall subr
CRO’s and SPONSOR'S prior written approval. b

ARTICLE4
‘Payinelif L
41ln consideration of the work p.er_for-med by SITE, péyménts shall be .made to fhe SITE by

CRO for evaluable Study patients in accordance with the terms of Attachments A; subject
_ however, to the following termms and conditions: T o '

411 I the event of early Study termination by SPONSOR, CRQO, or the EC, as
" ‘contemplaled under Section 12 herein, the Institution will be reimbursed in full for completed
Study patients except that Insiitution shall not be teimbursed in full or in part for any breach
of this Agreement under Section 12.CRO shall reimburse Institution on a prorated basis for
enrolled Study Subjects that are terminated eatly due to Sponsor, CRO, or EC termination of

it a written estimate of the charges for

the Study. CRO will compensate Institution for services provided up 1o the effective date of

‘termination and for any services provided after termination that are necessary to safeguard .
subject safety or comply with Applicable Law, rules, regulations or CRO requirements.

412 CRO Teserves the right to temporarily withbold payment {0 Tnstitution if it is
determined from a monitoring visit or audit that there are significant errcss in the Case record
forms (CRFs) or where CRF’s were not completed and/or provided to CRO n a timely
. Tnanner. ' L 3 : :
ARTICLE 5

" Record Keeping and Access. .

-
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..+.5.1 Institution and Principal Invesugator shall prepare, maintain and retain complete current,. .
. organized, and legible Study doc nents relating to the performance of the Study whlch are
o required to be retained under - pphcable Law and the Protocol (collecnvely, _“Study

:“Records™) for each Study patient no_later than ten (10) days after a visit. SITE shall respond
-to ali data queries within seven (7) days from the date of siuch réquest. SITE will ensure that -
all personnel take appropriate measures to prevent unauthorized access to the eiecuomc data

capture system including mamtammg confldennahty of their passwords. '

5.2 Authorized representatlve(s) of CRO and SPONSOR after arrangmg in advance with the'
Principal Investigator and the SITE shall be allowed during regular business howrs, and at
reasonable intervals, to examine and inspect SITE facilities utilized in the performance of the
Study, and to inspect and copy all‘Stidy data, records, and work products related to' the
. Study, for purposes of assuring-compliance with Applicable Laws, the Protocol, and the
terms of this Agreement. Audits shall be at no additional cost to CROQ/SPONSOR provided
- such audits are at mutually agreed intervals and do not significantly alter Instltuuons ablhty
to meet any deadlines delmeated in tIns Agreement :

" 5.3 Subject to ownersh1p of 1ntellectua1 property under Ar’ucle 8 and SITE’s nght 1o pubhsh
- under Article 6, all results, data_ reports, documents, information and the like generat ted in
‘. connection with the Study shall be the property of SPONSOR and shall be delivered
‘promptly to SPONSOR. After the required retention period under applicable iaw for the
Study, SPONSOR will have the option (i) to have the records returned to ‘Sponsor, (ii) to

have the records destroyed, or (iii) to comntinue havmg the documentauon stored as set forth
N "herem (at no additional cost). - :

54 Regulatory' Insp-ections and Audifs_.

A governmental or regulatory authority (including but not limited to representatives of the

. FDA or other international health agency or regulatory body, having similar feguiatory

. authority over the subject matter of the Study) may, at reasonable times, examine and inspect
the facilities being used to conduct the Study. In the event SITE is notified of any such
regulatory inspection of SITE’s records, facilities, equipment, or procedures, or. other
materials (including CRFs and patient medical records to the extent allowed by the informed

- consent document or other legal disclosure authorization), or request for access tg.the
 Principal Investigator and/or any sub-investigators to discuss the Study, SITE shall promptly -
notify ' CRO and shall provide CRO with copies of any reports issued by any such regulatory
authority, and atlow CRO o review and comment on any SITE response io such authority. It
Institution is found deficient in any manner and reasonable efforts to correct the deficiency
are ineffectual, CRO, in its sole discretion, shall either terminate SITE’s continued

~ participation in the Study and/or take such comreciive actions as may be agreed between
SPONSOR and CRO. It is further agreed that if Institution is notified that the Study is to be
the subject of an audit, SITE shall promptly inform CRO and SPONSOR.'If a formal

- response to any audit is required, Insiitution agrees te pemnt repres esentatives of SPONSOR to

“review and comment on such response.
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"ARTICLEG. -

- Publications -

6.1 Neither Institiition nor the Principal Investigator shall register the Study or Study results

on any publicly accessible forum. Institution and Principal Investigator hereby acknowledge :
and agrees that the CRO/SPONSOR has the right to use the Study results in any manner
deemed appropriate to CRO’s/SPONSOR’s business interests, both during, and following - -
termination of this Agreement and/or the Study. RN ‘

6.2 The obligé{fiops' described in this Section shall survive the expixé_tibn or termination of the - L
‘Agreement. ¢ o L o .

ARTICLE7 =
Confidentiality and Use Restrictions

7.1 CRO and/or SPONSOR will disclose to Principal Investigator and Institution, including -
its employees, agents, directors, and representatives, certain information furnished in any .-
form, including written, verbal, visual, electronic or in any ‘other media or manper, any
information that a party would reasonably consider to. be confidential or proprietary

~including, but -not limited to, information concerning ‘the Investigational Product, this .

___Agreement, the Protocol, Study results, processes, know-how, discoveries, inventioms,”
‘compilations, business or {echnical information, othér materials prepared by either Party 0
 their respective affiliates and representatives, containing or based in whole or in part, onany -
information furnished by the CRO and/or SPONSOR, and the procedures for carrying out the -

" Study, (collectively, “Confidential Information™). SITE will keep. such Confidential
Information in confidence and shall not use it for the benefit of nor disclose it to othes, PR
except as required by the Study or as defined in the Protocol and will at all times, refrain

from any other acts or omissions thai would reduce -the value of CRO’s/SPONSOR’s .
Confidential Information. SITE agrees to ensure that its employees, agents, contractors,
representatives, or affiliates (including members of the Study tearn), who have access (O
Confidential Information are bound by an obligation of non-disclosure and shall procure non- .

- disclosure agreements with such.parties with the same breadth of coverage as provided for in

““this Section 7. “SITE’s obligations of confidentiality shall not apply to that part of the ©
Confidential Information that SITE is able to demonstrate by documentary evidence: (I} .
already in the public domain prior 1o receipt of such information by SITE, or (ii) that
becomes lawfully part of the public domain through no act on the part of the SITE, and/or its

' employees, agents, and representatives; or (iif) is obtained from a third party without an
express .obligation of confidence; or (iv) where required by applicable law, regulation, legal
process, or other applicable judicial or povernmental ordet to disclose, provided that, should
the SITE be required o' make such disclosure, where legally permissible, SITE shall provide
fhe SPONSOR and CRO with prompt written notice of such request o1 requirement so that

“ SPONSOR and CRO may, al its sole expense, seck an appropriaie protective order prior 10
such disclosure; and where SITE 18 compelled to disclose, SITE shail onty disclose that
portion of the Confidential information that SITE is compelled to disclose and will exercise

Comfidential ) H K_q




reasonable efforts to obtain assurance that confidential treatment will be accorded;i_t_o that
portion of the Confidential Informatio

with written authorization for disclosur e SITE. .

isclosed; or.(v) is approved by CRO/SPQNSOR : "; .

7.2 SITE shall return, retain or .desHoYﬁ"a;_ll'?:%”Cc'mﬁdcn'tial Information to CRO/SPONSOR at

ﬁ‘?;.their request, at no additional cost, and under all circumstances except where fetention of
- "same is required by Applicable Law. o . : P

- ARTICLE 8
- Intellectual Property (IP)

*"8.1 For the purpose of this Agreement the term “Intelectual Property” or “IP” shall meané ail

' ‘patents, trademarks, designs (whether or not registered) and applications therefor, present and

* future copyright, trade secrets, rights in know-how and other rights of confidence and-all - B

other rights of a similar nature or having equivalent or similar effect to any of these which e
" may subsist anywhere in the world. Intellectual Propesty that either party owned prior to

" execution of this Agreement, or develops independently of the Study (without the use of

. SPONSOR IP and/or Confidential Information), is that Party’s' separate property and is - o

- therefore, not affected by this Agreement. - Neither party has any claims to, or rights in sach. - " .
- intellectnal property of the other party. o . R R

. 82The Parties agree that _the SPONSOR owns the PIOPfietafﬁ’ ' Iighfs '(Whﬂhel‘. or not"

_protectable by -patent, copyright or other intellectual propertly righis) fo the Study and/oi™

- Study data or materials and other reporfs required to be generated and submitied to the 1 .
 SPONSOR pursuant to. the Protocol;, and any data. compiled therein, or any discovery, . -

‘ ~ concept, or idea arising ont of the Study, including but not limited to any/all Tntellecinal.. " "

""" Property and Confidential Information provided to Institution and/or Principal Investigator

- relating to the Study, or any-inventions, mechanisms, substances, works, rade secrets, know--
“how, methods, or technigues (including improvements), tangible research products, any

intellectual property conceived and reduced io practice, made or developed, ‘the . -

Investigational Product, formulation of the Investigational Product, device, or biologic,
including its administration or use, alone or in combination with any other drug or device and
‘any related assay or biomarker, or any improvements or methods of using such.
Tnvestigational Product; existing or pending patents and patent -applications, . records or
- compilations of information {excluding records/compilations set forth in Section 8.3 herein),

- Study dats, ikcluding records produced by Institution and/or Investigator, immovations of any
kind made in performance or carrying out of the Study, and the Protocol, and the like, either

- of which, in whole or in part, relating to the Study, derived from the use or access 1o

SPONSOR’s Confidential Information, or developed conceived or reduced to practice during
the course of conducting the Study (collectively, “SPONSOR 1P™). - The Parties agree that
title, interest and rights to any SPONSOR IP shall remain the sole property of the
- SPONSOR. The parties further agree that neither party will have any proprietary or other
" ownership rights in any such SPONSOR-IP, but that such rights tn and to the following wili-
remain with SPONSOR, subject only to the right of Institution and Principal Investigator to
use such information for: (1) Institution’s own internai, non-commercial research and for
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7. standard of care medical

- educatlonal purposes pr wded such use does not violate SPONSOR’S conﬁdenuahty rights
or impede commercialization; and (ii) if required during the Study, for-the provision of

. atment for a Study patient, without Jeopardlzmg the SPONSOR’s
. Intellectual Property nghts on such subject matter. This Agreement shall not be deemed or

. construed to convey o, transfer any of such intellectual property rights to SITE except insofar

~ as necessary to permit SITE to ‘conduct the Study which is the subject of this Agreement.
- SPONSOR and SITE acknowledge that the SPONSOR, owns the propnetary rights to the
formulation of the Investlgatlonal Product, existing or pending patents and patent
applications, trade secrets, know-how, and confidential information related to the
Investigational Product: and that these and all other proprietary nghts shall remain the sole
- property of the SPONSOR :

8.3 Without SPONSOR’:S' pfior wiitten approval, SITE will not knowingly use in the Study.
any of its own or any thud—party intellectual property that may interfere with SPONSOR’s

rights to any SPONSOR TP ‘and/or Study Invention. Except as stated ‘elsewhere in the

- Agreement, the Parties: expressly authorize the use and grant a 1oyalty-free license to their
respective intellectual property to the other Party and to SPONSOR to the exient necessary
_“to accomplish the purposes of the Smdy S

8.4 The SITE wﬂl not transfe:r the Investlgational Product or related mformatlon to any third
" party, or otherwise make the Investigationai Product or related. information. available to any
_ investigator other than those listed in the SPONSOR'S Protocol, nor to any clinic or medical
facility for use with patients not properly enrolled in the investigational Study, and hereby
acknowledges that the SITE shall not use or exploit the results of the Study for any purpose.
~ other than that contemplated by this Agreement o

'8 5The obhcratlons descnbed in this Secuon shall SUrvive the explranon or fermination of the
Agreement. . : S : L o

ARTICLE 9

Use of Names

9.1 Neither party shall be permitted tc use the name, trademark., trade. name, logo, or any
 adaptation thereof, of the Sponsor and/or either Party hereto, in any news or publicity release,

" policy recommendation, advertisement, promotional material, promotional activity, or in any
other commercial fashion, without the prior written consent of the other Party or where
applicable, of SPONSOR subject however, to the following:

9.1.1. CRO/Sponsor may, without prior consent, identify IIISH"U.'[IOII and Prmczpal
Invesﬂgator as the entity and/or persons conductmg the Study; *

~0.1:2. CRO/SPONSOR may disciose the name of the Institution and. the Principal .
Investigator to investors or potential investors or as required by local laws .or security
exchange regulations.

“‘

1,_ ,;\\
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p'afﬁcipation in the Study (but only
isclose SPONSOR as the source of -

9.1.3 _I’IE'r'n'ay, without prior consent, disclose tt

_fu_ndmg er the Study as well as the Protocol title. as neCéssaIy to. comply with regulatory, =
" acadeinic, and governmental reporting requirernents. SITE will not issue and will ensure the -
Study. staff will not issue, any. information or statement to the press or public; including but
- not limited to advertisements for the enrolment of Study patients, without, where appropnate

. the rewew and prior written consent of the CRO and/or SPONSOR ’

9.2. Nothmg in this Article 9 shall be constmed as prohlbltmg CRO/SPONSOR from-
: subrmtung reports with respect to the Study to a govemmental agency as required by Iaw

ARTICLE 10

 Data Prot.ectlon and Privacy

101 SITE shall undertake to ensure: R

-10.1.1 that data obtained from the Study patients in connectmn with the Study is utilized for
no purposes other than as outlined in the Protocol and that SITE shall cause such data io be_
' -.managed in accordance with Apphbable Law; :

_'1U 12 comphanf‘e with Appmable Law on the protecﬂon of mdwlduals wzth regard tothe

__processing and free movemeni of pbrsonal data

1013 that all Study patients are properly mformcd that the data collected from them may be
- considered personal data and to obtain from such. Study patients written consent to the
' ,processmg, disclosure, and transfer of this data by SIT E CRO and SPON SOR -

.,_-10 14 to pr.ov1de mformanon as requested bv SPONSOR and CRO, to authorize thé-'_

processing and storage of certain personal identifying information and data concerning &

Study patient and/or SITE, and other site personnel involved in the Study for the purpose-of
fulfilling legitimate business requirements relating to the Study, reeting regulatory
requirements, as well as for the purpose of evaluatmg SITE for inclusion in future studies;
-'and e .
1015 to obtain the consent of Study team members and all other personnel invoived in the

Study for the processing of their personal data as required by Applicable Law. -

CARTICLE 11
, Débamﬁent

- 11.1 Principal Invesmgal(n and Institution hereby certify that they have not been debarrsd
" under (a) Applicable Law and (b) or excluded from participation in any government health
care program. In the event that during the term of this Agreement, Principal Investigator or
Institution (1) becomes debarred or excladed or 1\11) receives noiice of an aa,t:ton or threat oi an
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. action with respect fo0 1ts de

nt or exclusion, SITE shall notify SPONSOR and CRO
‘lmmedlately - ' B

- 112 In the event that SI’I‘E ecomes -aware of the debarment/exclusmn or “threatened
- debatment/exclusion of any individual, corporatmn partnership or assocmtlon providing
services to SITE which directly: or: mdlrectly relate to activities under this Agreement SITE
shall notify SPONSOR and " CRO immediately. Upon the receipt of suck notice by -
‘SPONSOR or CRO, or- if SPONSOR or CRO otherwise becomes" -aware of such
debarment/exclusmn or threatened ‘debarment/exclusion, the provisions of Secﬁon 12.2 shall

- apply

L .ARTICLE 12

-'_Termmanon

12.1 Performance under this Agreement may be terminated by SPONSOR or CRO for any
easonl Or N0 reason upon. thirty (30) days. written notice to SITE.: Performance may be
- terminated epon thirty (30) days prior written notice by the SITE if circumstances beyond its
- control preclude continuation- of the Study. However, termination of this Agreement shall
not relieve SITE of its obllganons under Articles 3, 6, 7, 8 and 9 of this Agreement or any
" other obligation which is spec1f1ca11y expressed to survive expiry or termimation. Other than
. +in cases of termination for breach of this Agreement by SITE, CRO on behalf of SPONSOR
- - ghall make all paymenis due hereunder to SITE for actual costs, nom-cancellabie _
T commitments iticurred in the” pétformarce of the research; which' have aceried up to the-date—————
. of such termination, or, in case of a termination of this Agreement pursuant to Section 12.2
(®), up to the date of receipt of such final rejection. Should Institution have received higher
- payments than the payments due according to the work: already performed Inqmtutlon shail .
. reimburse the ba}ance to CRO : '

12.2 Performance under th_1s Agreemem' may be terminated by '_SPONSOR or CRO-
* immediately upon written notice ‘without any further action or notice by either party, in the
. event (a) SITE ceases operatlons is insolvent or unable to pay its debts when they become
- due; (b) of negligence or witful misconduct by SITE or its employees, contractors or agents
which impacts or reasonably may impact the Study; (c) SITE’s breach of this Agreement, or
obligation andfor warranty hereof; (d) for reasons related fo Study patient safety as
determined by SPONSOR andfor CRO; (¢) the Principal Investigator ceases or is unable to

- serve and a successor acceptable to SPONSOR cr CRO cannot assume his/her duties within
. areasonable period of time; (f) in case any regulatory or legal authorization necessary for the
conduct of the. Study is finally rejected; (g} in the event that FPrincipal Investigator or
Institution becomes debarred, threatened with debarment or any similar proceeding, is

- excluded from being able to participate in any such Study, and/or utitizes the services of &

“third party directly or indirectly in order to perform obligations related to the activities under 4
this Agreement that has been debarred, threatened with debarment or any sompilar liks -
- oproceeding. oo - :
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. within thirty 5(30) ays of receipt of written notice of suc
‘party, at its option, may terminate this Agreement by giving wntten notice of termination to

- 12.3 Except thcmse provuied above, where either party ,faﬁs to perform any of its
naterial non—menetary obligations under this Agreemen d does not cure such breach
rfault then the non-defavlting

the defaultmg party "In such event, this Agreement shall termmate on the date specified in

- such notice.”

12.4 Upon completion, termination (early or otherwise), suspension or discontinuation of the
Study or upon the request of CRO, Institution and Principal Investigator will immediately
cease Study activities and complete its normal Study Completlon responsibilities in an orderly
. and safe manner, of which shall include but is not limited fo:(i) cooperate prompily and
diligently in an‘ordetly and safe manner, in the wind down of the Study, allowing SPONSOR
and/or CRO .access to records and facilities for Study ‘close-out procedures, requiring
Tovestigator to.complete any actions required by the role of Investigator, and transferring to

CRO all Study data and, if applicable, the administration.and conduct of the Study; (i1)

allowing Sponsor and/or CRO access to records and facilities for Study close-out procedures,

and requiring - Investlgator to complete any actions required by the role of Investigator; and

(1ii) Immedlately delivering to the CRO and/or SPONSOR, all Confidential Information,

. except for copies t0.be retained in order to comply Wlth Insntuuon s archiving obhga‘mns or -

for ewdenual purposes,
_' _ARTICLE _1_3_:-1 -

. Liability/Tndemnification/Insurance

131 CRO. CRO shall be Hable for and agrees to indemnify and hold Institution harmless

from and against any and all any/all claims, damages, liabilities and losses {including
reasonable attomey s fees and expenses) \co‘lecfzvely, “LODSCS”\‘ arising out of CRO’s -

" negligent act, cmission or Wllful misconduct

'13.2 Institution. Institution shall be hable for, and agrees to indemnify and hold the CRO .
~“and Sponsor harmiess from and against, any and all Losses cansed by or attributable to -

Institution’s (including Investigator), and/or any of its affiliates, subsidiaries, employees
(including sub-investigators), officers, directors, contraciors, sub-contractors, consultants oz
agents (collectively, “Representative(s)™): (i} negligent acts, omissions, wilful or intentional
~and/or professional malfeasance or misconduct of any Representative(s) involved in the

- Study; and (if) breach of any of the terms of this Agreement or for violation of Applicable
- Law.

EXCEPT WITH RESPECT TO A PARTY’S INDEMNIFICATION OBLIGATIONS IN

~ SECTIONS 13.1 AND 13.2 OR OTHERWISE SEPARRATELY AGREED IN WRITING,
' NEITHER PARTY SHALL BE LIABLE FOR ANY SPECIAL, INCIDENTAL, PUNITIVE,
INDIRECT OR CONSEQUENTIAL DAMAGES OF ANY KIND, INCLUDING LOST
PROFITS, WHETHER OR NOT A PARTY HAS BEEN ADVISED OF THE
POSSIBILITY OF SUCH LGSS OR DAMAGE. -

. —
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133 Insurange

= general 4nd professional liability insurance and if -
" applicable, workers compensation insurance, covering Institution’s liability and the Hability *.
. of its employees (including, Tnvestigator an d sub-investigator(s)) and its trustees, officers; = -
agents, or directors, in amounts sufficient to adeghately cover its obligations- heréunder. '

~ Institution represents that it will main

_Institution shall maintain such coverage for'the duration of this Agreement and if the policy.
is claims-made, for two (2) years thereafter. Institution will provide cvidence of all"such

. coverage upon request. Institution will notify CRO within twenty (20) days of any notice of -
. cancellation, non-renewal, or material change in its insurance coverage. L

B '13.4 The obligations described in this”SécﬁiQh 13 shall survive the expiration or terIfiinétion- S
of the Agreement. o _ e g

" ARTICLE 14

Miscellaneous
. ~14.1 Assigoment and -Srl_ilcoe.SS_iOni SR

This Agreement'and the rights and "leiig'ations hereunder graﬁ_ted_ to and undcrtaken"t}y- CRQ o
may be assigned by CRO and/or SPONSOR without prior written approval of SITE. ‘Neither-
. this Agreement, the obligations hereunder nor the rights’ granted to the SITE under this -

Agreement shall be assignable or otherwise transferable by the SITE without the prior .

- written consent of CRO. Any such agsignee. of the SITE shall be bound by the terms hereof *

" as if such assignee were. the original patty hereto. Any assignment in violation of this |
' provision shall be deemed null and void and of no effect. - N T

14.2 Indépendent- Contractor Status . _

~ In the ‘performance of this Agreement the Principal InveStigator and Institution shall be

independent contractors with respect to CRO and SPONSOR. Neither Principal Investigalor

qor Institution is authorized fo act as the agent for CRO or SPONSOR. CRO and SPONSOR

shall not be bound by the acts of the Principal Investigator or Institution. ' o

- 14.3 Notices

Amny notices concerning the administration of this contract which are required or permitied by _
this contract shall be delivered by hand, sent by mail, or by facsimile to the fellowing party:

Connidential




to INSTITUTIO

Institution Address: o :
' MGM Medical College & Hospital
Sector 18, Kamothe, Navi Mumbai-410209

Attention: Dr. Hemangll erajani
Telephone:982003ﬁ83:' -
To INSERT CRO NAME/ADDRESS:
| B_ioQuéSﬁi’Soiutidns Pvt Ltd o
#24, We;‘llingtonistrcet, Richmond town
Bangalore - 560025 -
and to SPONSOR at:

Dr. Reddy’s Laboratories, Limited

- 8-2-337, Road No. 3, Banjara Hills e
" Hyderabad, Telangana 500034 (INDIA) Sl
Fax: +914049002999 " | o

or to such other addrc-s‘ses_és ép_cciﬁgd by the Parties in writiﬁ_g;'f. o
' 14.4 Applicable Law

© This Agreement shall be governed by the laws of India. " Any proceeding arising out of or
relating to this Agreement shall be brought in the courts Jocated in Hyderabad. Each of the
Parties irrevocably submits to the exclusive jurisdiction of such court inany such proceeding,
“waives any objection it may now Of hereafter have to venue O to convenience of £3rum,
agrees that all claims with respect to this Agreement shall be heard and determined on in

such court, and agrees not to bring any claim arising out of or relating to this Agreement it
any other court. L ST e L _

14.5 Inippssibility and Waiver

In the event that any further lawful performance of this Agreement or any part\theredf by any
~ party hereto shall be rendered impossible by or as a consequence of any law or administrative

ruling of any government, or political sub-division-thereof, having jurisdiction QVer such

party, such party shall not be considered in defaunlt hereunder by reason of any failure 0
 perform occasioned thereby. S
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14 orce Majeuse

“Any:delays-in or failure by either party in performance of any obligations hereunder shall be
excused-1if and to the extent caused by such occurrences beyond such party’s reasonable’
control, including but not limited to acts of God; strikes, or other labor disturbances, wat,
- whether declared or not, sabotage, and other causes, whether similar or dissimilar to those
specified which cannot reasonably be controlled by the party who failed to perform.

- 14.7;-,C03ﬂict bﬁtween Agreement and Prbto_col

If the event provision of this Agreement conflicts with a provision of the Protocol relating to
. the conduct of the Study, the Protoco! shalt take precedence on maitess of medicine, science
~-and Stody conduct. This Agreement takes precedence in any other contlicts. '

- 148Th1rd Party Beneficiaries

- Notwithstanding any other provision in this Agréeement to the contrary, the Parties agree that -
" the SPONSOR is an intended third-party beneficiary of this Agreement and shall have the o
- full ight to enforce any and. all obligations owned. to it as through it'were 2 party to the @i
-.Agreement. S R T S

" The provisions of this Agrecment shall be deemed severable. Therefore, if any part of this -

Agreement is rendered void, invalid or unenforceable; such rendering shall not affect the

" validity and enforceability of the remainder of this Agreemerit unless the part or paris which .. .

* are void, invalid or unenforceadle as aforesaid shall substantially impair the value of the " -
whole agreement to either party. o I -

14.10 Integration and Amendment

This Agreement sets forth the entire agreemerit between the'parties. and merges all prior o
communications relating to the sydject matier contained herein and may not be modified,
" amended or discharged except as expressly - stated in. this Agreement Of. by a written -

agreement signed by the parties hereto. - s _ T
14.11 Warranties

* Principal Investigator and Institution, for itself and its officers and directors, warrant and.
represent that they: (a) possess the necessary resources, skills, expertise and training 0
complete the Protocol professionally and cornpetently; (b) are familiar with current laws and

. regulations related to the Study, and maintain 2 program for reguiarly updating their
familiarity and compliance with such- laws and regulations; (c) aic licensed end in good

standing with ali necessary and appropriate government agencies; (d) have never been

. disciplined or debarred by any government agency; {e) have never been convicted of 2

Couﬁ&éﬁiti;ﬂ . ' H
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_trgatron and

"_ct of any regulatory, civil or crrmma ;
encral 11ab111tv

1dence upon . request comprehensrv
ance and worker s compensation msur

' ,.(g y; shall marntarn and pro
msua.nce professronal Tiabili

_14. 13 Counterparis

This Agreement may be- executcd in any number of counterparts, each of whrch, counterparts
when so executed and delrvered .shall be deemed to be an original, and all of which -
counterparts, taken together,’ shall constrtute one and the same msrr:_ment' : bacsrmrle and
PDF signatures shall be treated as- ongrnal signatures. : :

14.14 Headings

Headmgs are uscd in thrs _ ,greement for . convenience orrly and shal n@t affect any
. constructron oI mterprctatron of thls Agreement e

IN WITNESS, WI T—IEREOF _he partles heretc have caused this Acreemem to be bxecuted '
' -_rn dl.ohcate as of the date and year .ﬁrst above written. o ST :

o tq'-ll_\ISTITUTION:-

. PRINCIPAL INVESTIGATOR ..

By: RN [Seu ey 9 . S
Prrrrted Na_ 5),,‘ H K "‘E.Tc’l‘\iqﬂftl i Printed Name: G. \\7 S&HMO. _
| “1t}f° FTG F‘Quw £ HO:D 3&9‘“ &t Title: ND g C&D :

MIJST

Reg. No: l"lt\'\Q 3'7\‘6‘6 _
' Professorand H.0.D.
Deparfm ntof Skinand VD .
“MGM Medical College
INSTITUTEGNothe, Mavi Mumbai

'B :
Y Lo Boan

“W.GM. Medical Con 3H
. Printed Name: DY -5 t\}areLfJ@q ece & Hospitat
: Kamgttie, Navi Mumhm - 410208

Toow

Tiger . Vean | #
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