
Dr. Kishan Ninama, Sumandeep Vidyapeeth an Institution Deemed to be University & Dhiraj
EosDital. Vadodara. Guiarat

CLINICAL TRIAL AGREEMENT

'rAgreement") is entered into on the 04' day of Jun ;2020 (the

"Effective Date") by and between

CLIANTIIA RESEARCH LIMITED, a company incorporated under the Compades Act, 1956

having its Registered Office at Opp. Pushparaj Towe$, Nr. Judges Bungalows, Bodakdev,

Almedabad - 380 054, India (lereinafter refe.red to as "CRO" which expression, unless rcpugnant to
the context or meaning thereof shall mean and include its assignees and successo6-in-interest)

AND

Dr. Kishan Ninama, whose principal place of business is at Department of Skin & \D, Sunandeq)
Vidyapeeth an Institution Deemed to be University & Dhimj Hospital, At & Po Pipada, Ta Waghodia

Vadodara- 391760, Gujarat, India (hereinafter referred to as the lrPrincipal Investigator'r which
exprcssion, unless repuglant to the subject or context thercin, shall mean and include his/ her

successors and pelmitted assigns)

AND

Sumandeep Vidyapeeth an Institution Deemed to be University, located at, , At & Po Piparia, Ta
Waghodia Vadodara- 391760, Gujamt, India (hereinafter refelred to as the "Institution" which
efpression. uriess repugnanl to the subjecl or conlexr therein- shall mear and include ils
ailminisrators. execurors- permihed assigns & successorsiin-inlerest).

.CRO, Institution and Principal Investigator are refened to herein individually as

collectiveiy as "Parties".

(Gandhinagar) Nr. Vaishnodevi Circle, S.G. Highway, Ainedabad-382 481 India to p
more of Sponsor study related duties and functions for the clinical trial entitled as 'iA
Double-blind, Multicenter, Thrce alm, Active and Placebo-contolled, Parailel Study to $aluat

lnd
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WHEREAS,.CRO has been contracted by Cadila Ilealthcare Limited ('Sponsol'),
principal business address, Zydus Coryorate Park, Scheme No. 63, SuNey No. 5

2

t
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Bioequivalence($rith Clinical EDdpoint) of Mupirocin Cream USP, 2% (Glenmark Pharyrgqetilahb 3
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Bioequivalence(with Clinical EDdpoint) of Mupirocin Cream USP, 2% (Glenmark Phary

and which is hereby incorporated by reference; and $" g4,., € o,a,6 er o
WHEREAS, the Study is of mutual interest and benefit to the Sponsor, CRO. tn$t&io@ndr

Pdncipal livestigator;

WHEREAS, the Institutior represents that it has the qualified persormel

accoding to Good Cli cal Practices (GCP) to ulderlake the Study;
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A. The Study of Mupirocin Cream USp, 2% (the ..Study Drug,) shall be corducted, under thedirection ofthe principal Investigator, in the tre^t r# 
"f 

p"i# isubjects,) in accordancewith this Agreement and the protocol identified as protocol ID No. CRL071934 aild ertitled'A Randomized, Double-blind, Multicenter, Thee arm, oir" *u pracebo_controled,
Parallel Str.rdy to Evaluate the Bioequivalence(witf, CfDi"a n"ip".t) of Mupirccin CreamUSP, 2% (clenmark phamaceuticals Inc., USA) in Subjects'wrth Secondarily InfectedTraumatic Skin Lesions,, (the ,,protocol,i), i""i"a_g any'r"t."quent duly authorizedamendments, and which is hereby incolporat"a Uy ,"f"r"i"" 1it " 

,StuUy,1. he Stuay witt Uemonitored on behalfofSponsor by the CRO

B. The Principal Investigator rqlesetts and waranti that he/she is qualilied by education,training and experience to assume responsibility for the proper conduct of the Study. ThePrincipal Investigator w l provide u *py of *v 1", 
"r-iJoto_-rtu" and other relevantdocuments as and when requested by the Sponsor, the Ethics Commrttee, CRO and theregulatory authorities. p.incipal lwestigato. 

"ti*ty *ao.tuoi, Lai time is ofthe esqence ofthis Ageement and will ensr{e that other resource d";;.:i;" study will be firlfilledthroughout the duration of ther Study. The principal f""*rig",", ,fr"rd Aso ensure that he/. she does not have ary conllict with any other studies and shit no, aiu"n ,rrO1""O or facilitiesaway fiom the Study. principal Investigator confirms that he/she hu" th",r"""rrury 
"rp".i"rr"",capability and resouces, includilg, but not limited to, sufficient personnel and equipment toperform the Study in a professional and competent **"i ani a stnct adherence to the.. Protocol. The principal Investigator shall be responsible fo. p".fo.,o_g the Study in stdctcompliarce with the specifications and timelines proUAea ty CnO.

C. The lnstitution represents and wauants that it has,the necessary inAasmrcture, experience and
lexp:rti- 

to conduct the_Study in accordance with the terms of thi, ag."._"ot and that theInstitution will use all commercially reasonable best 
"ffo* to pofor_."tticiently the Studyhereunder. The Study will be corducted at Institutron aJwi[ O'"-rrrn"*."U O, *" a*"rpu,Inve$igator, lrherein principal. Iavestigator shufi 

"oot 
of *y f"rror, f,Lfirr-iog aoy po.tioo otthe Study at the Institution. Institution and p.irr"ipul tlr.,"sffi. wii cany out certain Stuay_related laboratory services and investigations as may be required for the Study.

Dr. Kishau Ninama, sumandeep vidyareeth an Institution Deemed to be university & Dhirai
Hospital , Vadodara, cuiarat

Y:*-*, Principal Investigator reprcsets that helshe is apprcpdately qualified and experiencedand has the au$orjly dtrd willingness to conduct the Study at the fnslitudo;;
Now, therefore, in consideration of the promises and mutual covenants hereil contained, the parties
agree as follows:

D. Conditions?recedent. The principal-Investigator shail be thoroughly familiar $,ith the safety,

:1":?-^T1."rry0:ate 
use of the Study Drug as descdbed ir"A" p."tlr, the reference_listed product with fun prescribing infomafion and other infomation souces
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Dr. Kishan Ninama, Sumandeep Vidyap€eth an Institution Deemed to be University & Dhiraj
Eospital , Vadodara, Gujarat

Study and as may be provided by the Sponsor ftom time to time. The Study shall take place at
the hstifution under the supervision aod direction of the principal Investigator, who will
conduct the Study according to the Protocol which may be anended fiom time to time in
writing by the Sponsor.

Institution's obligation to conduct the Study is expressly conditioned upon fl1e approval ofthe
Protocoi by an Ethics Commiftee / hstitutional Review Board (..IRB,) that complies with the
requirements of Drug Contloller General of India aird GSR 227 (E) and applicable regulatory
requiremenu.

No Additional Research. No additional research may be conducted on Subjects dudng the
conduct of the Study by Institution and/or Principal Llvestigator unless it is approved and
documented as a sub-study Protocol or an arnendment to the original protocol, after approval
by the responsible Ethics Connittee or IRB and DCGI or ary other applicable regulatory
authorities. Such prohibited research activities include, but arc not limited to, analyses of
biological samples ftom Subjects for any non-therapeutic pu4)ose.

2. Tm STUpY ScErpuLE

A. Study Initiation. All contractual ard regulatory documertation must be received by Sponsor
an-d CRO before the initiation of the Study. The pdncipal Investigator shall initiate the Study
at the earliest after receiving the applicable regulatory / Ethics Committee / IRB approvals.

, B. Eprollment Pdncipal Investigator shall be responsible for enroliing eligible subjects for the

f Study. Principal Investigator sha1l use the best $ffo1ts to requit the Subjects and effure
unbiased selection of suitable Subject in accordance with the terms of protocol. principal

. Investigator will enrol1 60-80 Subjects (as per the randomization schedule provided) and lot
more than 120 Subjects (as per the rtuldomization schedule provided) (the ..Site Maximum")
for the duration of eniollment. The principal Investigator shall commeflce enrollnett of the
Subjects once all the contractual and regulatory obligations have been met. Enrollrnent of, and

,. payment for, each Subject over the Site Maximum shali require prior written consent of the
. Sponsor either directly or through the CRO. Notwithstanding the foregoing, the Institution

immediately shall cease enlolling the Subjects upon receipt ofnotice Aom the Sponsor, or the
Sponsor's designee, that, in the sole deterninati-on ofthe Sponsor:

i. the complete Study enrollnent has been achieved; or

ii the Sponsor has placed the Study on hold, for any teaso1l; or

7r. the Sponsor has informed the Principal Investigator ard/or Institutiol to stop the enrollmetrt;

tr. the Study has been placed on hold by the DCGI or applicable regulalory agency for any

F.

CRLO7i934 StudyCon
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Dr. Kishan Ninama, sumandeep vidyaleeth an Institution Deemed to be university & Dhirai
Hospiral . Vadodara. Cujarai

Notwithstanding anlthing contained herein, Institution and pdncipal rnvestrgator shal adhercto the shict pdnciples of confidentiality under applicable laws and requfuements and protect
such personal data of Subjects including priuu"y lu\'s * muy b" upplicable thercon.

C. qtudy Documentation. Case Report Forms C,CRFS,) must be satisfactonly completed within
the time period, as mutually agreed by & between th;.parties hereto, three (3) days from eachSubject's visit. If any tests.arc to be performed ater tne Subl.ec s \,lsit, CRF shall becompleted ma,.imum w.ithin three (3) days Aom receipt of test results for each Subject,provided, however, that with respect to the last Subject enrolled at the Institution, CRF forsuch Subject must be completed within three (3) days jlom such Subject,s tast visit to theInstitutiol. The principal Investigajor shall ensure the accuracy, compieteness, legibility andtimeiiress of the data reported to the Sponsor in the CRFs anj in att requt"O reports. Safefy
data (Serious Adverse Event Report Fonns) will be faxed/emajled to Sponsor and CRO withintwenty four (24) hours of i) such event,s occurence; or ii) such event,s occurrence was
noted; or iii) such event's occurrence was recognized, whichever event occu.s earlier.
Principal Investigator and Institutiol shall ensu.e that the Data clarification Foms eue.ies("DCFS,) must be resolved ryithn two (2) days of its receipt.

D. Subiect Samples. All biological samples collected from the Subjects shall be prepared,
processed, storcd and shipped in accordance with appropriate refercnce ofthe protocol / Study
requtrements / Sfudy manuals.

E. Study Completion. The Irctitution ghall complete the eruollmeDt ofall the Subjects within the
specified timeline given or informed by the Sponsorl CRO. The In.tltotio" .frufi npr.t uff nJJ

. CRF data and complete the final CRFS not later than tfuee days after the last Subject visit.

3. PA\'}[ENT

ent Schedule: CRO shall on behalf of the Sponsor reimburse the payee
(defined below) all direcr and irdiecr costs incuned by th" p;;; ; ;;;;"-;#1;;
::*^*^i:.::ryTr,schedute. artached hereto as Exhibir B and incorporated herein by

:f""::f 9:, .u"up" Tu_palrnent sehedule,). pal,nent Jai, ;-;;;;';i,
:1:::*t**t".oi::fer to_the payee as per rhe detaits mentioned under Exhibit A, atiached
hereto. Palment shall be made within foty five (45) days after CRO has received invoice fiom
the Payee-

For the purpose oftrris Agreefrent, '?ayee', shal mean the person/ entity, detairs whereof, are
more specifically mentioned urder Exldbit A ofthis Agreement.

The Pafties agree as follows:
Il case

wntlng.
of changes in the Payee's address, the Institution shall inform the same to
However, in case of changes in address of payee which do not involve e{

Oin
of
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Dr. Kishan Ninama, Sumandeep Vidyapeeth an Institution Deemed to be University & Dhiraj
Ilospital , Vadodara, cujarat

c.

Payee or Payee's registrations numbers, no further amendments of this Agr.eement are
requircd;

The designated Payee is authorized to receive all of the palments for the selvices performed
under this Agreement;

If the Principal Investigator is not the Payee, then the Payee's obligation to reimburse the
Pdncipal Investigator, if any, is determined by a separate agreement between pdncipal

Investigator and Payee, which may involve differcnt palment amounts aod different palment
inter,als than the pa],rnents made by CRO to the Payee under this Ageement; and
If the Pdocipal Investigator is not the Payee, CRO shall 4ot be obliged to pay him/ her even if
the Payee fails to reimburse the Principal Investigator.

Payment of Costs Outside Budqet and Payment Schedule. Palnent for arry cosls nor
specifically described il1 the Budget and Pa]ment Schedule must be approved i1I advance in
writing by the Sponsor or by the CRO'S Project Manager.

Payment Teims. CRO shall have no obligation to make pa}]]tents for any Subject who is not
qualified to participate in the Protocol based on the inclusion and exclusion criteria described
in the Protocol. Quedes pertaining to a Subject's eligibility shall be addressed to and resolved
by the Sponsor's clinical and/or medical monitor identified in the Protocol pdor to entry of
any such Subject into the Study.

The foregoing notwithstanding:

Upotr submission of such documentation as may be requested and to the extent not already

! paid by CRO, CRO will, on behalf of the SponsE, pay the actual cost of completed visits in
accordance with the Budget and Paynent Schedulb for the Subjects who are drcpped fiom the
Study or withdraw from the Study; ptovided, however, such costs werc incul1ed at the time
when, in the good faith judgment ofCRO, none ofthe Instituiion, its employees or agents, or
the Principel Investigator knew or could have reasonably detemined that such Subject was not
or would not be an Eligible and Evaluable Subject. ..Eligible and Evaluable Subjects,, are
defined as Subjects who have satisfied all the Protocol requirements, including compliance
witl dosing regimen and visit schedule, and are eligible to be included in the statistical
aralysis for the Study; and Institution and Principal Investigator agree that all payments made
under this section are made solely for the perfomance of activities relating to the Study and
for no other purpose.

Payment Recipient and Mailing Address, A1l cheques shall be made payable to the payee as

per the details mentioned in Exlibit A ofthis Agrcement.

Reimbursement. Upoo completion of the Study or earlier temination of this Agreement as

provided herein, the Payee shall reimburse the CRO for any amounts that were paid by the
CRO, on behalf of the Sponsor, to the Payee which exceed the amounts to which the payee

was entitled for ca'npleted Subject visits under the Budget and Pa
Agreement.

Confidential
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Dr' Kishan Ninama, sumandeep vidyapeth an Institution Deemed to be univeisity & Dhirai
Hospital, Vadodara, cujarat

F. 
+14t9!S-&I fuIgeL Jglggt CRO, on behalf of the Sponsor, wi pay Rs. 3000 (Ttuee
Thousand only) per subject for screen failue. The maximu{r ratio for screen la ure subjects
shall be 5:1 i.e. maximum 1 screen failure per 5 randomized Subjects. Subject
discontinuedTv.ithdrawn after screening will be considered as sdeen failue and palmelt for
screen failure will be provided as per above mentioned statement.

G. Payrjrent for: Study Coordinator: payee will ensure that palments to Study coordinator /
involved Study team are made.in a timely mann", to e1i.rrr" thui tl" qoality a]ld deliverables of
the project are not affected at any phase ofthe Study.

II. Ail palnnerits payable by CRO, on behalf of the Sponsor, are subject to deduction of ta,\es at
source ('TDS') as per the applicable law unless releva.nt exemption certificate is produced by
the Palee GST will be paid, if applicable, on generation of valid invoice showmg the amount
of GST to be charged before any paynent is made under this AEeement.

A. Ethics qommittee /IRB Approval, The principal Investigator shall be responsible, with the
cooperation ofthe Institution and Sponsor, for obtaining approyal ftom the Ethics Committee /
IRB of the Protocol and the Subject,s informed consent form. The principai irvestigator shall
provide the CRO and./ or the Sponsor or Sponsor,s designee with written contirmation of the
Ethics Committee / IRB,S approval prior to the treatment of Subjects. If tlle Ethics Committee
/IRB withdraws approval of ft; 

,StudX at any time, t.tre principal Investigator shall
iunediately notify to the Sponsorlard/ or CRO, providing u *.itter, 

"*phojon of tli"qrcumstances leading to such withdrawal of approval, and the principal lnvestgator shall
cea$e the treatment of a1l Subjects under the Studv.

B. Performance of the Study. The prilcipal Investigator shall conduct & supervise the Study
solely at the lnstitution. principal lovestigator and Institutiol will ensure that all persons
assisting ir the performance of the Study axe informed of their obligations with regard to the
Study. Pdncipal Investigator agrees to repof promptly, in writing, any non_comphance of the
Protocol. The Principal Investigator shall exercise ilue care in the conduct of the Study, and
represent and wanant that it vrill be conducted,in accordance with (i) generally accepted
standards of good cliDjcal and rcsearch practice (including without limitatln, the guidelines
set forth by the Intematio;al Conference on Harmonization, if applicable); (ii) this Agreement;
(iii) the Protocol; (iv) wdtten inshrctions provided by the Sponsor or Sp'onsor,s Oesignee; and(v) all applicable local, state. and federal laws, rcgulations, and pollcies govetung the
performance of clinical investigations, including, but not limited to local regulatory
requirements. In the event ofa conflict between any requircments in (i) through (v) above, the
Principal Investigator shall cornply with thi: most stringent req;rement. The principal
Investigator shall make no changes to the prctocol, except as ageed to and approved in
ttiting by the Sponsor and, where required, the Ethics Conrnittee /IRB. Neither the Insti
nor the,Principal 

ffvestigato. shall subcontract any of its obligations

*"tt*M,Confidertial
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Dr, Kishan Ninama, Sumandeep Vidyapeeth an Institution Deemed to be University & Dhiraj
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111.

1V.

ii.

vl,
rvii.
I,

Agreement to any other individual or entity without the pdor wdtten coNent ofthe CRO and/
or the Sponsor.

C. Patient consent and entry into Study. Along with complyiog with the requirements ofthe
Declaration of Helsinki, the principles of Good Clinical practice and other legislation
appropriate to clinical trials, medical treatment, and the processing of personal and medical
data, the Principal Investigator shall, before entering a Subject into the Study:

exercise independent medical judgernent as to the compatibility of each prospective Subject
$ ilh lhe requiremenls ofthe Protocol;

advise the CRO ofall instances in which, in the Principal Investigator's judgrent, there is any
question as to any prospective Subject's suitability for participation ir the Study, and abide by
the CRO'S or Sponsor's decision as to \rhether or l1ot to enrol that patient;

ensule that, tJefore their participation in the Study, tle Subjects are duly infonned about all
aspects of tle Study that are televant to them, including the purpose, duation, nature,
significance, implications, and risks ofthe Study; and the processing, auditing, and monitoring
of Subjects' data (including pe$onal data) under this Agreemert.
eNure d1at, before his or her participation in the Study, each Subject has given his or her
infomed consent by signing a consent fo1m in accordance with the Protocol;
acloon'ledge that the use ofthe consent form does not release the Principal Investigator fiom
his/ her legal and contractual obligations relating to infomed conselt, and flat it remains the
Principdl Investigator's responsibility to ensue that those obligations are complied wifh;
comply with the procedues described in the Protocol in relation to that Subject; and
enswe that any data or supporfive documentatiotrl provided to fie Sponsor and CRO does not
include any information that would penonally identify a Subject.

Key Personnel. The Pafies acknowledge that the participatioo ofthe principal krvestigator is
essential to the successfrrl performance and completiol of ftre Study. If, for any reason, the
Pdncipal Investigator withdraws from the Study, becomes unavailable, or is otherwise unable
to complete his/ her responsibilities under tbis Agreemelt, the Principal Iovestigator shall
immediately notify the CRO and/or Sponsor or their designees and t.he CRO and/ or the
Sponsor or their designees shall endeavor to agree upon a successor. In the absence of a
prcmpt agreement upon a successor, the CRO,may teminate this Agreement as set forth in
clause l2(B) below.

Sponsor Visits. The Parties agrce that the Sponsor and/or the CRO or their authorized
representatives may conduct periodic visits, at mutually acceptable times dudng normal
business hours, to: (i) ins?dct and examine the Institution's facilities at which the Study is
being conducted or was conducted; (ii) review the progress of the Study (including without
limitatiol1 all source documents and data, and corespoldence involving the Ethics Committee
,{RB and applicable regulatory agetrcies); (iii) inspect aIrd copy, at Sponsot,s expcuse, any or
all written and electronic data and work product relating to the Study; and (iv) .cpllect financial
billing and economic outcomes (including.expense reports) prolided ttrat co\i\

D.

such
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Dr. Kishan Ninama, sumandeep vidyaF€eth an Institution Deemed to be university & Dhiraj
Hospital , Vadodara, Guiarat

ilformation is clear.ly described in the informed consent form and appropriately authorized bytle Subject and the Ethics Cornmittee /lRB. The principal Investigator and tne mstitution shail
coopemte with the Sponsor and use reasonable efforts to promptly provide all of the
inlbrmation requested by the Sponsor and,/or CRO or their authoriz"d ,"p."r*rur_r".
The Institution and the principal Itrvestigator shall also cooperate with the Sponsor and/or
CRO o. their authodzed representative and with any regulatory agencies m the event of
annoulced or unannounc€d monitoring, audit or inspedtion by such iegulatory agencres ouring
or after the completion ofthe Study. The Insitution and the lrincipal-Investrgator shall notify
the Sponsor and/or CRO or their authorized represilntative by telephone of the intended or
possible inspection within twenty four (24) hours of becoming aiare of it; in addition, a
\rdtten notice of the intended or possible inspection shall be senlto the Sponsor aod/or CRO
or their authorized representative witbin forty eight (4g) hours ofthe telephonic notification.If a written response is required, the Institution and principal Investigator shall pendt
authorized. representatives of the Sponsor and,/ or cRo to review and comment on such
response pdor to it being sent to the regulatoly agencies. The Institution and principal
Investigator shall prcvide Sponsor and/or CRO or their authorized representative with a copy
of any report leceived in connection with, or as a result of such inspection within three (3)
days of irs receipr.

F, Supqlies.

a. The Parties agree that the Sponsor or Sponsor,s designee shall supply to the Institution, at no
charge, sufficient quantity of the Sludy Drug to conduct the Study, as well as the ancillarv
dtlgs, materials, equipment and inf&mation which the protocol specifies. The Institution Jd
the Pdncipal Investigator acknowledge that the Study Drug as well as the ancillary drugs are
expenmental in nature, and therefore shall use prudence and reasolable care m its use,
handling, storage, transpoftation, disposition ard contaiment. The Inshtuhon and the
Pdrcipal Investigator acknowledge that the Study Drug as well as the ancillary drugs shall be
used only as specified in the protocol. Any other use of such drugs consfitutes a material
breach ofthis Agreement. Within thirfy (30) days followirg the comlletion or termination of
the Study, all unused Sh.rdy Drugs as well as anciliary d-!., a",ri""sl equipments and other
materials that were fumished to the Institution by, or on behalf of Sponsor shall, at Sponsor,s
expensg be retuned to sponsor, or if Sponsor so directs, be destroyed in accordance with
illstructions prcvided by.the Sponsor tlu.ough CRO. The parties ugr"" thut tt 

" 
Sponsor shall

solely own all rights, title and iDterest In tbe Study Drug including ancillary drugs and any
matedals dedved thereiom and all intellectual property rights therein. The transfer ofphysical
possession of the Study Drug as well as of ancillary drugs hereunder, atrd./or the possession or
use ofthe Study Drug as well as of anciLlary drugs by tle Institution or principal Investigator,
shall neither constitute nor be construeal as a salg lease, or offer to seli or lease the Shrdy Drug
or the ancillary drugs or other transfer of title in or to the Study Drug or the ancillary drugs.
Furtler, the Institution and the p.incipal Investigator shall use fte Stidy Drug as weii as

Confidential ,otorrnro 
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arcillary drugs solely for the conduct ofthe Study and in accordance with the protocol unless
they obtain the priot w.itten authofization of the Sponsor dr'rectly or through the CRO.

b. The imtulments, materials or other €quipments, if any, supplied/provided by the CRO to the
Instihttion shall be used solely for the purpose of conducting the Study and as per the protocoV

Study requirements/ Study manuals under this Agreement and shall be stored under conditions
that are appropdate to the nature of the equipment and that minirnize the risk of loss or
danage.Any damage caused to such instruments, matedals or other equipments
supplied,/provided by the CRO under fiis Agreement or any repairing cost incurred in order to
maintain the said equipment or repair the danage done while conducting the Study shall be
bome solely by the Institution aod no liability ofthe same shall be placed upon the CRO.

G. Study Records. Report$, and Data,

Sndy Records. The Pdncipal Investigator and the Institution shall, in a timely mann€r, 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 clinical practice (,.Study
Records"). The Principal lnvestigator shall make all Study Records, ircludirg, wifiout
limitation, souce documents, signed informed consents, laboratory data, Study Drug inventory
records, available to representatives ofthe Sponsor and/ or the CRO, at the Sponsor's request.
Except'irs otherwise exprcssly provided for in the Prctocol or elsewhete hercin, all Study
Records shall be rctained by the Principal hrvestigator for a pedod of two (2) years after tle
approval of the Sfudy Drug for marketing pr the formal discortinuation of the clinical
development of the Study Drug or as per instruction given by CRO/ Sponsor for the sane.
Thereafter, pdor to the disposal of the Study Records, Pdncipal Investigator (as applicable)
shall give the CRO and./ or the Sponsor not iess than sixty (60) days'priot written notice
thereof, and ifthe Sponsor or CRO, on behalfofthe Sponsor, requests in wdting, the Principal
Investigator shall transfer the Study Records to tlle Sponsot at Sponsor's expense. Study
Records shall in no eveot be destoyed vrithout Sponsor's prior written permlssron.

Ail the source documents pertaining to clinicai conduct of the Study shall be heated as

confidential. All the Study Records shall be the sole and exclusive property of the Sponsor
e\cluding the source dala.

Case RepgLt-EptLs. The Prircipal Investigator shall complete full clidcal evaluations and
odginal CRFS on each Subject in accordance with the Protocol. The Principal hvestigator
shall ensure tlle accuracy, completeness, legibility and timeliness of the data repofted to the
Sponsor in the CRFs and in all requircd reports. h addition, the Principal Investigator shall
deiiver to the Sponsor or Sponsor's designee each completed CRF fiom monitoring visits as

provided for in clause 2(C) of this Agreement.

Confidentidl CRL071934 Study Page 9 of 28



.Dr. Kishan Ninama, Sumandeep Vidyaleeth an Institution Deemed to b! University & DhLai
Hospitat. Vadodara, Guiarai

Lt|.

lv.

*"y"1 
R?t,l: m. principal Iavestigator shall submit wdtten summaries of the status of theStudy to the Ethics Committee / IRB armually, or more frequently, ifrequested by the EthicsCommittee /IRB.

Fin1l Rep!)rts. IJpon completion of the Study, the principal Investigator will provide asummarJ' 9f the study's outcome ("Finar Reporf ,) to the Ethics commii"" mg. rn uaa;tioo,ally Serious Adverse Events (,,SAES') will be reported to the Ethic, Co*_ii.. Ang_
The Parties agree that in caie the pdncipal Investigator is no longer associated with the*"duo.. :f ^flr" 

Study, the hstitution, Institution,s head or authjzed desrgnee will beresponsible for maintenance and tetention of Study Records until a successor nvestigator isappointed as per clause 4@) of this Agreement.

An{lysis samDles. The Sponsor or its designees will test biological samples as described inthe Protocol. Unless otherwise specified in the protocol, th" s;".", ;;;eh the CRo willprovide the results ofthese tests (',Biological Sample Analysis Data,,) to the Irivesreator

in accordance with the inst ucrions set fofih ih the protocol. Each s*rr *ri"" .fr"ii# jri, Uyfax./email, whether or ilot notification was initially given by telephone. The SAE reporting andfollow up would be as per the current local applicable regulatory requirements. hstitution andPdncipal Investigator shall indenrnify and hold harmless the CRO and Sponsor for any failureto observe or compliance of any lfus. Institution aad princip"l I"""stig"to, .h"t-b;; ;ilh;
resultant whatsoever liabilify (ies) iising thereof due to suchlailure.

g. n"p_:""tme 
"f 

S""t"". Adt The Institution and principal Investigator shall

1"::^^:f i",:r:,"sor 
ofan_y SAE encountered in the Study witlin twinty rour 1za; lours

I. Institution alld principal Investigator undertake to provide 1i l and immedlate access to, aswell as to maintain, information and witnesses surrounding the occuEence of any Subjectinjury as is sufficient for CRO and/or SporNor to conduct t investigation concemlng suchinjury.

h rhe evenr thar:

i) Ilte Subjecl injury is caused clue ro lailure ir followirg the protocol or by negligent andwillfirl actiorN or omissions of lnstitution, its officen, iir""arr, 
"rnftoy""", 

or ageffs orPrincipal Iavestigator; and/or

(ii) Institution and/or principalJavestigator fails to promptly notify CRO and/ or Sponsor ofaSubjecr injury as required berein;

CRO shali teat such lailue of Institution a.nd./or pdncipal lnvestigator as amoultmg tomaterial breach ofthis Agreeme[t.

Confidential
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J. Resolution of Discrepancies. Principal Investigator will promptly resolve any discrcpancies

that are identified between the Study Case Reporl Forms and the Subject's rnedical records.

5. CONTDENTTAUTY

A. Conlidential Information. The tenn "Confidential lnfomlatio1r'' shall mean any and all
information, data or krlow-how, hade secrets whether wdtten or olal, technical or non-

teclnical, as weil as tangible materials including without limitation (i) financial, accounting,

and business information, (ii) information relating to samples, compounds, prccedures,

hotocol, the Study Drug and all reports, documents, data and otier informatioo generated in
comection with the Study or other infomation which the Institution or the Pdncipal
Irvestigator receives, directly or indirectly, from Sporsor and/or CRO ard (iii) aoy other data

or information that is genemted by the Institution as reqfred by the ?rotocol and/or this
Agreen-rent, including CRFS, laboratory data and Study results, but not including the medical
.ecords ofthe Institution. Subject to the provisions ofClause 5(A)(t) d ough s(A)(tr) below,
the Paties shall not disclose Corfiddntial Ilformation $.ithout pdor wdtten authorization fiom
the Disclosing Party (as defined below) for any purpose other than those specified in this

Agreement. The obligations ofnon-disclosure shall not apply to the following:

i Confidential Infomation that is alrcady in the public domain at time of disclosure or becomes

publicly available through no fault of the Rirceiving Party (as defiled below);

Confidenlial Irfomation drat is already known to or illdependel1tly developed by the

Receiving Party as shown by its prior wdtten records, provided that Receiving Pafy infoms
the Disclosing Pafty promptly upon the Recgiving Party's discovery that the Confidential
lnformarion is ah eady independenl l) knor.r n to:Lhe Receiving Parq :

Confidertial Infoimation that is lawf,rlly and in good faith received by the Receiving Party
from a th d pafty who did rot derive it, directly or indi.ectly, fiom the Disclosing Party; and

rr. Confidential Information rcquircd to be disclosed to a govemmental or regulatory agency to

the extent necessary for the required disclosure.

Disclosing Party: The term "Disclosing Party' shall mean the Parly disclosing Confidential
hfbrmation to other Party.

Receiving Party: The term'T{eceiving Party''shall mean tle Party receiving Confrdential

lnformation from tle other Party.

In addition to any other rights and obligations contained hereil or elsewhere in the Agreement,

Sponsor, or CRO on Sponsor's behalf, shall be entitled to seek an injunction from a coull of
competent judsdiction for the pqpose of stopping or preveating any existing or anticipated

breach of the tems of Confidentialitv and of anv other tems of this Aseement.

B. Notwithstanding anlthing to the contary in this Agreement, nothing hercin shail (i) prevent

the Institution from disclosing to the DCGI or any other appropriate regulatky agency

.i

ll,

{{i.

the Institution from disclosing to the DCGI or any other appropriate regulatqry agency

Confidential hfonngtior (ircluding Study results) that indicates that the administra\\n orlse

conndenriar ^.{ ,-cRI .Tror4study ,4 A#W C}ts.
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ofthe Study Drug or device is associated with a serious risk ofharm to the Subjects, providedthat Institution tumishes at teast fou.teen (14) ,1"y. "d;;";;;;; notice to the sponsor and/or CRO and Sponsor and/ or CRO, * t"f,uff oitfr" S[n*.,'fui. ourlog .rr"1, time to eithermake the disclosure request.ej by.rDstituri", 
". ;;;;;;';C;;;nsrate to the rnstitutionthat it has complied with all applicable U*""**-ffi"i"rr., or 1ii; prevent tastitutionand/or Principal Investigator from-infonning ,lr" *q"* 

", f"r"rfat Subiects of any adverseexpe.rerceli or risks associated \rith the Stuay n*g oi a*i""i 
-'-^^"'

c' Ngu-Disclosure and Non-usg. Except as otherwise expressry provided herein, for the term ofthis Agreemeot, the Receivi
rnrormarion and sha, 

"", 
;.Ji.t#r#:.::#",n" j: 

"il#ijrff.#1,?;:,t*isuch Confidential lnformation, without the "_o; ;,;;-;;"# of the Disctosing party.without li',iting the foregoing, the parties shall a."to." connJ"*,a Information onry tothose emproyees of the respective la1t, *r" ."0*r" .r* 
"""ui"rtral 

Infbmation for thepurposes of this Agreement and who arc borrna ty^an obtigatior ;i clnfidentiality and non_useno less stringent than set forth 
!9rein UWn ii."f".,ri 

"""na*ual 
Inlbrmation to anyemployee' the empl.rng party shan advise th"- ortrr" 

"oini"o,iur-.rature ofthe infomation,and shall require them to I
unauthorized *,","..,." ,o;lli "lT:.:T",if"i"ff:T*J'"J.:'::T':: 

T",.",5*j
^"_1T1".1*t 

Information pursuant to an order or rcquircment of a court, adminishativeagellcy, or other governmental body, the palties, u.'th" 
"u." 

*uy Oe, muy disclose theConfidential Infonnation provided that the R*"iri"* a"n1, Or"riO". it 
" 

oi."to"i.rg fufty *ithreasonable advance notice tl
protectiveorder"'..*""*T,::'4:Jli:: j|".ff "j1.,ff.::1il"_:"jrT;f#;r,.XXl;

:l"l:4ff::**Ole 
assisrance ro the Disclosing party to obtain'u p.olti.,r" orO". o, to p."u"rr,

D. Medical Confidentiality. Notwithstandrng any of the foregoing, CRO agrees that the Sponsorshall mairtain the confidential, ld charts to which it d #T:11ff:ffiT::,;itr1il#;:;;,:"';*:"im;i:*' local confidentiality laws and regulations and its conesponding regulahons rssued under DCGIor other appiicable regulations. Sponsor shall not *", ai*i".", -i."., srore, or transmit anyirdividualty identifiable Subject information *""n, 
". ni*i"U i, ,."n **,E Protection..without rimifing the foregoing, the palties shall maintaio reasonabre procedures toprcvent accidental or other loss of any Confidential 
"fo._urion 

oi,fr" Oisclosing party andshail use at least the same procedures and degree of care which 
"u"h 

u"", ,u pro,"", u, o*,rrconfidential infomation, but in no case less than reasonable 
"ar". 

fo 
-rfr" 

event of loss,disclosure or use of any Confidential Infornadol ,n u.futiorr- of ?, Agreement, the

_1:;::]::fl1jli,-lT:::'".1, rotify rhe Discrosing p,n""ii* r""l", ,nal prevent the
*i:':::1: 

r''**"] records and private o. o*;;;;;;,, ;ffi;':"ffi "filiil #:to,the extent required by applicable laws or regulatlons. I

eonfidential

w;:;'Av" 12 ir 2s
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F. Individuallv Identifiable Health Information. If, in connection with the Study or
performance of this Agreement, either Party comes into contact with individually identifiable
health information relating to subjects who are not Study Subjects, such Pady agrees to
maintain the confidentiality of such information and not to use it for any pulpose.

6. PUBLICATIoN

The Padies agree that subject to goveming 1aw, the Sponsor shall have the sole right to review,
use, publish, and disclose any data, information, or results developed or arisillg out of the
Study as the Sponsor, in its discredon, deems appropriate, includiog, without limitation, in
submissions to the FDA and other govelamental agencies. If Pdncipal Investigator wa.nts to
publish his pat, the prior written approval from Sponsor is required.

O$4{ERs[trP oF MATERIALS. DATA. INITNTIONS. AND DISCOVERIES

Materials and Data. The Parties agrce that the Sponsor stalJ sole1y own aJJ right, title and

intercst in and to the Study Drug and any and all information, data or other mate.ials delivered

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

derivatives, progeny, or improvements {eveloped thereftom, and all intellectual prcperty
riglrts therein. Further, all data and work product arising out of or relating to the Study,

including without limitation, the Study Records, CRFS, reports, and specimens ard all
intellectual property dghts therein, shall be the sole property ofthe Sponsor. Accordingly, the

Sponsor shall have, in its sole discretion, the trght to publish, disclose, disseminatg and use, in
whole or in part, the same for any and all pi4roses. inciuding. uithout limitatioq in arld for
submissions to the FDA or other rcgulatory agencies.

Patents atrd Inve[tio[s.

A11 right, title and interest in and to, whetier domestic or foreign, any inventions or
discoveries (c!1iectively, "Inventions") first conceived of afld reduced to practice prior to the

Effective Date of this Ageement by fhe Principal Investigator, Institution or CRO as

expressed in protocols, lab notebooks, or other wdtten records, the know-how incidental
thereto, and any patent alrylications and resulting patents derived therefrom shall be the
exclusi\e property ofthal Party.

"].trew Inventjon or Discoveqy'' shali mean any invention or discovery conceived and reduced

to practice during ard as a part of Study solely by *re Principal Investigator or any faculty,
staff, employees, students or agents of the Instihrtion or jointly by such ao individual or
individuals with one or moie employees or consultants ofthe Sponsor.

It-

B.

tr.

L.

iii. The Parties agree that the New Inventions or Discoveries rnade jointly by the Itrstitution,
?rincipal Investigator or any of their respective agents with one or more

consultauts of the Sponsor that: (a) are improvements to, new uses of or (where

OI

Confidential
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the research; or (b) occur during thepeformance ofthe Study and are based upon or subject tothe. claims of Sponsor,s patentable Invention. .hr' b" th; .;;;[iili spon.o.. tnstttottonand Principal r[vestigator shall assign and t.ansfer to spooro, *itt *t r,_r.trrer consideration,the entire. right, title and interest globally in a, ,Oor*, i"r"ff""r"f prop"rb, of uny N"*Inventions or Discoveries made or atry ptocess carried out in the aame of Sponsor. Institutionand Principar Investigator acknowledge that ulr origiour *o.k. ;i;;;;rihip maoe wrretrrer bylostitution and ?dncipal Investigator under this Agreement arc ,,works made for hire,, andagrees to assist Sponsor in obtaining patelt ot other intellectual property protectio4 thereof

t-v.

c.

New Inventions or Discovedes adsi

|sre3ment,"r"r, rr,*,i*i",; il"Ji"iH'*H:"H,Y 
":y:l,ffilff :",Ti::i*:that is rot covered by the provisions of Claus" Zill;,:) 

"t""" 1an 
;i_*rin Invention,,)shall be the sole property of Institution (subject to any agreement between the lnstrtution andPrincipal lnvestigator regarding the ownersbip of such inventio$).

Ins.:ttuti:n and / or the pdncipal Investigator shall prcmptly notig/ the Sponsor with a tullwritten description of any New Inventions or Discoveriesiescrib j in Jrrri. arurr." z6;1114
:r 7(B)(?, of which they become aware. CRO shall communicate to the Sponsor tfrat tneSponsorshall have a timelimited, first option to negotiat" * 

"r"lu.irr", 
*ori'a*ide, royalty-bearing license to any Institution rnvention. Any such exclusive license shan include areasonable royalty based on Sponsor,s and Institution,s respective contdbutions to institutionInventjon and otber terms fhat ale tlDical in licenses 

"f ri_if_ ,""fr*f"gy Sponsor dhall,eith€r directly or through CnO,iaa"lse Instihrtion in writing of its interJst il oorarnng anexclusive license to any Institution Invention within sixty (60) days of Sponsor,s receipt ofnohce of Institution Invention. If Sponsor fails to notifi7 the hstituiior, \vitt io ,i*ty 1OO; auy.or provides notice that it elects not to obtain an exciusive licensg then Sponlor s option staltexpre with respect to that particular Institution Iovention and lnstitutjon .t al o" t"" todispose ofits interest in accordance with its technology transfer potici",, flr" fL"" ugr"" tfratif sponsor and lnstitution fail to leach agreeme,,t on the tems for an exclusive license of aparticuiax Institution Invention withir four (4) months uft". Spon"o; p;;;id; notice that itwishes to exercise its option, then for a period of,one (1) year thereater, ti; institution shalnot offer to liceDse the Institution Invention to any third party on materiaty bener terms tnanthose last offered to the Sponsor without first off"riog *"h L_, ; SpoJ.*, in rvfri"f, "^"Sponsor shall have a period ofthfuty (30) days to accept the offer.

Ng--^Other Rights, Except as expressly set fodh herein, it is agreed by the parties that none, ofthe Sponsor, the Principal Itvestisator or the Institufion may transfer to any other party hereto,

lil::..11r:-:l 
*" es..1i*t * otherlalss nghts to any patent, copFish! trademark orother intellectual property dght of any kind.

./,/ n "t/hwil 
"- tSltolt't n ,-!^-

cRloTrsr4sludr (/1{7'r\/Con{ideDtial



i

use,

Dr. Kishan Ninama, Sumanaleep VidyaF€eth an Institution Deemed to be University &.Dhiraj
HosDita[. Vadodara. Guiarat

8. RIPRESENTATIoNS.WARRANTIESANDCo\,TNANTS

A. Of the Principal Investigator. The Principal Investigator, in addition to his,&er
representations under clause 1(B) above, represents and warrants that (i) he/she has the legal
authority ard right to enter into this Agreement; (ii) he/she has no otligation to any third party
that is in conflict with or has the potential to conflict vrith, its obligations under this
Agreement; (iii) he/she has aad will maintain throughout the conduct ofthe Study, all taining
infomation, licenses, approvals and cetifications necessary for safely, adequately, and
lawfully peforming the Study; (iv) he/she will not enter into ary agreement with any third
pady to direcdy or indirectly fund or suppof the Study without the express waitten consent of
the Sponsor (excludiog laboratory investigations, radiological investigations or any other
rcqutuement to tuIfill Protocol criteria), and (v) this Agreement has been duly executed and
deiivered by him/ her and constitutes a valid, binding obligation enforceable agaimt hirrj_/ her
in accordanc€ with its tems.

The Principal Investigator tepresents and warants that no clinical study or trial in
which he/she was involved was te.minated for any reason pdor to completiofi 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 aoy applicable local, state or federal law. The
Principal Investigator further represents and warrants that hd/she has not received any rritten
notice from the DCGI4DA or NIH of any violation of any applicable federal law relating to
clinical studies that has not been disclosed to the CRO or the Sponsor and attached to this
Agreement as an Exhibit hereto. For the puposes ofthe prior sentence, "writtell lotice" shall
include, but not be limited to, DCGI or FD$ lists of inspectional obseryations (FDA Form
483), notices ofadverse findings, regulatory I'etters, waming letters, notices ofintent to idtiate
clinical investigator disqualification proceedings under national regulations or under 2l C.F.R.
312.'70 or 21C.F.R. 812.119 or any similar regulation C.Notice oflntent to Disqualify'). The
Pdncipal Investigator further reprcsents and waraDts that he has never been disqualified from
receiving investigational drugs or medical devices by the DCGI o. FDA or NIH or any other
federal govemnental body. In the event that any of the foregoing events mentioned in tbis
paragaph occur during the coulse of this Study, the Principal Investigator shall provide the
CRO and/ or Sponsor with a fuIl written explanation of the circumstances of such an incident
withil ten (10) days of the occurrence of such,an incident. If the Institution or the principal

Inv€stigator becomes debalaed as per the national or local regulations, this A$eement will
imrnediately telminate. lf the Principal Investigatot rcceives a notice or tlreat of action with
respect to its debament or a Notice of Lrtent to Disqualifi, the CRO shall have the rjght to
terminate this Agreement .immediately without fuither cost or liability. The principal

Investigator reprcsents and warants on his,|er own behalf that he/she has not used, in any
capacity, fie services of any individual, coryoation, parhership, or association which has

been debaned, and neither shall
corporation, partoership, or associ

in any capacity, the ser,,ices of any individual,
which has been debared. In the event thal the

Principal

Confidential

becomes a or threatened debament of any
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B.

C.

individual, coryomtion, partnenhip, or association providing services to the pdncipal
lnvestigator which directiy or indircctly rclate to pdncipal Investigato;,s actiuties under tlfs
Agreement, the Principal Investigator shall notifi, the CnO and,l oi Sponsor inmediately and
the CRO shall have the right to terminate this Agreement immediatel; without turther cost or
rraD ttv,

Of the Institution. Iastitutioq in addition to its represeqtations under clause l(C) above, will
:t._Y tht the Principal Investigator remits to the Sponsor and./ or CRO, all clinical data,
including rvithout limitation, CRFS, medical reports alld the information generateO Au.ing t]reperfomance of the Shrdy. Institution will notii, the CRO *a Spon.or" i--"Oiatety if the
Principal Investigator ceases to be employed by or associated with the InstitutioL.
Of the CRO. The CRO reprcsents and wanarts that (i) it has the legai authodty ard nght to
enter into this Agreement, (ii) it has no obligation to any other party fiat is in conflict with the
its_obligations under this Agreement, and (iii) this Agreement tu. t""r, aUy executed and
delivered by it and constitutes a valid, binding obligation enforceable against it in accordance
with its tems.

tRO, on behalf of the Sponsor, represents anal wafiants to Institution and principal
Investigator the following: (i) any Study Drug or device administered ot used in carryrng out
the 

_Protocol 
has been approved by the DCGI or FDA or by the other rcgulatory agencies if

applicable for investigational use; and (ii) Sponsor has at all times 
"o-f,t"d *ltf, urra *il

continue to comply with all DCGI or FDA and comparable foreign n:les, regulations,
requrements, and guideJines rggarding adminishation, marufactu.e, and Foduction o{ drugs
ano oeuces under regulatory odltrol ofthe DCGI or FDA and/or comparable foreign alencies

'n 
connection with any Study Dr'g or device administer€d or used pursuant to the protocol. In

particular, CRO shall ensure that the Sponsor shall comply with ail DCGI or FDA reporting
niles that rcquire it to infom Institution and/oi principal Investigator of any senous and
unexpected adveNe expdrience associated with the Study Drug or dwice.

D, No Other Representafions or Warrauties. Except for the limited rcptesettations and
wananties given in this clause g, none of the parties hereto makes or receives a|Iy
reprcsentauons or waranties, express or implied, statutory or othenvisg and each exprcssly
disclaims any implied warranties of merchantability, fibtess for a particular purpose, or non_
infringement.

9. CovrR^ptc LAlt

]!" aSiy*t shall be govgrned by ard construed in accordance to the Laws of India.

?isl:t:sl 
if aoy, shall be arbitated upon under rhe Arbitration and Conciliation Act, i996 in

English language and the venue shall be Aimedabad, hdia. It is expressly agreed that the
arbiftal award shall be final and binding upon both the pafiies hereto. However, the final

l.:q:i:Tnitt ::lith the couds ofAlmedabad, India. Each ofrhe parties hereby expressly
submits to thejudsdiction ofthe coults ofAimedabad, hdia.

Cot idential j, cRror ro-t+ st,ayM({,,,, Page 1
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10. INDEm.uFrcarroN

A. Sponsor I[demnification. CRO agees that the Sponsor shall defend, indemnift, and hold

hardless the Institution and its trustees, officers, the Principa-l lnvestigator, employees and

agents (the "Institution Inalernnitees") from and against ary liability, loss, damage, or

expense (including reasonable attomeys' fees and expenses of litigation) incuned by or

imposed upon the Institution kdemnitees or any one of them in cormection witi any third
party claims, suits, actions, demands, or judgments but only to the extent such claims, suits,

actions, demaods or judgments arise liom or are caused by the Study Drug and are not covered

by insurance or self-insuance as set forth in clause 11 below and provided that the Study is

conducted in accordance with (i) this Agreement and the Protocol; (ii) all wdtten instructions
provided by the Sponsor conceming the Study; (iii) all applicable federal, state, or local laws,

rules, rcgulations, requirements, and policies; and (iv) the matrner required of reasonable and

prudent clidcal investigators and physicians; aod such loss does not arise out ofthe negligent

or reckless conduct or omissiol or intetrtional mjsconduct or malfeasance of any InstitLltion

Indemnitee, or any other pe.son ofl the Institution's propefty or under its control, exclusive of
the Sponsor's employees; and the Sporsor is notified within ten (10) working days of any

complaint, claim, or injury rclating to any loss for which indemnification and/or defense under

this Agreement rnight be sought; and Principal Investigator and the Institution and its

dtectors, ofEcers, and employees fully cooperate witi the Sponsor and its legal

rel;resdltatives in the investigation and defense of any claim or suit covered under this

Agreement.

B. Irstitution Indemnification. The Institutign shall defend, indemnifu and hold hatmless the

Sponsor and CRO and their respective dircbtors, officers, enrployees, agents, successors, and

assigns ("Sponsor Indemnitees') Aom and against any aad all third party liability, loss,

damage, or expense (including reasonable attomeys' fees and expenses of litigation) incured
by or imposed upon the Sponsor Lldemnitees or any one ofthem in connection with any third
pafy'claims, suits, actioN, demands, or judgrnents to the exterf such claims, suits, actions,

demands, or judgments arise out ol (i) a failure to conduct the Study in accordance with this

Agrcement and the Protocol, all written instuctions provided by the Sponsor/CRo conc€oing

the Study, a1l applicable federal, state, or local laws, nies, reguladons, requirements, and

policies a d in the manner required of reasonable and prudent clinical investigators and

physicians; a d (ii) the negligent or reckless conduct or omission or intentional misconduct or

malfeasance of any Institutional Indemnitee, or any other pe$on on the Institution's property

or under its control, exclusive of the Spoasor/CRO's employees and (iii) a breach of any

tenns ofthe Agr€ement and the representations and wananties made by Principal Investigator

or Institution jointly and / or severally.

C. Nglli&gqg& The Parties shall promptly notiry each otller of a y such claims, suits, actions,

demarlds, or judgments and the

handling thereof.

ies shall reasonablv coooqate with each other in the

-'i t
Conlidential CRL071934 Study
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D. Claims. The indemnifying pafty, atits owfl expensg shall have the exclusive right to manageclaims, control investigation and litigation, and select counsJ, including the right tocomprcmrse or set e any claims, acjions, suits, demands, or judgments, prcvided that it shall
11or compromrse or settle any such action with an admission ofliability or wrongdoing by theindemlified party without such pafy,s \&aitten consetrt.

E. Representation. In the event a claim or action is or. may be asserted, the non-indemnifyingParty shall have the dght to select and obtain representation bfs"n*ur" ,"rU counsel. If thenon-indemnifyirg pafiy exercises such right, ail costs and 
"rpei.r."s 

,o"o1a"d by the no[_indemnifying pafiy for such separate coumel shall be fully bome by the non_indemnifyingPaty; provided, rhat wirhout the Indemnifuing party,s ;.io;-;tten consent, the non-indemnifyilg party shall make no admission to, o, *y ."nt"-"ni or agreenent with, anyperson or party u/ho is in any manner related to the liabilities for which indernnification maybe sought by an non_indemnifying party.

F. Subiect Iniury. CRO agrees that the Subjects shall be entitled to financml compensatior aswell as rcimbursement ofreasonable and necessary medical expenses ti_om the Sponsor in caseof Subject injury or death during the conduct of Study in accordance with Rule 122DAB ofDrugs and Cosmetics Rules, I 945 as may be amended Aom time to thrc.
ll.INsuRANcE

A. Spetrsorinsurance. CRO agees that the Sponsor shall maintain/ CRO shall, on behalf of theSponsor, maintain du.ing the tenn of this Agreement and for a penod of One (1) year
lherea fter, general liability ins$rance (wilh producr liabilily endorsemenE) sufticient b meetils indemnificarjon obligationl under this Agreement. CRO shall Or"r,a" ""rJ"" "finsurance upon request and will provide to the lnstitution, thirrye0j oays prior written noticeof cancellation ofits coverage.

B. Instftuqon Iusurance, Institution and principal Investigator shall maintam dudng the term ofthis Agieement, general liability insurance and p.ofl."iorrul liubilrty ,.r"uruo"" 
"ou"rug",. sufficient to meet theh indernification obligations on approp.iut" 

"onAition, 
*d shall provide

evidence ofthe insurance upon request by the sporsor and/ or cRo and shall also provide toSponsor and CRO thirty (30) days prior written notice of cancellation ofits coverase.
This clause I I shall survi\e terminarion oftfiis Agreemen{.

12. TERr't {rD TEPJ\[N.trto\

A. I9gf. This Ageement shall begin on the Effective Date and shail remain in f,rll force andeffect until the completion of the Study and the submission oi rfr" i,nut Repod pursuant toclause 4(G)(rv), above, unless earJier terminated in accordance wirrrrrl. eer""-"nt.
B. Termination.

Either Party may terminate this Ag eement inmediately upon wdtten lotice to the o
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Dr. Kishan Ninama, Sumandeep Vidyapeetl an Institution Deemed to be University & Dhiaaj
HosDita[. Vadodara. Guiarat

a. the authorization and approval to perfom the Study in India is with&awn
by the DCGI and/or other applicable regulatory authority in India;

b. animal, human and/or toxicological test results, in the opinion of either

Sponsor or In<drulion- supporr lerminalion oI the Study: or

c. the ctcumstances requirc temination of Study in order to protect the
safety, rights, or welfare of Subjects enrolled in tie Study. In the altemative, either Pafty may
immediately dis-enroll ary Subject to protect that Subject's safety, dghts or welfare witiout
teminating this Agreement, but sha1l prcmptly give the other Party uritten notice of the dis-
enlollment.

This Agreement may be terminated by either Pafy, ulon thirty (30) days pdor wdtten notice,

if the other Paty fails to comply with the tems of this Agreement withi4 thirty (30) days of
receipt ofwritten notice, with an opporlunity to cule the defaBlt/ breach, fiom the other Pady.

This Agreemert may be teminated by the CRO irnmediately, if the Principal

Investigator is unwilling or unable (for whatsoever reason) to colltiNe to act as a Principal

Investigator and a successor, acceptable to both Instihrtion and CRO and/ or Sponsor has not

been found within 30 days therefiom, in accordance with clause 4(D) ofthis Agreement.

IfPdncipal Investigator fails to effoll minimum number of Subjects as mentioned in clause 28
abo,ve, ,1he CRO shalt be ftee to prematurely ten'ninate the participation of Prillcipal
LNestigator in the Study.

This Agreement may be teminated by either Party for any reason other than those listed in
clause 12(B) upon thirty (30) days prior wriiterl notice to the other Pafiy.

Upon the effective date of temhation, there shall be an accounting conducted by the

Institution, subject to verification by CRO and/ or Sponsor. Witiin forty five (45) days after

receipt of adequate documentation there ftom, CRO shall make pa]'ment to Institution for.

a. all serr.ices properly rcnde.ed alld monies properly expended by the Institution until the date of
temination not yet paid for; alld

b. reasonable non-cancelable obligations properly incured for the Study by lnstitution pdor to
the effective date of te1mil1atior1.

vii. lnmediarely upon receipt of a notice of termination. lhe Principal Investigator shall slop

effolling Subjects il1to the Study and shall cease conducting prccedures on Subjects a]ready

eruolled in the Study as directed by CRO and/ or Sponsol, to the extent medically permissible.

riii. Jmmediate Termination by the Sponsor. The Parlies agee that the Sponsor may
dircct CRO to teminate this Agreement, in whole or in part, effective immediately, upon
wdtte[ notice to the Prhcipal Investigator andT or hstitution; a) if the Sponsor, in its sole

discretion, deems necessary that the safety ofthe Subjects will be compromised by a delay in
temhation; or 6) for any violation q{the Study Schedule set forth in clause 2 pdor to the

shipment of the Study Drug to the
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Dr. Kishan Niuama, sumandeep vidyareeth an rnstitution Deemed to be uniyersity & Dhirai
gospital . Vadodara, Cuiarat

l'' Effect of Termination. In the eved this Ageement is teminated pnor to completion oftheStudy, for any reason, the principal krvestigato. .fr* u; ootify tlr" de that the Study has beenteminated; b) cease enrolling Subjects in the Study; c) 
""ur" 

*i rg Subjects under theProtocol as directed by the Sponsor to the extent medicll; pennissible ano appropriate, and d)teminate, as soon as practicablg bu in no ev"o, *or" tlr*,friayilo) days after the effectivedate of ter.riination, all other.Study activities; prodaea, nowev-er, iion tt," Spo.r.o.,, ,"qu".t,the Institution and the principal Investigator shall 
"Orrrioo" 

to 
"Ji""t data ard prepare andcomplete CRFS for Subjects teated i{ the Study pdor to termination. Within ninety (90) daysAom the effective date of any such tennination, ihe Lrstitution aad the principal hrvestigatorshall govide to the Sponsor all data collectea A 

"o_""tioo *itt it 
" 

StuOy, including, witliouttimitation, studv reporrs a''d the Final Repor d*"ribJ ;-;i;;:; o above anar excepr asotherwise provided herein, shall retum to the spon.o, *y -a Jt--atenals aaar confidentialInfomation provided by the Sponsor for the "*a*t of ifr" ilay,L *" anorrror,. 
"rn"n.",provided, however, that the Institution may rctain one (1) copy ofthe Confideatial Informationfor lecord keeping purposes. CRO agrees that tfr" Sp".r* .ir"ii ,"r*in liable for pay,rnent forany CRFs submitted pdor to the effective date oi t".-irrution, or within ninety (90) daysthereafter, in compliance with the terms ofthis Agreement.

r Sur-vival. Termination of this Ageement by either pady ;ha[ not a11.ect the rights andobligations ofthe padies accrued pdor to te1minution. aff p.ou;.i*. in thrs Agreement which,by their nature, extend beyond terminution of th" egr""iurt, ,or"rfrer ** ,0" p.ourriorN ofClauses 4, 5, 6, j, 9, 10, 12 and 13 shall ,o*iu" any t".*irrutioln of thi" Ag.""ln"nt fo, u,ryrcason. 3, 1.
13. MISCELLANEOUS

A. Use of Names: publicity, Except as otherwise required by applicable law, regulation or cour1order, no Party to this Agleemelt will use the name or other identifing marks of any otherPafty or. its dffiliates or its employees in *y uau".ti."_*i, pr"r, '*r""r", or other publicstatement without pdor wdtten approval of the other party; providec however that Sponsor,' may identify the Institution as a paxticipating clinical site and the principal Investigator as anmvesrlgator in a Shrdy. The lastitution 
-and 

tie pdncipal Investigator shall have the right toacknowledge the Sponso/s support of the research perfomt"j *0", tti, Agreement inscientific publications and other scientific commrjcations (any such publications orcorrunurfcations shall be made in accordance with clause 6 above). iach ofthe pa.ties heretoshall not disclose to any third party the te1ms of thls agreement ;thout the prior $,Titterconsent of the other parfy, except to advisors, investors, id oth"r. * a need_to-loow basisunder circumstances that reasonabiy ensue th" 
"orrnA"ntiufity 

J"."of'or to tfre extent requiredby law, regulation or court order.

B. &lependent Contractors. The parties acknowledge that the relationshlp betw

l1T::: *, Instihrtion 
_and 

principal Lrvestigator created by tt ir .tgr""-"ot i.independent contuactors and that neither the rri*ipd f"r"Jgrt"ir;ffi;,
creare or assume an) obligaton on bebalfolthe Sponsor. -A

cRroT lo34 sf udv /) x .bA.h-kh l( "'
J'lt0l22
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Dr. Kishan Ninama, Sumandeep Vidyapeeth an Institution Deemed to be University & Dhiraj
Hospital , Vadodara, Guiarat

C. Limitation of Liability. In no event shall the Parties be liable to each other for any special,
incidental, or consequential damages arising out ofor relating to this Agreement, or the subject
matter hereot however caused aod whether such claim is based in contuact, toft (iocluding
[egligence), or otherwise, even ifan authorized representative ofthe Sponsor is advised ofthe
possibility of such danages.

D. !9$g9g Any notices required or permitted to be given hereunder shall be in writing shall be
addressed to the Party to whom such notice is iltended as follows, or such other address
and/or numbe. as such Parly may substitute by written notice hereunder, and shall be effective
on recelpt.

Any [otice to the Sponsor shal1 be addressed as follows:

Adilress: Cadila Healthcare Limited, Zydus Corporate Park, Schene No. 63, Survey

No. 536, Khorai (Gandhinagar), Nr. Vaislnodevi Circle, S. c. Highway,

Aimedabad- 382-48 1. India.

Tel No. : +91-79-71800000

E-mail: Anuj.Saini@zyduscadila.com

Any notice to l4!l&gg9! shall be addressed as follo*s:

. -Aildress : Sumal1deep Vidyapeeth an InstitBtion Deemed to be University & Dhimj
Hospital, At & Po Piparia, Ta Waghodia
Vadodara- 391760, Gujarat, India

Attn : Dr Chandramani B More
Mobile No. t99'149 00278
Phone :02668264245

Any notice to Principal Investigator shall be addressed as follows:
' Address : Surnandeep Vidyapeeth an Institution Deemed to be University & Dhiaj

Hospital, At & Po Piparia, Ta Waghodia
Vadodara- 391760, Gujarat, India

Attn : Dr. Kishan Ninama
Mobile No. :90990 25287

Any notice to CRO shall be addressed as follows:

Cliantha Research Limited,
6, Arista@ 8 corporate house,
Near Satyam House, Behind Rajpath Club
A}medabad-380054, Gujarat, INDIA

Atteution: Dr. Dhaanesh Domadia

Attention: Dr. Dharmesh Domadia
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Designafion:AVp- clobal Oinical Operation.
Tel: +91-'79-6627 9555

Faxt +91_i9^6621 g54g

E' Assignment. This Ageement shalr be binding upon and inure to the benefit of the parlieshereto, their respective su
otherwise set fortir ab*",,ilr.iIl;3ii tri;,ff h:n,:.#::Ttfr i#.;ftrj,#volunrarity, by operation of-law or lll*i*j ;,il, *;;;ften consent of the otherPadies. Any puryoted assignment of this Ag"".*t rn 

"r"r"rrio" 
ofLs section sharl be void.F. Modilication; Waiver. This.Agreement may not be altered, amended or modified in any way

i};: ;::#f' liTfl 3|JTT": l-:.-i'' ai'"* 
"r " 

o"n, r o enrorce anv provision

eoforce the provision o'. ''r;:r';Tff,:::: 
a waiver of the risht of such Partv to thereafter

G. Enti!.e Aereement This Agr€ement and its Eiiibits constitute the enure agreement between

:::.lffi .:ffiffil':J:.::'-'::l l*- ;";;;i;;;;e a,, prior discussions,

respectroar,o**."_*."llllof;l'[Xl?,,1fl ]|-trf ili.,"fi :li""::T:;*lrjr;lAgeement and the documeD
prccedence except as oro" 

tt to"o'?otut"d herein' the terms of this Ageement shali take

o. i*;uo,i,*.,' * ;H :#::: :Tl[:Hil::o"',",,,"u," o",,,*",invalid or unenforceable by a colrt of comp","or:*rdi"f,*, ,fr" relarnoer of this .tgreementshall remain in fir force and jffect withoui *,U n-r*"". irriiuill. .hatt o"gotiut"?io gooafaith a substitute clause for a'ny provisr* U""r** ,",iG, ,."#U 
"or 

unenfbrceable, whichshall most neady approximate the odgiout int"nt of tt" p'fii". l,Iri*., *, o*""_"rr.L Executiotr. The IRB shall be the authorized to apptove the prctocoi and any amendments

:ffi'}ff ,1ff:TJ,fJ1,oj "i:"'*o t";" ;';;; ;;;;, ar or which tosether

,. signature. 
ffne agreement rlis Agreement may be executed by facsimile

J, Chanqes to the protocol. If at a I
"r,*g* _! o"T";*ffi "J}."*fi""'#:n;,T"*::T":itl"it"l,?iT[:
iiponsor and Institution lf such changes affe" *r" 

""" "i rrr" t*al li'Ji"tution will submit tocRO and/ or sponsor a written estimate for approval. If in tt 
",_irsl*lr p"rfo._iog this

lf^.::::ll. n".:""r, generally accepted standards of ctinical".".J ioo rn"ai"ut pru"ti""retatrng to the safety of Subjects req
rorlowed. rn s,,ch case, ;;;; ;::::,*:::ffi1T"ffi;?:ii,#:iHfi li"H'J:o{her ofihe facrs causing such deviarnon as soon as the facts are known to the party.

Dr' Kishan Ninama, sumand€ep vidyaleeth an rnstitution Deemed to be universily & Dhiraj
Eospital , Vadodara, Guiara;

K, Covendnt Not to Ilire. CRO asees that the Sponsor shall not, and shall nor pe.mlt any ofi
;flff :?;?lfr :iljf::::-1:j::3,::i :":.:::" l;Ji"*:i"fr ,ill *o,", 

".u' ",on or expiration of this Agreemelt, unless ]nstitution gives i
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Dr. Kishan Ninama, Sumandeep Vidyapeeth an Institution Deemed to be University & Dhiraj
Hospital , Vadodara, Gujarat

consent thereto. 'Key Personnel" shall mean those individuals employed try Institution, who
perform resemch related services for Institution or any of its affiliates, including, but not
limited to, peasons serving as research coordioators and grunt account manage$.

L. Drug Safetv and Reportins. The recording of Adve6e Events (AEs) is an important aspect

of the Study documentation. It is tle Pdnci?al Investigatorts responsibility to document all
AXs according to the detailed guidelines oftlie Pdtocol. The Pdncipal Investigator agrees to
answer any questions of Sponsor and/or CRO's medical monitor conceming any AEs.
AccordiDg to the Protocol, the Principal hrvestigator will assess at each visit whether any AE
including abnonnal laboratory values has occulIed. The details of ail AEs, whether repofed
by the Subject or observed by the Principal Investigator / Study personnel during the entire

Study, will be recorded onto the appropdate source document. Each AE must be recorded itl
the AE section of the CRF, regardless ofthe causal relationship.

The Principal Investigator must iflrllediately rcport all SAEs (as defined in Protocol), which
occur during the coulse 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 documefltation and reporting.

If the adverse event is unexpected and fatal or life tbreatening and is considered by fhe

Pdncipal Investigator possibly related to the Study medication, the Drug Safety Department of
CRO shall be informed inrmediately by telephone and followed immediately by fax./email.

Cnb unaertates to notiry the Prirchal hrvestigator and Sponsor of all unexpected SAES,

which occur during the cou$e of the Study in any other location and arc rcpofed in an

expedited maoner to health authodties. Thq Pdncipal Investigator will inform the local etlics t
cornmittee of SAEs reportable according i6 its natiolal requirements and timelines aod of '{

findings that could adversely affect the Subject's safety, could have an impact on the conduct

of the Study. or couJd alter the !.Lhics Comminee's. IRB's appror al lo conlinue lhe Stud).

CRO will be rcsponsible to notiry on time the health authorities in hdia.
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Dr. Kishan Ninama, Sumandeep VidyaFeeth an Institution Deom€d to be Universiry & Dhiraj
Hospital , Vadodara, Gutarai

Drrl.z authorized representatives ofthe paflies have entered into this Agreen€nt on the dates w.itten

INsrrrurloN l

Di. Chandramani, B, More
Registrar

- Registrar
_ Jumandeep Vidyapeelh
An lnstillrfion Deemed lo be Universitv

Vi . Piparia, Tatuka: Waqhodia. '
Dist. Vadodara-J91 760. (Guiarat)

BY EXECUTING TIIIS AGREEMENT IN TEE SPACE PRO\,'IDED BELOW, TEEPRINCIPAI MiVESTIGATOR HEREBY ACKNOWLEDGEi ONO 
"C*"U, 

TO COMPLYWITII THE TERMS OF THIS AGR.EEMENT AND TIIE APTiICiN-iT PROTOCOL, ASAMENDED FROM TIME TO TIME.

PRNCPAL INvEsficAToR

Df. Kishan Ninama
Pdncipal Investigator

. CRO

t

CLIANTHA RESEARCH Lnff TED

Dr. Dharmesh Dornadia
Associate Vice presidenG

Global Clinical Operations

(Signature & Date)

(Signatuie & date)
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Dr. Kishan Ninama, Sumandeep Vidyapeeth au Idstitution Deemed to be University & Dhiraj
Ilospital , Vadodara, Guiarat

EXHBIT Ar PArrE DETAtr-s

The Parties agree that the Payee designated below is the proper Payee for this Agreement, and that
palments under this Agreement wil1be made only to such Payee.

.{.i, I

Name of Payee Research Cell Sumandeep Vidyapeeth

Name ofBank lndian Overseas Bank

Account No, 178802000000131

IFSC Code IOBA0001788

S.W.LF,T. Code NA

PAN No. AAATK4485H

GST Number 24AAATK4485H1ZK

Payee Address Sumandeep Vidyapeeth
At & po Pipariq Ta. Waghodia
Vadodara 391760

Branch Address Indian Overseas Barrk
Sumandeep Vidyapeeth
At & po Piparia, Ta. Waghodia
Vadodam 391760

Contact Details of payee +9199149 00278

)3)10 | 2-4
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Dr. Kishan Ninama, Sumandeep Vidyaf€eth an

BI'DcET:

Principallnvestigator : Dr'. Kishan Ninama

Institution Deemed to be UDiversity & Dhiraj
Hospital, Vadodara, Gujarai

an lnstitution Deemed to be University
39i 760, cujamt, Indi a

SiteAddress . Sumandeep Vidyapeefll
& Dhiraj Hospitai, At & po pipada, Ta Waghodia Vadodara-

L Screenitrg Itrterim I EOT EOS

3600 3000 3000 2i00 r 1700

200 240 200 600

1000

==+q:!3ls__-
800 200
360 300 300 210 1170

---'j-T:-Archival ah-niies :i

500 500 500 500 2000

1200

r000

s460 3800 3010
IO'TAI

. Study Budget includes Archivd Charges as well
PAYMETIT SCEEDULE FoR THE ApvANcE 

"A\.I4ENT 
Is AS FoLLows:

i,l,l"l].Tll,l lT^ll"^T": y,l *r "ly lt\R J000 _ ror scrcen fairure subjects as menrioned jnrur rliusu rauure buo1ects as mentioned iL,ausc Jr or mrs Agreement wjth the r

randomized srrhie.r{ a-,, "",r., ".-.rlirrTT 
ratio of 5:l i.e. maximum 1 screen failure perj,1Til:":"1::*:1.ry:ig',b"",;;;i;;"ilffi Jil'T:T: j:J,::l'j:";

;:1*:ll3 :"i.;':::::"9'" ::f 11.'1":T "";;;"t;;;; ;;dfi ";H ;ffTil::,l',:J
trilffi1;i*3i::":Ti:::*1": lr'llra pu,-"nt ro. u,'v stu;G;;;' i; ;;ffi;#'Jff:linformed consent form has not been obt
Case ReDofi Fnflne h"_- 

alned pnor.to 
_enrollment, 

(ii) for whom reasonably compietecase Reporl Fonns have not been obtained, o, trrl a, *n"J'iI i,r.*w,ur" 
reasonaDty complete

t / t A ^^ 
Ls not been followd,

".
..The adwance pa),me't (pre pa)ment) Fovided to the payee wiil be adjusted agamst first tbree invoicesraised by the Payee as per the per Subjecr r:rant mentioned above.

H"r;:lT:#"*ts 
will be provided on monthlv basis as per the subject visit charges/ subject
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Dr. Kishan Ninama, Sumandeep Vidyapeeth an Institution Deemed to be Universify & Dhiraj
Ilospital , Vadodara, Gujarat

absent reasonable explanation ftom Institlition and/or Principal Investigator for 1ie Prctocol

deviation(s).

B. PaYment Adiustments

If Institution'sPdncipal Investigator's participation is terminated because no Study Subjects have

been enrolled, Institution/Principal lnvestigator will not be entitled to reimbursement or pa)anent for
any administrative costs that were inculaed prior to such temination, except to the extent such costs

are set forth expressly in this Agrcement.

If, upon termination of this Agreement, CRO, on behaif of Sponsor, has prepaid funds that

Instihrtion?dncipal Investigator has not eamed, Institutionryrincipal Ilvestigator (or its designated

payee) will rctum to CRO all such prepaid funds withir thirty (30) days after the effective date of
temination. Prepaid funds owed to CRO, if any, will be retumed pursuant to instructions provided by
the CRO's personnel assigned to administer pa)4nents to the Payee.

I11 the event this Exhibit sets fofih a naximutn number of Subjects that may be enrolled by Institution

in the Study or a maximum paynent amormt to Payee pusuant to the Study, Sponsor at its disdetion

may authodze an inqease in Study Subjects anavor palment amounts.

In the evelt the Protocol is amended, compeNation paid to the Payee may be adjusted to give effect

to the Protocol amendment.

Dudng thd course of the Study, the Payee will have forty live (45) days after the receipt of final
pa)rnent to dispute any reasonable paynent discrqrancies.

C. Invoices {- Ii-I
Send invoices to: Cliantha Research Limited

'Contact Person: Mr. Hitesh Maheshwan

Address: 6, Arista@ 8 corporate house, Near Satyam House, Behind Rajpath Club Almedabad-
380054, Gujdat, INDIA

, Failue to include Protocol number and Payee's name on all invoices may result in delayed paynent.

D. Final Payment

The final payment will be made after the close-out visit by the CRO CRA, after all CRFs for all
Subjects have beeo received. and accepted by a CRO'S project leader, and al1 data queries for
Institdtion have been resolved satisfactorilv.

E.

1. All amounts above are in Indian Rupee (INR).

2. Lab lnvestigations; The Study requires lab examination at screeniog, and end of treatment. Lab

lnresrigarions will be perlormed al Cennal Laborarory a{ Clianrha R kr case,

investigation perfomed at Local Laboratory at Site/Cortructed Laboratory will be

paid as per details mErtioned in Exhibit B ofthe agreement.
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Dr. Kishan Ninama, Sumandeep VidyrFeth an Instit[tion Deemed to be Universitj, & Dhirai
Eospital . Vadodara, Cu_iarai

3. Bacte.iological Culture Test for stuphJlococcis Aureus atd / or Streptococcus pyogenes andcram stair or wright stain w l be performed at Local Laboratory at aiji-*u"r"u ,uoo.u,ory
4. Se.ious Adveme Event rclated costs: Costs relating to SAE that arise due to Study participationwould be bome by the CRO, on behalfof the Sponsor, o1t actual.
5. Please note that approx. l0 % of tl1e total amount for one randomized Subject only i.e. INR1747- (One Thousand Seven Hundred forty Seven nupees only) wilt blJnsiOered as retentionamount and will be paid at the erid of Study/ Stuay close out; once all the Str.rOy related procedureand documentation would be over.

6 All palments arc subject to withlolding tax under all applicable laws including Income Tax Act,

7. A ta.( of 10% will be deducted in case a tax exemption certificate is not prcvided. This taxamount has been calculated and addfd to total grant amount. In case a tar exemptron certificate isprcvided, then the tax amo.-t (@ 10%o) will not be applicable to be rereasea to the payee in thebudset-

8. GST (as applicable) will be considered on total grart amount subject to availability of cSTnumber with the Payee. cST will be paid and applicable to the payee, provrded they reflect theGST number on Invoices / Bills generated by them.

9. In case iecruit[ent is not initiated witbjn a reasonable time p€riod notified by CRO in writingunutilized amount (as mentioned in the paynent head above) shalr be retumecr to cRo.

I

&*9
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