: ,', L B33 7 €30 T ST GO

X ."'f'-’!“'-"ﬂi] sﬁ'f'u 'ﬁ"".. :L*”m%m ﬂ ‘:;133 3 fr

D'fq, \'..'EI- '

"I QG'-I (e lw R <TEE EETH
AU O l-l"ll+ ML

AT uﬂm UT'TAR FRADESH

E

: ;

. i€ 1. -4
d Memarandum of Agreement ' S

T Memsraadum of Agreement {The “MeA™ i cntered inlo as of th{s duy-of Iy -

logmory, 2022 {the “Effective dat'l, by JCOMB-Mztional Instftute for research in
berculesia Jocoled in Chenoai, [hereinalter relemred v as “NIRTY] an Instliete of the

[tiigm Cowncil of Medical Research, with office Iocated ac No.l, Mayar Sathyamoorthy
Rﬁmd, Chetpet, Chan nai-ﬁ_ﬂﬂﬂll, India

. ARkD

a
King George's Modical Unmiversity, {hervinafer referred to &5 “Insiinate™] Joenled 1o Shah
wling R4, Chowkk, Luclcnow=226003, Uliar Pradeah,

WHEREAS, the insi'inticn has persaniel and facilicies for czcrying oul the “Dal-centric

pmspe::ﬂve corhort stedy of T resurrenee free tore ameog microbiglogically confinmed

w polmgoary (uherculosls patients treated uwder NTEDF wiltk e J-month
oxilliacin cuntaining daity eeghinea™; aod

WHEREAS NIRT as the Co=grdinating cenim is dezirous of ongaging the Institwie for
cgr:}r:ng QUL the Slady

HOW, THEREFORE, in conside-ation of the peemlsss, epvenenls wnd agresments of the
thrlies 45 hereinafter sel fooly, the parties have apresd 2nd do hereby agres with cach jther g

the fillowing.
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TERMS AND CONDITIONS

a2 The Term of this Agreement shall commenca on 177anuery, 2022 and be valid until
16 Jamaary, 2025,

b. Eilther Parfy may rerminate this Agresment upon the other Pary™s failirs 1o perdomm
1ts obligations hereunder iT such falure to perfomn is not eursd within thing (35) days
following their receipt of writien nolice froem the complainmg Party, The written
miitica must be sent in A timely manner upon the complaining Party's discovery o the
othe: Party*s failore o porfonm,

¢. The Parties may mutwally ternlnale this Apreement ot any time wpon the writhen
tgreement of the Partics,

Reliverables.
& The [Mstitute shalf implement the Project according 1o the Scope of Work.

b. The Inskituge to cooperste with MIRT to adhers 10 the terms described in the
referenced MOA,

Scope of work
Investigaior agrees o pecform the dulies detailed in Annexere 4 Secpe of work

The fallowing enralment plan wil! appdy t3 the Siudy-

Uy It will be & competitive reeruitment. However, the Institobe will steive o achleve a
tapget of 110 patients,

2} Case FReponl Forms ("CRF:") infornalion associeted with 4 patdent must be
satisfactonily completed as per ke ime defined for that panticular sectior or, if
applicable, receips of the parient's test resulrs.

21 All date or study related queries trom MIRT ivusl be commpleted and mtomed (¢ NIRT
within & lime frame a5 méntioned in the sty protocol ot mutually negetiatsd and
acceptable with NIRT.

4y 1fthe Site does not menwit patients for three conszcutive months, the stte will be Hable
for premature faceclosure hy the MIRT.

Investigator shall use Matedals only @ condect the Stidy in sccordance with the
Frowocol; shall not chemicatly, physically or otherwvise modifc Materials uniess
speciiically requlred to do 40 by the Protocol; and shall handle, store, and saip o dispose
of Watetlals in compliance with all applicelle local, stale and cenlral laws, rulzs and
regulatlons including, but not lmited to, those governing hacardous substanees The
Invesigator shall pol charge any Siedy participant or a third-party pay or for any
Mmerialz, or for Study procedures for which payment by NIRT has or will be mads
UTCE this Agresment.

- Allzeation of funds for the Project.

a. The project is finded by TCMR-ITRL.
. WIET will receive the fmds from ICMRITRC and dishursz the funds o the Ieal e

i mwa insralments every year.
e, MIRT shoil initiste funds disbusemont wpon the timcly reccipt of Inveices and

ananeial repors
d. Budgel has been allocaied o all lnstitotes according o estimaicd sxpendiiure and

ernalimen| larees,
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Any changes to the Budpet must be discussed by the Testitatz and MIRT and
soafirmed ‘n writing, with 3 reviced budger atached as an amendment 1 this
Agrecment,

Funds shall be sllocated in accardance with e Budget and Disbursement Details
[Anmex B in reteropesd  M0& = Sanctloned 3udgel {ICME Rell Ma:
SIRS 1T Ment202 VECD-) dated 7 Jonuary, 20220t and shall be wsed solely for O
purpozes ouklined in the referanced bAOA

All payments sall b dishursed to 5 separate Saviegs baok account crasted for the
siudy by the Ingtilute, The Institute would be funher lidkle For disbursing the
respective amaunton accourt of zalary v staff, purchase of consumables, k.
Additionally, the Institote will have 1w send cenlfied Ulilisalion Cerificate and
Dratemant of Bxpenditure to NIRT. The original bitls/Imolees have 10 be maintained
in the Institute ond produced during sudit check by the NIRT Accountan’s.

Upon cxpiradion or terminatior: of this Agresment ood following subniszion of = final
financial reporl andfor involce, any funds not expended by Institute shall be reumed
to MIRT, aloag with interssi-

Uptn reasopable request from tunding agency, Institete shall provide Lo MIRT any
financial tecords related to work under this Agreement, including secounting recoeds,
hank statements, and expense recsipts, which document vses of project funds, £nd all
informaticn reculrec in connestion with any exaumination, svaluplicn, of Bisessment
relaking to thz Agreerent. Institute shell 2lso allow agesss 10 any work sites by NIRT
wpan mastnable eoues,

Payiment for Medical Momagement and Compensation for Adverse Eveni-related

cosla
In case of injuriss oueurting in a stady participant, hefshe shall b providec with
Free medical management at Governcnent hospitai as per e standard of care, 23
lewig < required to recower fromt the injury,
In casz the injury ecturring to study pacticipents 15 due (0 the investigaticnzl
peoduct [trial relaied injucy andyl, study prtichpants saall be also entitkd €3
fivancial compensation az par Institutional Ethles Commmittes (IEC) divection,
which will be over and above any expenses inclured due o medica) managemect
of the study perticipant.
It case of death scoucring in the study participanis d.se rotrial celated injury their
neminzes would be entitled o financial compensation az per Ingtitutional Ethics
Commitee (IEC) diiection, which wilf be over and abovs any expenses inzumed
dise W medical maragement of te sudy participant.
All the expenses of medical management and Jnancie. compensation, in ohse af
study celated injury or death shall be bome thaeugh the Chriical Sudy Lizbilicy
Insorance,
KIRT has purchased the Clitical Study Liabilicy [msurance which will ¢over any
compensation dug and payable 1o the study participant ar their legal heirinomines
on account of eapenses incuced an medical roanagement of the study participant
a1 study related anjury ar death.

Procedure for Compensation
The Lnvestigator shall repoct all sericus and unexpected adverse evanfs 10 the
Instituticnal Ethics Commlitee (TEC), MIRT and Head of the Institufon witzin =4
howrs of the ocourrence of the cvonts.
T Case of Stody Drug-lelsted Dk /£ Tnjury
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2} The lnvesrigatar shall send the dus wnalyziz reports of the death'injury to
tha |EC, MIRT end the head of the Enstitwiion within 14 days of the
kncwlodge of the pixumence of the Serious Adverse Event,

b} The IEC shall, afker anafysis, forward i3 repart on the serious ndvees
event of death £ infury along with its opinion o financial compensation ke
the [nvesiigator, within 150 calendar daps of the otcurrence of the Sariops
Adverse Eveni(s).

¢} The Investigator will forward the repodt of the |BC 0 NIRT was will
substquently forward the repart ro tha Insurance Company.

d) The Inmrance Company shall pay the compensaticn For olinical stidy
related deqin az ser the order of the IEC, within 30 salendar days of the
reoeipt of the ardzr of the [EC.

¢} The MIRT shall submit dotails of compensation provided or paid for
clinical  study related dealfWinjury, o Cw Invegigator  wha will
Subseguently inform the [EC.

3. of B¢ dverse Eveén

Fespensibility of the Investigator

#  The Investigator shail report all serious and unexnected adverts ¢vents o the
Inztitutional Fthics Cormmiftes (1B}, MIRT and Hesd of tae [t tution within
24 bhowura of the oecurrence of the events,

= The Investigator shall send the due analysis reports of the deatfitnjury 10 the
(EC, NIRT and die bead of the ingtioution within i4 days ot the knowiedps of
The seuumenice of the Serlous Adverse Event,

b The Investigator will feward the repert of the TEC (o NIRT.

Responsibility of the Insiigtional Etics Commities (TEC)

«  The TEC chall, afier analysic, forward its report ot the ssricus adverse event of
death / injury aleng with its oplticn on financial componsation so the
Investigator, within 150 calindar days of the ocowrence of the Sevicus
Adverse Event(s!.

6. Qelationship of the Barties. The Faries ae independent enthnes snd the amployses of

on: Party shall nat be deemed employecs, agents, pariners, joint venfuses or
repisentatives of the other, Meither Party kas the poweer or autkority vo acr foe, represent
or bind the other. Meither Party shall be respensible for any act or omizsion of the other
Pa-ty's employees, condractors or agents. Instilre is solely respingiihle for its employess'
supervision, daily direction and control, and paymem of salary {inclading withoot
Teritetion, withio!ding of inceme taxes and social security), workers® compensatlon and
disahility benefi.

T Crcher Bfonts. The Paitics w s Agresment mey from dime bg time choose 0 Engags o
ackditional efforts to enhance or suppur te work contemplated by this Agresment Such
addilivnal efforls shall be separaigly agreed upor In writing bv the Pardjes and
incorporated nio this Apreement by being attached as an sddendwm andlor amendr ent 1
thit Agreement, if reguired/mandaied.

3. PressPapeting/PTublicatigns.

a  Any public announcerent, including press rleases and medis advizories, regarding
this Agrecment peraining to dainformation from the neflon related to the

|
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project shall requlee the prior written appeoval of both 1he Parres

The Instilute ocknowledgas that all sriginal complsted case rapart forms that ~esul
fom Ehs study Trom the Institution wilk remain with the institute and zime shall be
furnishzd fo the NIRT as and wlwn requested by MIRT. .

Copy of any proposed publication from the data o7 the Instiludion releied G e
Project has (o b2 submitted for MIRT review avd comment &t keast thirty (307 days in
advance of submisgion, The Institwke shoutd not publish or dissemninaie resuits o
-epolis arising Jrom the cata of the Institution. for this Project wilhoul NIET's pria:
written consant {such consant not 1o be unreasonably withheld),

Authorship will he provided to the Swdy Investigators mentionad in the peotoead and
have oiwda significant contribution m the project.

Diurlng publication, spoasses and funders have w be duly acknpwledged.

The obligaticns of this section shall survive dermination of this agreement.

Confidentjaljiy.

“Conficential Information™ means any and a1l non-publis informnation of a ary,
inchwding, but not limited to, (1) thied party information that 2ither Party is obligated
to Tnaintain as confidential, (i) [nfonmation developed by either Pany on behaif 2F the
gther Party, (iii) information developed by either Party within the perlermance of its
duties under thiz Agreement, (iv) informeticn paraining to & disclosing Parly’s
technelogies, products, intelleciual property, finances, ot cperatians, and )
information thet sithey Party dleloses (o the other Party, fivectly or indireedy, in
writing or orafly, which is designated as “Confidential,” Proprietary,” or “Tectrizted ”
Motwithstandine the Forcgeing, Confidentisl Informetion shall speeifically, bt
withou, limition, Include business plans, data, lists, ames, design documents,
drawings, financial analysss, [orecasts, Jonmwlas, koow-how, idags, invemticns,
markst Infonnation, marketing plans, processes, products, product pluns, sessaich,
specifleations, sotbwars, source code, and Irade secrets,
The Tnsttute aprees to keep all aspects of the study conlidentizl. This includes the
nawers of the study, the protocol, and its artached forms as well data generated by the
siudy.
The Institule agrees not to use confidential Information for any patposes oher than 1
condue! the Study. Institute agrees not 1o diszlnse Confidential Inforivation i third
partles cxecpt 83 metassuy to conduct the stody and under &h agreement hyy the thivd
paurty ke b bound by the chligations of this Section. The Insfituts chall safepuard Al
confidzntiatb infoomatlon,
Both during and after the teom of this Agreement, the [nsiltuee will usz <iligeat effors
o maintzin v confidence and use only for the purposes coutemplaied in this
Agresment. a) Informaticn which Is Wentified a5 ¢onfidentizl or which & reasanabic
person would conclude 5 the confidential snd propriztary propeely of NIRT and
which iz disclosed by or on behalf of MIRT Investizator, and b} Data which is
penerated as a cesoltof this sudy.
The obligation of aon-discloaure and non-use shall 2ot apply 1o the following
I3 Infermarion which BIRT agrees ir writiag may be vsec or disclosed
21 Information, which at the tine of disclosure hersunder is penerally available 1w
the public
3} Informucion, which afier dlselogure herrunder, bropmes generally ava'lable to the
publle, except through a breach of this Agreement,
4} information thal the [nvestigator can demonsimie thai such infonnalon was in s
passeszion at the time of diselosure by PIIELT and Flal was not seduinsd, dirsctly
or indirectly, fiom MIRT;



7} Informadlon that becomes available w the livestlgazor from z thind pery that i
not legally prohibited from disclosing such  infermation, provid=d  gach
indermation was not acquired directly or indirectly from MIET, or

&) Information that iz required by faw to be diselored ropresehtatives gof ¢
Governmenlal Agency and 1o which are entitted when engaged in the proper
performance of their duties,

71 Informator whick i already known to the i or Iweesstigator prior ko 4. celosure
beereunder, as shown by sites o Investigator's prioc writter recards,

Ey Infarmation, which Iz reguires by eppllcable law to be disclosed o central, state
or local euthorities, For such reasons, the sile oc the Investigator shall inform the
MNIRET abowt the.required disclesuir in advanes so that the NIRT may setk to
avld or |Incit such dselosure by appropriate means,

f. The obligations of this section shall survive termination or expirstion f thiz
A gramant.

10, Propristary informatign

2 The Institute secnowledges that [CMPB-NIRT a5 the Lead Co-ord naning Insaiurlon
far the projees will heve socass and ownership of the Project data gonerated by all the
ather participating Insiltutions in this profoct,

b AN documents, data, know-how, formulas {"Data™), lotellecival property developad
by the Institution as o resull foom the perbyrmance of the Deliverables under this
Agreemenl will be ovaied by ICHE-NIRT and the Study Spansor. The Instituts shall
disclaze 1o MIRT all inventions and cther sreative 1deas and developments coaceived
¢ reduced 10 practice a5 & direet reselt of this Study, Such disclosune shal; be made
fully and prompfly in weiting 1o NIRT, Al unused drug provided to the lnstitote for
purpozes of the Btedy are and will wmain MIRT's property and will be retired 1o
MNIRT or thelr designate al the end of the 2mdy,

= Al Case Fepoit Pores (CRFs) and cther data {including withowt Limitaticr, writen,
printed, graphics, videc and sudic materal, and nformation contpived ic any
compuer database or compuler readable fomm) gencrated by the bavestipator of the
Tnstinrtion during rke course of corducting the study {the “Drata™), will be owmed by
ICMRE-NERT and the Study Sponsor. Any copyrighlable waork creatsd in conncilan
with the performance of dhe Stedy and conteined in the Data generated by the
Ingtitution will be will be owned by TCMR-NLET and the Study Sponsor, whether
published or unpebiisted and 8N rights thersin will be Jointly ownad by ICMR-NTRT
and the: Study Sponsor a5 an author, and swner of e COPYEEAL i such waork,

d. The Institute agrezs not to rake any use of any finds, person:ael, equipment, fasilitiag
or other rescurces of eny thind panty in performing the Defiverables nor to 2 Ay
offier action that would resu't in a thi-d pary ownmirg or having a right o any
Crevelopments.

¢ Institute can use the data 5o genersted from the gtudy under this Agreament for further
research, provided that, Institwte netifies NIRT of any proposicd purpose refated io the
usa ol the data ot keast dhircy (39) days it advance.

F. The obligations of this scotion shall survive temmination oo cxpiration of this
AgreGITEDL :

1. Indemnificasiong.
Each Farty (an “Lndemnifying Parg™ agrees o defend, indemnify, and hald har fess
the sher Party {the “Iodemrifted Parly™), =1 the Indemnifying Party's cost #nd expense,
fior and against any and all losses, cosss, damages, feas or aupensss ("Losses™). Losses
shak. include, withour limitatian, acthl camages, aworncy and sxpert whnass Tees, court
s

&



“osts, arad allwer livigatlon cxpenses relating 1o o in connection with A third party clam
&¢1sing aul of (7) any breach by the Indernnifying Panty of this Agreement, or (i) any azr.
GMission, gross neghgzence or willfui misconduct o the parl of the Indemmifying, Farty,
Intluding any of Iis employees, contractors or agents, in performing ite ebligetions or
exereising its rights under this Agrecment. The foregoing shall net apply to the cateni that
sy such Losses are atributabile o the gross negllgenes or willful misconduet of the
Erdemnified Party, including any of its emplayees, contractors or agents, In na event shei
either Party be liahba for indireer, speclal, Funitive or consequential danvages.

12, [ia

b

o

ti.La

YAy,
Az further described in Annex A, Scope of Work, t9e Tnstitute shall collect and ertey
all data during the caurse of this Agrsement,
Data colloeved ar entered by the Institete jn the perfarmance of this Agrecment shali
be lnvitesd oo thar whish is strictly neceseary fo complote the Deliverables, Instirie
shall use any anc al data pathered ducing 1his Agreemant anly as necessary i
complete the Deliverables in 2ccordance with 1his Agreement and not for any other
purpose whatsosver.
Instinte: shall take reasonable steps to protect dats in Instimte’s pusizszion from
wnawthorized use, sccess, cisclosurs, altssation or destrucilion. Security moasures skail
nchide zocese eontrols, sreryption, andfor other means, where appropriste.  insticie
rust immedlately notify MIRT of any known secunily bresch thel may resuf in the
unaltherized use, aceoss, disclosuns, alteration of destruction of [he taea,
institute shall, [n collecting and EMering dald, comply with all applicabds Berriy
pelizies [or (he protection of sepsitive persomal Ieformation. Instiere shall
immediately report to MIRT sny actuat, sttempted, o suspected breaches of sthe
Security ar privacy of the data, and the Partiss shall imunizlly agres on dppropriate
steps 0 (1) immediately alleviate any continued threat to the privacy or gecurity 3°
such data subjecis; and (i} prevent foreszeabl= future threats o the SECUPItY o privasy
of the daia subjecitc Insritote's Failure to resalve, (0 MIRT'S rasonbls satisfuoticn,
amy seeurity failure shall be 8 material breach of this Agreement,
Institwee will {a) ensure thai the calleetion, nec and disclosure of data Ccomplics wih
All applicable laws, and those with respzel w hunran subjecis paricipation in health
rescorch and other applicabde privacy prutections, and (0} de-identify |he dams by
retnoving all personal identMable iaformatior priar (o providing the data v MIRT, or
BNy other party in connection with dris AgreemenL
The obligations of this scsion shall survive leomination or capiration of this
Agreement.

[ linnce.

A Instlhate agrees o conduct sli wark wnder this Agresndnt in accordance with o

14. LI

applicable laws, regulations, and mikes and will not in Iinge, misappropriate, or violgke
the intellectual property, privacy, or publiciry rights of MIET of ey third patty.
Instituee shall mbe no par in acts of bribery, Gawd, or other COrCUPE practices. lastilue
thal furthermers take ressunable steps 1o minimize the opportunities for loss, bhbery,
fraud, conflicds of interesy or ofher COPML[H prachices b arize of gocur, Instityls is
sxpected o adhere bo any Mol anti-bribesy tawes and regulations,

TATI TABI f
SXCEFT FOR EACH PARTY'S CONFIDENTTALITY AND INDEMMIEICATION
OBLIGATIONS PURSUANT TO THIS AGREEMENT, TO THE FULLES
EXATEMNT PERMITTED BY LAW, NEITHER PARTY SHALL BE LIADLE TO

'l."
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THE OTHER FOR ANY GOODWILL, LOST PROFITS, INDIRECT, SPECIAL,
HCIDENTAL, COMSOQUENTIAL, EXEMPLARY, OR PUNITIVE DAMAGES
ARISING FROM THIS AGREEMENT, REGARDLESS OF WHETHER FOR
BREACH OF CONTRACT, WARRANTY, TORT {INCLUDING NEGLIGENCE),
STRICT LLABILITY, OR DTHERWISE, AND WHETHER OR NOT THE PARTY
WAS OR SHOULD HAVE BEEN AWARE OF, OR WAS ADYISED OF, THE
POSSIBILLTY OF SUCH DAMAGES. NO LIMITATIONS ON LIABILITY
SHALL BE EMFORCEAELE WHERE DAMAGES RESULT FROM A PARTY'S
GROSS NEQLIGENCE, WILLFUL MISCONDUCT, OR FRAUD,

E5. Thau ran e )
NIET will obtain insurancs for study participants 1o provide mmpensainn for strdy
related injury/death,

If, for any rewson, mny pacl of this Agreemem 13 held w0 be veid or olberwise
unenforceabie, all gdher paris of this Agreement shall remain vaiid ard enforcesbhe ag
i ell unenforeeable pars were absent from this Agreement an the Effecrve Dak,

17 Rnstitube Ceril Reatlons, Representations. sind Warranties.

2. Imstllute represents and warrants thal, &0 the best of its knowledge, all information
provided o NIRT is Accuraie and ail Kems punchased under Etis Agrsement am In
good warking order and function 4t & level réesonable for the activities for which it is
procured,

k. MNothing in thiz Agreement sholl be construed to waive a Pary's implisd warrarties of
merchaniahility and fitness for a paticeler purpose,

c. Imstilgle werranty that oo funds it raceives under this Agreement shall bo uzed for
lobhying sctivliles, imcluding, withoot Hmitation, activities which inlluence or atemnpt
o inflience sny .egiclative or regulatory body, goverunent ollsal o thely
employees or a2ents, eleclion, or politlcal felivity

d. lnstifote represents snd warrants the Sollowing to MIRT, and iF 4t any time fails to
meet the following repressmations and wartanties, or svech representations and
wartanilles are ne longer te, acourake or complelz, hall immediataly notify NIRT:
{i} Insfitute has the right, power and avthori®y 1o eoter Into and pecfaem under this
Agrezment; and (i} Institube shall comply with and ensure ihat all personnel,
providizg gervices under this Agreement ¢omply with all applicable laws and all
reascrnable directions and orders given by instituls, and lastltute shall ensurc that such
personnel ars apprapriately qualifizd and, as appllcable, licensed and certified,
perform &l functions assigned w them In connecion with the provision =f the
services under this Agresment,

2. Motwithsianding the above, Institote shall comply with any and all polihes
guidelines, procedures enddor other written regquicements fron Funding Agency
commumicated o Institute by NIRT,

18. Prevention of S2xoa] Explojtatios, Abuze and Harastment.

The Patties agree to suppom care principles regarding the prevention of sexnal
explailation, abuse and harasseent,

1% Wanrer,



8. Any waiver pranted by a Farty heredo shall be without prejudies & eny other rights
such Pany may have, will be tubject to such Pasty's continbing review and may be
revoked, in such Farty's sole diseretion, at any time and For any reason.

- b Mo Party shall be deeined to have waived amy fgit, power or ppHion resened b thie
Agreaiment by vinue of any caslam or practice of the Parties al vadance with f1e
arms hemn_l:: any failure, refusal or neglect of the Paniss Lo extarcize any right under
I]IE'-is Aﬁrument or 1o insist upon axact complianca by the ather with its chligations

eraunder.

M. Dizspuie Jiesolution
Any dispue berween v Partizs shall De sesolvad amicably and in good faith oy

mutual consuliation. The appliceble rules of Gevr, of Indie will be Tollowsd for any
dispuie resolution

21 0roree dafrure
Heither Pardy shall be liable by reason of failure w perform under tha terms af this
Agreemeent if such failure arizes ool of cavzes bevond the control of and withau the
Tl or negligence of, such Party. Such ezzes may inelude, but ars not limited, o asts
of God, sets of insurrection, flres, Bosds; spidemics, quarantines, strikes, and labaur
dispufes,

22, jtnnl Efhics Compittes approval
Investigalor also represents noyl warmnts that hefshe has obtained apd will maintain
W reuired authorization from the [EC and any cther vequired forms fuliy cam plring
with the applicable regulations, prlor @ commensing the Study.

23 Hondllog of d v jin the project

¢ The Inshitute agrees to excroise adequate cave I the epplication and Randling of
drugz in the project (Fixed dose Combinstion (FDC) of EHREZ and Tab.
Moxiflexazin 200720 mg).

b, The lnatitite chall mainain stock reglster of the drugs

€. The Inglitube to wtilize it dicg solely L accordance with the pestocol and o
return t NTEP through TIRT the wnased drigs af end of the scady.

The Institute shal! perril monitoring of te prodect related ack vities by NIRT.

25 Terms and elfect of terinafion
This agreeman: ghall be effective as of the date it is signed by all parties and saall

cantinue until completion of all obligations hergin, meloding receipt of all clady
participants daty and any coresponding guenias in a form aoeeptable 10 NIET, o unti]
termination. The partias conlemplats thal if it iz acocptable to HTRT, the term may be
sxtended by mutual agresment.

B} Tipan actice of termination of this agreement by NIRT, Instiuce shall ceace
varalling study parlicipents into the smdy and <hall discontinue conduct of the
study 22 5000 a5 15 medically practicable,

2) Upon natice of terminaticn of this agreement by NIRT, Tnstituee shall se
ressonable efforts to revoke any financial ebligstions incurrsd and shall avoid
insurcing, amy additional costs in connestlat with the $1€y. The Instilate shall
be reimbursed onky for expenses actually and reasanably ineurmed shrough the
effective date of vermination, which BIET has agreed to pay as part of the study

b
L



vider this agresment I upop D effective date of termination, MIRT has
advanced funds dhat are unuiilized by the Investigator; these Funds should be
repaid within thirty (30) days of the effective dete of termination. In the event of
failure to repay fomds [n a tmely manper, WIET may dadoct an equlvalent
amount fraen any payment then or laer doe o the [nvestipator under this or any
cther arcangement bofwson the parties.

3) Upon termination of this sgreement, oll unoted materkels incleding the sudy
drugs and ali WIRT confidenial mnfonmation (exsept for such reconds thay
Investigator is requived by Bw of tepulation Lo retain) ia histher possession shall
be prompily deliversd @ NIRT at NIR'T"s axpense or ab NIRT's oplon
destroyed with e destruction certified in writing,

41 The MIET may terminate tve study at any time in the exerciss of it5 sole
diseretion wponm &0 days pricr writtén potice 1o Inferested parties and the
Trvesti gaton nstitutlon,

51 Reason Tor study terminalion may inclide bet are not lmited to; {a) breach of
agresment; (b} failure to conduct the study in compliance with the sludy
pratoool and applicably regulations; notwithotanding the abowve, MNIET way
immaediately terminate th: study iF, with s sale Judgment, such immeciate
lcrmiontion i netessary, Upon mcelpt of the notice, Principal Iavestigator
sgrees Lo prequplly terminate condect of the study to the cxtent medically
perassible for any siudy parlcipants.

26.Complernee with applicable laws and guldelines
i ‘The Investigator agrees to conduct the Sudy ané mamizin reconds and daia dunng and

ader ke berm ol this agreement in eompliance with al] applicable begal and regulstory
r=quirements, including witheol Limitation, any applicable  government [ lth
autharity and in conformancs with genernlly scoepied standacds of GCP guidefines,

b, Tnvestigator represents that hefshe 25 nol disbarred wnder any other govemment health
authority and thall nat employ contract with or eetain any parscn directly or indirecily
to perfoom zerviees under thiz agreement if such person it debarmed by anp other
govemment health authenty,

27, Motivis,
Al 1otlees wnd requests in comnection with this Agreemaent shall be given 16 e Partles

by certified or registered mail, by = ratwonally or internadonally recognized courler
service, by facsimile (subject to acknawledgerment of receipd), by email (subject (o razd
receipt).

28. Enthra Apresment,
This Agreertent represests the entire agrezment botwesn the Perties wilh respect to the

subjest matter of this Agreemant and supsrsedes all prior and concurrent agreements and
wpdarstand ings, oral or written, between the Parties with respect fo the sublzct matter of
this Agresmcnl unless otherwise specified tn writing by the Parlies.

2%.No Assipyment or Sabeogtractjme.
to Marty may iransber or assign any of ils rights or oblipaions unda: this Agresreent
without 1he express written permission of the other Parties heréts, nor may any part of
the Project be subcontracted or delegated by Institwbs, without the prior written consent
of it LT,

30. Arttemd mcn s,

10



Any material chenges to this Agrezment must be discussed by the Parties, conticted in
writiaz, and alteched as an addendum to this Agreerent.

21. Connterparis aad Facsimiles.

a. Tte Parties may eteouls this Agreement in counterparts, 2ach of which is dsemed zn
or.ginal, but all af which together constitute one and the same agresment,

b. TFhis Agteernzat may be.delivered by thesimile ransmission ot electtonic scan, and
facsimile or electronic scan copics of exccud signature peges shall be binding as
ar gieals.

2 Arpverning Inw

The walidity, mtersretation and perfommance of this apreement shall be governed by
end eotistrwed in xcordamte with the Indian laws without regard to its conflicts of law
provisions,

Thiz agreement incorporated hergin copetinde the final compiete and axclusive
agreement of the pacties relative to the subject talter hereof and supetseds aill prior
and contemporangsus undzrztundings and agreements relating 1o it subjcct matter

IMN TESTIOMY WHERECF, 1he parties her:io buve coused this insteument to be execoied,
In duplicaiz, by thelr officers, thereunto duly aukorized @ sign on behalf of their party.

1. 3¢ Principal Invastigar 3. NIRT [nvestigator

Signarure: FJ] - SBigoaturst \jgw"?‘;};’"
fiog- =

Mame: fo A D1v A8 Mume: Jre ¥ ¥, Bty LS K

Trtle: Fl-‘-d-i-l.'r'a vHL Titla: tf':.-i pplacts E

Date: |m ol Loulk Draic: 3?{1" #uh‘.ru.m.ma, . Aoz a .

Z. Heaal of Institution 4. Head of Insitnatren (NIRT)
Signature: Signatero f 1
Be. C. infilapriyaderainl
Name V:L’]’ gt"é\/ MName: r:wy
VICE CHANCELLOR UTH Bttt Witk e Btk 21 Auviryrinea

Tite: ¥ing Buergu'e Berfieai Urdvossiy, UNar Fraddssh gl T TVOWRINSATIDy Rand. Chatpet.

(B0 IR '

. . P N 1T
Bﬂ[&: | % _l- l}.__‘;-’"‘l Dﬂttf -I. - I‘_ [ | |.'\-'H-I'|-1 a I':, 41:11.

)



ANMEXTIRE 4: 8SCOPE OF WORK

1} Conduel the sudy in accordence with the shudy protocol, the applicable regadatory
standard For conducting <finical investigetions on  bumco  parlicipanis,  any
requitcments imposed by the Eibics Committes and any other spplicabls local,
instiutionnl vr kegal megoiosments,

1y The imvestipator i fully aware of information detadled in e Study prowcol @ which
the details regarding the doss of the investigaroral product.

31 Coondinate study preparation dn collascration withk WIRT and zll Parties involved in
the siudy.

4y Reoron stody stall’ based on bodget allocation

5 Maintaie the lizt of study staft with qualification and maining.

11 To provide “HET with a copy of signad and dated Cerricalem Vitae of Investigntor
and Sub-Investigabors as well ag a lis giving the names, functionz, and signatores of
the stafl memkbers particizating in the Sody under Investigater™s rasponsibality,

71 Adapt imining material provided by HIRT for lmplomentation of the project.

3} Conduct training o the Stady stelt and docament the training.

9 Condwst wraining of the NTEF centrs program saff (Medical Officer, Nurse,
Coumsebos, Pharmezisl, Health Visitorz-and others e applicable) on tie prjesL To
dociiment ehe training sesslon.

L Conduct wraining of supply chaln staff (storekeeper, pharmacist) on the project
requirements.

[1)Orpanize and manaps the investigation team at the sibe and maks the necessany
atrangements i ensure the proper conduct of the study an (e it

|21 Ensure Screening ard enrolment of patients as per Stady Prodocol

13)The Irwestigator shall use his or her best efforts o ensure that anly eligible
perticipanis are recruited and shall not knowingly ool any padicipants, which i hrs
or her bost profesional judgment do not adequalely meszt the criterm for eligible
pertksipants, '

14| Exsure that e eneolient [argets are neet within Gmeiives.

15| Ovtaln the written informed consent of =ach patient participaling in ke sludy using
the [nformed consent form approved by the regulacgry authority and the Instingicnzl
Ethles Camraltiea,

19 To ensute (he well-being of the study pacllcipants duripg the study and provide all
necesssty medical cave s and wlen reguired.

171 To siore the study deagz (FDC (HEZE) and Moxifloxacin tabbet J005200 mu) s per
specificationz. To ensnce that the study drvgs are used only in accordence: with the
approved protoeal and to mzintain te secoontability of the drugs.

12 Facilitatz disiribucion of drugs and eolloction of stock manapemént data,

1% 1 Malruain )l esseriiel documents 23 per required guidelines ond regalations.

20 Malntain records of comespondence as required by the regelation, Includlne all
corraspomedenes with ciber Imvestigatars, Ethies Commines (EC), and NIRT.

21 Promptly réport afl Senaus Adverse Events, [T any, relabed o the stody W Insiiturional
Ethics Commitics, ICME-NIRT and Head of Instilutlon as per the lmellnes (g5 per
the BRCT reles 20123 and siudy SOP,

23 Ensure that ali data collection forms, cerds and regislers are compleis and accurans,

23 Ensume thet daca iz entered in Fed Cap on a daily basis and concurrent

24" To aseist NIRT by providing additionel information or data az required.

25" To promptly reapond to requests for missing, or additional petient inftmnaten rom
MIXT"s cepresentarive.

2%, Tu parmil Swdy teom fren NIRT e have access weoall necondy, including souroe
dociments, for purposes related to this study, and 10 permit the regulatory Gpdics 1o

12



ill?ptﬂ.‘-l. the facilities and recopds, provided (hat shah Beesss = mot profubited by
__ rivacy protectlon |aws concenting the panicipants invoived i ihe study.
+T}Procure all necessary authorizations by the site whase staff, promises or equipirent
o, il be used in performing the sctivities under this agreement wholly or in part.
<33 Submit Financial raparts a3 per requirement and pravide clarifiealions if sequized

2¥)The Investigator shall co-operate with NIRT in the genaratlon of
related reports to

funrs,

[T
TE AT
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MEMORANINIM OF UND NG

This Memnorandurz: of Understand'ng (*MOTT & exernted on thiz 13T day of June 2022

Clause | Clavse Title Particulars (MOU}
Mo - y
i Parties Cipla Foundation, a charitable st registerad m the year 201 itruler the

Bombay Public Trsts Act, 1950, and Cipla Limited's Foundation for
Cotpofate Social Regponsibility (CSK), having its repistered offlce ae Cio
Cipla Limited, Mumbai Central, Mumbai - 400005, India (hereinafter
referred o as CFY, which sxpression shall, anless reprgnant to the context
o1 eaning thereof, mean aod wehwde ite successors and adoministraters).

AND

King George's Medical University, through its departmenc of
Radiotherapy regisirution uppraded inte dMedical Universlty by the U,
P. government vide Gazatte Nodfeaton No. L4977y X VII-Yulw
1K ARI=200, Holding CSR Regismation Mo, CSRAG01GTEL baving s
regizicred offies 2t Shamima Road, Chowk, Lucknow, Uttar Pradesh,
226003 (hermipaiter peferred 0 as *KGMUY, which expression shall,
umless repugnant ta the sontext or mezning tereof, mean and include its
successors aud admbdsnators),

CF and KGRU shall hereinafter be mdividoally referted o as a "Tanty™ |
and collectively az "Parties™

2 Hcope The Parties have apresd to collaborate for the chanteple project, whershy
CF will provide the Grant and KGMU will implemens the Project,

3 Project i,  WGMU hzs submitted the detailed projest as described in
Aanexure A& (“Project™) and has approached OF for the Grant.

i,  OF relying on the representation made by KEMUT has agreed 1o
provide the Grant to KM,

. KGMU shall be solely responsible for implementation of the
Praject within the agreed thmelins.

iv.  CF shall neither be cesponsitle nor Nabde, in any manner, for
iinplementation of the Project or the performence of amy aclivities
of flic putcoma in relation to the Projeel,




Term

Efftctive from 1VAp:il 2022 valid dll 31% March 1003

CGraot

i,

Ly,

CF shall provide to KGMU, an amount of Fs.40,21,000 (Indix
Rupees Foriy Lakh Twenty-Ohe  Theuwsand  oply)  fop
implementation of the Projeet (“Grant'). CF is the primary
recipient of this CSR Grant and frther dishursements for hiy
project is subjsct to availability of funds at CF. The Graut shall |-
become payable in tranches, only upou:

a) successful completion of the milestones within agroed (nostines
a5 specified in Annexare A or as agretd betwesh bodh the
paries.

b] stret compliance to the approved budget and actionable wy
specified ih Aanexures AEE of this MOT, .

¢} Grant shall be wilised exclusively for implementation of the
charitable Project,

a)  Utilisation Certifieetss a2 proot of expenditure ingrreed imder
¢ach of the charitahle activities described in Annswure A iz
acbmitted to CF;

e an mvoice/fund request letter ie subntitted ro CF along with the
aceympanying Reports and expendimre statetvent, KGMU wil
also maintain all soppoitiog ducwinents pertainiag to the project
expendimrs.

T} Financial goidelines 25 per Annexure C shall be sdbersd by
KGMIJ

Under this MOU KGMU will not extend the approved grant s5 a
sub gramt fo any other organisation for e approved charitable
preject without prics wiiden approval of CF.

Mo subserquent ranches shall boone payable, unless Gio preceding
tranche is wtilized, and for all deliverabizs are achieved and
vananons if any are discussed and agreed upon by hath parties

Decision of untiized praot it any owing to unforessen siouation,
abong with interest at the snd of the project period shall be mumally
distuzsed betwoen Both pantics and subsequent aaprevy] fiom CF
iz wyiticg for the decizion faken. Further, parties haye also apread
that in case of any notified netional dizaster and KGMU; doing work
towards supperting such disastor, KGMU muy approach CF on
ned basis for supperting the work, In such cases CF may allow to
ntilize e umntilised grant approved under gis MO or provide
additional grant for the (tnplomentation of said disaster TRSPOrSE




i

i,

viii,

(a)
]
{c)
{d}
{&)

project subject to the éxpress priar spproval of CF or through
separate [efter of Agreemert.”

Any unnulised Grant amount shell accumutate interest at prevatling
markess ras and subject to prior written eonsent of ©F may be
utilized by KOMU anly fewards the activitiss agreed iu rslalion o
the Project and nod for saluries, overheads or any sapifal expenditure
of KGMTU.

In the event KGMU fails 1o perfonn the sctiviies under the Project
andror faile 1o cotaply with itz obligations urvler the MO and CF
forecloses the MO for such breach by KiGMU, then CF zhall have
stle night to determine the manner of Weatment of and £ or uss of
ary capital assets or expendifite incurred using the Grart.

If CF agrees that any part of the Grant shall be utidized for any
cupial capenditure i relation to the Profest, KGMU shall snstre
that th¢ Grant 5o earmarked is expended only ewards such capital
expenditure. Upon expicy of the MOU, KGMU shall continus 1o
use such capital assets solely for the activitiss relaing to fhe

pwpose and inteat of the Project, however CF zhall have the cole i

night tq deterrmine the samc,

The Grant approved for a financial year shall be wiilized fully in that
financial vear.

CT* shall have the right 1o withhold further payments or tanches of
the Grant, if;
KGM dowe anything which, in the opinion of CF, brings, or is likely
to bwing, the reputation of CF or any member thereof inte disrepute,
KGMIT or any of its eraployees or agents iz involved in any matner
of cotuption or bribery or mondy lawndedng or otherwise acts
frandulently o negligently or with eriminal irtent, etg,
KGMU ceases to have non -profit atatus.
KGMYI caazes 1o comnply with lawa of the lond, or any relevant
govermnent authorty. ol

s

EALMN is digsolved or becomes insolvent. /‘

ikirhts and
Obligations

KGMU shall and shall cause each of s reprssentative te vse its
best effbrts in a professional and ethical manner to implement the
Froject in ascordance with the torms of the MOU and rerwler
current, acturale and camplete infrmation i CF,




i1

FiLS

e

Wi,

vii.

wiil.

1x,

Xi.

LIpon ceceipt of payiment from CF, KGMU shall immediarely issue
A teceiph in writing to UF acknowladgmg the tansfer of Grant.

KGMU shall have a designared person b0 mapage and implement
the Project, prepare Project retated accounts and Reports and timely
subnil the same o CF.

Mo perzony engaged by KGMU shall have any claim or right, |

whatseever agaihst CF fowarde cmploymens, safery, healh or
conditiens of services :nd KGMU shall be solely responsible for
the same.

CF docs not anthorise or agprove in any maser, aoy wellection,
skarage, processang, use o disseminetion of persenal data other than
the sroject relaied data and HKGMUO shall he solely lable and
responsible for the same.

KGM shall be respongible for snd shall save, defend, indemnify,
ard hold CF harmless from the reporting, filing and payinent of auy
tuxes and any relatzd fines, peraities or intersstz inuposed direstly
of indirecly on KGMU, a= a resolt of actions «f KGMU under this
MO,

KLMU shall ensive suceessful itvplementation of the Project and

achieve the desired quantitative and gquakitative antcomes within
defined Litnclings 1o acgordance with Aarexure A,

KGMU shall ensure monitoring and cvalmtion of all the Project
achvities 2z described in Anpexure A, Quarterhy briefmg o5 af the
feequency agreed batween the patties and update meetings will be
otgamized by KGMU with CF (0 ensvre desited omtcomes for the
Fraject.

Mo deviation or alterpation iz sHowed in the Project. However, in
exzeptional eases KCMU shall obtadn prior appreval of CF before,
malang 2oy alterations in Project activities during irplemendation,

L]

or in the approved budget ar timelines.

CF shail be eontled o audit all data and records relationg to the
Project and accesz o the Projert site or to KGRMTU® office any time
te audit ¢xepution of the Project wsing the Grant.

KGMU shall sebmit to CF Monthly / Quarterby aad Anmugl reports

ag per reporting schedule a¢ menticned in Anneure D and the




Al

xiv,

™.

Al

BVIZ,

format's given under Abneture F with detailed narmatives (both
Analitetive and quantcabive) of sotivities porformed, timelmiey,
malestones achicved, cxpendine staiement and utilisation of (e
Gram {“Keport™),

KGN shall alse subenit its anpual awdited accouts for the project
funded by CF bearing original sigoatures zlong with audicors’
certifiente on or before 30% Aprl 2023, ]

KGMU shull informm CF prioe to publishing any pro snd digital
collatgra] pertzming to CF's Grant for e Project. ANl such
cotlaterals should inelude  CF's pame and logo as per logo
guidclines provided by CF in Annexure & and ir¢ludz praot details
apprved by CF and pol otherwise. KGMU shall immeadiztely
inform CF of any event or media cogegommnt perining to the
Projest initited Ty KGMUO or a third parry, KEGMU shall not gse
LF’s koga and name for any ather purpose except as permitred noder
tiz MOU. AL intelleetss] property rights in CF: ogo and nane
shall absolutely and exclusively belong to OF and shall have wor
claim any righrs in CFs logo and pame.

KGMIU shall, prior 10 rentizg or purchasmg of premises for the |
Project always obtain prior written consent of ©F,

Any change o key personnel’senior management invelved in the
Project shall be communicated tg CF ittmediately.

KGMU shall comnply with the standards, rules and regilations of
upplicable accrediting crganizations and all epplicable lows and
reguiations, including, but not Trmited oo Prevention of Corupiion
Act, 1988,

CF ot the Orpenisation/Company CF is associated with (inchiding
Cipla Ltd} shall be entitled to use, publish or reproduce any
photographs, andios, videos, testimuonialy, interviews, cose shudies
information, reports and date et related bo the Pmject shamed by
KGMU with the nnderstanding that KGREU has already obtained
tre: writken or oral cansent fom any/such third party to share suc))
shotographs, andios, videos, testimontals, intecviews, case studies
nformarion, reports and data with CF for the purpose of awarencss
programs, and educational purposes, public-setvies pubhications,
newsletter? or to nze in any of CF's onling or offline media
including websites, magazines, newsletters, othor publications or
elecironic onats




LA

kvidl,  CF may constitute an advisory comimities b review the Project
comprizing of ¢qmal members of CF and KGRIU

Eore¢losure

CF shall be eniifed i foveclnee this MOU without Causc, al any tinwe, by
BIVINg a writkn notice of two mopths to KOMLL Uoon foveglosure, CF
shitllnet ke labie to make sny further payinent 1o K G ad KGMU shall
refiund the wuotilised Grant amount, iF sy, sg pet the terms of the MOT,

CF shall be cutitled to forechose tais MOTT immediatzly, if KGME doeg
not adhere to Tawe of the land ar docs not register of loses any registmtion
or fails o reaew any regisiaton necesesry ander law for being aligible fo
receive CSH Grang,

KGMU shall be entitled to foreglose this MOTT by giving a written satice
of two months 2o CF in caze the funds remain unpaid e KGMT by CF for
a period of 60 duys from the time they ere due, saby=ct b filfiment of
required dacumentation by KGME as mentioned in the Annexyres, Upon
forechosure, CF shall not be Tiable g0 maks any further payment o KGMIL

The Pigject related commitments agreed vpon by sither Pacty till the date
itutually agreed wpop for Breclosure ghall be bonoure:d by the respective
Party. G expire or carlier forecloswre of this MUAT a9 the case may be,
KGMIT shull cessc 1o us 1he logo o acy other publisting tuaterial given
by CF, unless agresd otherwise,

Representations
and warrantles

i KGMU represents snd wamanis ibat it hag dHained all
appeovals, ficcpzes, renewals and any authorisation, permision
and consent required 0 be obtzined from any governiment
authority and has fudfilted all lepal conditions required to Le
fulfilled, directly or indivectly, @ implement the Project and 1o
raises receive fonds for the Project

ii.  KGMU hay obtained mx exeinption under Section 12AB of the
ncome Tax Aet, 1951 and shall comply with all the conditiors
undar which it has been recogaized as charitable and ngp —
profet institulion. KGO achknowledges tha: in case KGMU
crases to be 3 chavitable and mon - profit fnstindion wder the
Incoms Tax Act, 1961 andior the recogmition givew under the
snd Acl is withdrawm’cancel}edfannullad, CF may {orecloge
this MOV irmmediately wpon its knowladge,




Farfies are committad towards socizl pid community service,
which is the sole conmderation for iplementalion of the
Projest and there it no other explicit o anplicit considecation
ivolved under this WO

il By entering into this MOU, KGMU shall not be franafeodng in
any manner whether direclly ur indirecily any labilities or
olaim:z to CF,

v KOGMU ghall assign only persons with the appropeiabe taining,
and qualifications 1o perform the serviess md shall cotmplete the
Project within the timelines specified herein, if any.

¥v.  KGMU shall comply with all applicable laws, rzles and
regulations in force.

vi.  Both Partics represent thae they bave e suthonty 6o exeste
this MOLT and such execution will not vislale any applicabls
Tawr or any third-party sontracts. Further, the signatories to this
MO represent thae they have due sethoriy o sxecu‘e this
DOU on behalf of the respective parties.

MajpurgActs of

A Party shail be excused (rom perfonning its obligations updet tkis MOU
[0 T2 extent its performance is delayed or prevented by a ciroumstancs
beyoad geasonabic coutrol of 4 Party, including bt not limited to, changs
in government plicy. fire, flood, epidemic, act of god, war and riot (“Forea
Majeure Evont™}, provided that the sffected Party prompily podifics the
other of the ocourrence of auch an event. In case the Fores Majeurc Event
cyntinucs for & period excerding thirty {30) days, eithar Party shiall have
the right fo forscloge this MOU with immediats effect aod KGME shall
refund the untilised amount to CF forthwadth.

% - Force
God .
10

~ Indemniry

KGML) shall indemnify and hold OF harmlesg againzt all ciaims, demands,
cause af aclion, liabiiities, losges, damages, costs and stpenses awarded
against o incurred or paid by CF arising directly andior indirectly from a
breach of this MOV including but net limited to, omissions, commissions,
gegligence and default by KGMU. CF shall have no iability whatsoever
uoder this MO,

" Hewever, CF undentales to indemnify KOMU of any G3T labilities, il
any, that might arige as a resule of providing CSRACharirbie gran's imder
the MOUL. Cipla Foundation alsu redterates that grant agreed between CF
and EGMUT haz been done with sole parpoze of providing free palliative
¢are services to poor and needy patients, enrolled at KM and the grant
pravided by Cipla Foundstion to KCGMUT is for chatitahie sctivities povered
under section 2(15) of the Incote Tax Act™
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ConfidentioHey

During the tom ol thiy MOU KGMU will eome acrose non-public,
comfidential and propriecary information, data and documears ptitaining
directly or indireetly to CF, includmg without Limisalion its operations,
finamees, property, contracts, infelieciual property. method, process,
mansactions or effairs of e CF or the Organization Company the CF is
associated with, repocts, spectfications, desipr, drawings, layoul or
arangerment of beilding or equipment, idess or any other Imowledgs,
whasoever which KGMT may hava acquired prior to ot durig the pericd |
of this MOU, tcluding the terms aod condidons of this MO
{"Confidential Inforrnation™) KGME shall not disclose 1o sy third perry,
nor diselose w any parson, firm or ivd party any intormalion eHCept 28
authorized 1n wating by the CF or as ordered by & coust of competent
Juzisdiction subject to prior written imtimation o the CF. KM shiall he
solely liable and responsible as a principal for all =ty or omissions of
emplovess or agents of KGMU and folly indenmify CF for all Tosses
srtsing froim beeach of these covenanis,

Eoth Parties acknowledge and agree that all of the in“oruation, icluding
bart not Timited 6o, the tenns of this MOU will be corsidered confidentizl
aimation for pwpeses of (his MOU {“Confidential [nformation™. All
Confidential Informuation will always rmain the sxclusive property of the
disclosing Party. Either Party shall not disclese Confidentis] Informabion ta
any thicd party witheut the prior written conzent of the sther Party. All
contidentiality and non-disclosure obligations will survive for a period of
*hree (1) years from the date of forezlasurs of thiz MOU, Upow eapiry or
forceiosure of MO, either Party shall not either dizzcty or indirectly uss
oy such Confidential Inforrnation and at the dischesing Party*s option,
forthwith setum or dastroy (with written cocriificaticn of such desiruciion)
all originals and copics of Confidential Informalion in the receiving Party™s
Possession or control.

12

Drata Peotection

KGMU shall comply with all its obligations wihether under applicable local
law relating wr data protection or best practices in efisucmp date pretecton,
KGMU shall comply with its obligations as the Dets conmoller and the
Date processor under the applicable Data protection laws and terlations
inctuding, but not limited o, tha Information Techmology Act, 2000, the
Infomation Technology (Amendment) Agt, 2008 and the Idbormation
Teehneology {Reasonable Security Practices znd Procedures and Sengitive
Personal Data or Informationt Roles, 2011 when MOCEESINE Personal
informarich {ogether, the “Data Privacy Lews™) in connection with this
MU, KGMU shall not by any act whether by omiszlon or cammission
pt CF i breach of s abligations onder any apphizable tocal lew/Data
Privacy Laws of practices refating to dats proteciion, OGRMU speifically

agrecs and undentalkes to tnsure that,




-

personal inforation is coilzcted and processed fazrly and lowfully.

. The collection wad in padisatlar the purpare of i1 processing 1s
explained to he data subject.

1. Only prreonal mcoomation that is celevant amd not excessive to the

putpoas ey be collected and proceased.

v, personal information is procesged for the only purpose indicated al the

time of cotlecrion.

V. personal inforiaadion i not disclosed to third parties withous the explicit

vmitien consent of CF,

. Teasonable measwres are taken (o ensure that data “hat 15 incormect or

incomplate iu view of the pupose of its collecbion i either corpected or

dealcayed.

i, data subjects are able 0 have el das correeted. The correction of the

dara on requese iz free of charge and should Be parfzomed within a period

of 30 days after the requast has been submitted.

fii. persomal information zhall be kept only for g0 long 85 necessary for e

pupoze of collection, unless cvearriding legal and internal reeords

retention rules pequices a longer tetontion peried. Porsonal information

tha! iy oo longer used must be destoroyed or angoyeized,

- Personal inttumatron must be protected against inenthorized processing
through sdsquate techoical and crpanizaticnal mezsures.

x. Oniy athorized persons with a need to kmow for kusiress reasons ghall

have aocess ta oich databece,

- ..

Any non-complisnce shall immediately be reported 10 CF in writing and
shall lead to foreclozure of the MOT!,

KGMU undartakes to be in compliancs with the applicable laws of the
country inchoding. but not limited to regulations set ont by the Telecom
Regulatory Authocity of Tndia, the Informetion Techralogy Act, 204, the
Tufonnation Techoology {Amencnent) Act, 25 ad the Information
Technology {Keasomable Secunty Practices and Piocedures and Sensitive
Pergonal Data or Informativn} Rules, 2011 when processing pemonal
information of any pary. KGMIT or its staff who act as the Data Controaller
and Data Processor ehall ensum somplisnce with the security mesgures a3
per applicable kvwa. Where pequared, the Data Controlter shall ensute that
cansent of the individuals whose persunal infonmation i dealt with by the
Duara Controtler and Data Procegsor. ats Coatralisr shall be responzible
i the mdividoal: whese personal information is being dealt with by the
Drata Controller ard fransferred to the Bata Processor for procesalng.
KGMU shall ensure thae dheir emplovess, agents, sub-contractors shall,
comply with all appiicable Data Privacy Laws in rclation fo its access ko
and processing of personal infometion. WGMRE shall oot retain any
petsofial iofonoation for the performance of the services which &
prohibited by applicabie law, KGMU shall ensure thet they securety hold
and digpose of alt personal information that is no Tenger necessary for the
performance of the MU or as reguired oo permitted by applicable law.
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Sharing
Beneficiney daia

KGMU shall bz regponsible to collect the beneficizry data of the chanitable
Project in the form and mawdier reuined by OF from time to ime with the
sole objective of ensuring transparency az well as benefistary velidation,
bo ensure smooth project sperations and for ¢nguring that agreed bencfit
1=aches ta rightful grovps.

KGMU shail be provided the option to use the beticficiary validation app
exclusively developed by CF for easing the partmers dta collection DITESS
and Bacilitating KGMU for capturing the Jenefickiry dat in the dagical |
format for easy remmeval. KGMU chal? pee the ks ficiary validation app
in gfriet complisnce with wser manual shared by OF. KGMU shall also take
die consentl from beneficiarics of the charitable project for collection of
Such dars by KGMU and later venfication by CF through different modes
hike randotn calling or personal visit solely for avdit and govemanse
réquirement,

KCGMIT shall be solely responsible and Tiabic ko ake the cowsent of
beneficisnics of the chanitable projocl for date collection as per applicabla
lews of e Jand,

In case the partner choses to collect and store the beneficiary date
manually, the Partner shall be salely responsible to store the date and
documentation and submit the some 1o CF without loss o dameegs 10 the
dats. KGMU ghall satisfy all audit and governance FEIRITSTEnE.

4

Volunteering !

Engagement
{ppurimnities

KGMU while implementing the charfiable aroject, shall Plan and curate
voluntesring / engagement apporianities for intseeqted vohmizers o
discvuzsion with OF.

CF shall provide volunteess to help KGMU 1g sirergtnen the project and
1o implement the same more effectively, Veluntesrs' mvolvemant in the
project should ensure that e vohwteers get a oewitive COTTTIRDICY
experience and a senge of having contributed towards & chatitable canse
while also eontriburing to the KCMU mizsion

W KGHU is kesn for the availability of voluntesrs, EGMU shall plan the
volunfesnng / engapement activities methodically aod in advanee in
conzultation widy CF.

13

Endire MOTI

This MO represents the entire MOU betwear the Perties and supersedes
all priar negobalions, represeniations or MO, written or onai. Jn the event
of any ecnflict bavween the terms and condittons of dis MO and those of
avy oher MOUs coleved inte parsuant to this MOV, this MOUs terms and
conditions will coutrol.

G



I"_h__;-

16

Dispute
Eesoiuton

Thiz MOU and the Farties” rights and obligations beremmder shall be
Roveaued and inlerpreted in accordance with the: laws of lodia. A1 disputes
or claims arising our of or relating te this MOU will bs seuled amicably by
ibe: Parties pursuant i mueaal, good-faith discussions and negotiations,

o the cvent of failwe of amicable seitlernent between the Parties, such
disputes or differences shall be rofemred to the non-sxclusivs juisdiction of
concks in Mumbei.

17

Amendment

Mo amemdment to thie MOT shall be valid unless apoeed to in writing by
the Parties, [Towever, deviations related v programmatic deliverables may
be discussed and agreed upon between fhe parties and 2 formal consent
shall bz shramed fiom COF on =mail,

An addcudwn will be signed only in ease of extension of the prejest
timeline endfor cliatged in the totel approved Grant acyount.

18

Compunication

2 & Sevind Media

All news releases, wedia advisuries ard other mass-medis elabcd
communication ¢ollateral (pine and digital) prepared by KGMEU with
respect to the Project, should include CF in a manner approved by CF, CF
shall oot unreasonably withhold its approval and chall respond in a
maxemen time tame of 10 days or eavljer,

KGMU shall posts on sociil medts [rom KGMU acoont that reflect CF 's
supporied work and shall inelude & tag to al] thoss platfrms that CF is
present o1, Al media edvigories should include contact information of CF's
“ontact person #nd such material needs to be approved by CF before
meleasing to the media or other publishing agencies.

in thz cvent of unselicited wodia nquires received by KGMU regerding

the Project, CF must be notified with immediate effect OF strongly states
that any communieation or media outreach should be done solely far the
purpose of sharing good practices, enhancing community connect and
wider oitreach of the project.

KGMU shall be respectiul to CF*y name and image whils posing updates
on social media (Facebook, Twittar, [nstagram, Lonkedlh, YouTube,
Googlet and others) pertaining to CF's grant for {be project.

KGMU shall not past any content which is of a defametory, political,
religious, abusive, or personal nature. All the social Inedia post posied by
KGMLU should be in confprmity with the socia) media goidelines issusd by
Minjsiry of Informaiion and Broadeastmg from time 1o time.

If CF notices or observe that KGMIT is posting any umwarcanted /
unapproved post on social media, CF reserves a right o exercize the

(foreclosure} clavse.

11
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KGMU shall document the project by way of case slones, videos,
photographs cte. CIF aud KGMU shall miuslly saree opon local vendor
fo such documentation.

Parties are  camtwinked towards soeial and community aervics, which is
the zole censideration for implementation o/ the Project and thes is 1o
alher explicit or implicit consideration involved urder this MOL.

14

Relationchip:

The relationship under this MOU siall nue constituee any parmesship
between the Parties, nor, sxcept a5 expregsly got out in i, conslitme any
Party a5 the agent of ancther patty, nor shall any Perty have the right o
avthority, to assume, crealt or fucur any Lability o- obligation, efprass o
implied, against, it the name of, or on behaf of the other Party,

20

Motice

Any notices required by the torms of this MOU mey ke given by serding
thzan by regastered mail or by courier or by 2ol

[f i CF:

Tao : Anurag Mishta

Address - Cipla Foundation, 259 Belagis Road Mumbai Caatra)
Phane » PO 564

Emnl i e oasbradEied pla, o

[f o KA

To - Dr. Rajendra Kumar

Address r King {zeorge's Medical University, Shamino Road,
Chowk, Lucknew, Uttar Pradesh, 226043

Phrne r B369918130

Finail ; cxknmar 10@Email.com

2]

Saverabilliy

I any of the provisions o 4 poation of any provision of this MOT 15 Lield
te be unenforcesble or invelid by a cewnt of compeent jurisdiction, the
vatidity and enforceability of the enforcesble partior of any such pravigign
and‘or the remaining provisions will noc be o ffected,

22

Anoesure

+ Drrails the Project, Mitestones and Timelines (Annexure A)

+  Budget detatls of the Project and Cirant brealeup Yinked to Milestones
and Timelines {Annexue B)

= Financial Guidelines {Antexure 1)

+ FHeporting schedules {Annexure I))

* Logd guidelines (Annexuns E)

v All formais (Fund request 1etter, Grant Utilizmtion Certificate,
Monthly/ Quarterly/Anrual Bepord) (Anrexurs F)

12
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CLINICAL TRIAL AGREEMENT

This CLINICAL TRIAL AGREEMENT (“Acreemem”) s made eMective as on this 18" Aupust 2024
(the Effective Datel:

Cadila Pharmaceuticals: Lid.,a Company incarporaied under the Companies Act 1956, having 15
repisierad ofTice at “'Cadila Corporate Clinpus”, Sarkhig — Dholka Foad, Bhat, st Ahmedabad  and
1's Contract Kesearch Operations Livision (hereimatter referred o as *Cndila CROY ySinoated at, 1589,
Trasad Road, Dholka-382225, Dist; Ahmedahad, Gujarar, Tndia.

A

Dreo I Himinnsha, o8 the Investigater ot the Instiation. working Department of Modicing King
Georpe’s  Medical University, Shabmeena Road, Chowk, Lucknovw-226003{hereinatter  the
MInvestigator”) of the SECONED PART;

And

King Gearge's Medical University, Shahmeena Road, Chowk, Lucknow-226003 represented
by it Facully In-charge (hereinafter the “Institation™), which term unless repusnant to the comtext and
meaning thereof e deemed to include its éfﬁliﬁt-;,s, successors, assieny and lesal representatives of the
THIRD:PART

'Cadila RO, “Instiution’ and “Investigator” herginalier are collectively refiorred to-as the “Parties™ amd
individuall v as the “Party",

Kecitals

A, WHEREAS. CPL 15 a enowned pharmaceutical company ot India and engaged in the development.
manufactunng and marketing of pharmacewtical and ullied products.

WHEREAS Cadila CRO, intends 10 ¢onduct a wolt-cemer clinical study of Ashwagandha for the
Prophylaxis against SARS-CoVN-2 Infection: A Randomized Hvdroxychloroguine Controlted Chincal
Trial in Health Care Providers (hereimafter referred 1o as “Chindcal Study™)

B. WHEREAS, the Institution has represemted that it has appropriate facilities, personnel and other
resomrees and the Investigator (as defined ghove) having the requisite qualification, thining,
kivwiedpe amd espenemse necis<ary Lo comiuet the above said clmacal stindy sl faboratory 1wl
evalusiions.

NOW THEREFDRE, in.consideration of the mufual covenanls contained in this Agreement, and other

good and valuable consideration, the receipt and sufficiency of which are hereby acknowledged. the
Parties, imending 10 he legally bound, agree as Tollows:

R@Dﬁ
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1. menpe ol Wor ke

1 The lvestigalne rgrees 12 conducl the Chneczl Stody sabject W e e oo ihis Ag-smmenl, Prolael
Feumber (AYUSH-CSTR-HC P01 che “Askwagandha Tar the Prophyvlzses agrairst SARR oWV
2 Taleelom A Fardemized Mydrowwoeloregaing Conrrelled Sincat Toial oo Tlealth Seoe
Frovwicduers™). wiich shall be deemed o hivvs bees ncocporelss by nefersoce 20 Uns clise and U
vesieae s brooaurs for 15z invest gaticoal Praduct (Lhe “Investizaiar's Boochure™) poovldsd by the
Cadila R, unoer lvestizamcne] Neve Lega (MDY spphesiiane ol wes the Degs Conbolles
Oencral o Iadia (12001 The Ineesogator agrees so contect the CPeneel Sods sbells o srandames
il Ll vl appeaesal Dy e Tesgal Bl Chmenilo, om Mot Anne Lo o, T, igatu
will conduct the Ssady in stricn aceard 2o wilh the 12ams and cosditing oFrhis Azreemeant, the Protecel
anc any arieshnents therete, and nocer-plance st all Jedz-al sae and loral s s reaulimans as
apalivable woahe werritony inowhich the Sdy s iy conduziee including Bon med il Ta o T
reesed and gpaolicak e versions of te Deelaion of Helsainki Dirgzive, a5 amereed from time o thoe;
tha dewe [dmzp Chmeal “Urial Bepulatane, 2009, o amesded o= e sins, haothe " aesmaesal
Cemlene e ar FErrecanizelion of Taosnical Requeorements tor Beolsration of Pleemsoeativals o
Huwan e Topie B Gu'delises e Cioed Clinicsl Fractice and “inective 350080 s amended
Moy Lime o b §ICL GO . (o) al regalaions aed laswes as applical’e g2 clinical wials in India [c}
the Pravention of Comeptios Al 198K The Cloicsd Toed Arcol eepeey e i sulnpinsd we Ealkicg
Caniy il Sedly 3G

2. The Favestigator

2 Fuon aake afclasty. the hivestigator iz o ccaplaves of nztitation znd wic be nanwed oo Apoasdix A The
Investigaier reopsenis n:d ceniies o hive read and uaderstand the Iaeitipsloe™s Broclione, Froes o e
comirezemerl ol e Tlhimcal Siude the Tevestpaue shall Seliver in Cacliia CROY frue, complele a0
cornecl caoies of the veslizalas's statemens a5 memtisned o o Brog Chmcal Tl Rezalations,
20w L an amerded fram time oo time and sorsculum vitaz, each of which shall be siened 2y (e
Iwsstgame, Dvring e Chirien Sy, © e Tnsg waian shas irmmedisoe s nedify Cadila CRO inwrling at
snck fime v il Secrnes wvane el e hevestigidor plams o lewee e Tostiloian o shal™ T onaslle 10
connaletz 1 Clinical Slody. 11 the Institubioa and Cadila TR a0 waable woagrer ar on aeoepiokle
sugsllutg evestigmal withey DAz (15 business devs fodlewing such aoblce. Cadila TR may
Ieminels his Aursenerl pursuans b Sestion 15,

3. Kepresentutions and Covennnls,

ad
—

Tl Tnstime s a-sd e eatent thil =gl ggresentalions oo covenancs elale e the Ineesticztar e
Saweslsalor S s sepresents cer by and coverass b Cadiln URO a5 Tollaws

(A The Invwesiggioe s, awhal gl e doeing 1he ecimse ofthe Smdy shall e, gealificd By ireining
A esper enee will eporepriate sspo s e conduer the 22ady,

i) The Iast:tutien and the Lyecatganer have, oand et all imes danee the courie 976 Climeal Shidy
shil | havee, the ap propriate livenzes, approeals a vl cerdlicacong necessors o sedely, acecuately
azd lawllle perlarm the Coinical Sody:

(e) Mong pd the [ajturicn. {2 Investigator, or ary ather perscn wko wssmls oo pecforncing the
Ceamical Sody s sol et 1y confliziige alligations or Tas any financial or ciner interes: in
e outeame of K1 Chaiza Sty oo b enfered vuo aee conte? with wegeect Inthe Olinecal
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acceplinee of the resultmg dote by the pegulstory mithority of thit might create o contlict of
mlarest:

{d) The Institation and the Investigator have been selected to conduct the Clinical Study becuose of
their expenicnce, expertise and resources and nol, in any way, as an inducement Lo, or in reterm
fior, past, present or future presceibing. purchasing, recommending, using, dispensing or granting
preferential formulory status for any Cadila CREO's Product.

Faeilities.

The Institufien and: the Jovestigator shall condoct the Chinicat Study at the facilifies sineated as
mntivand sl herchn wnd idelifed alawe, o awedi other Tacilities as Codiba CREY angd e Tustitulion
miy agree in writing, The: Inattution shall make svailable it's personnel, factities and resources as may
b necessary to perform s obligatons efficiently and expeditious|y under this A greement

Subject Enrollments and Informed Consent

Subject Enrollment: The Investigator skall enroll such mos. of subjects indo the Clinical Study. as
mentionad in Appendix A annexed herewith and forming integral part of this. Apreement {each, 2
“Suohject™). The Investigator shall use-all reasonable efforts 1o complete enrollment of all Subjects by
Enrollment Closing Date sel forth in Appendiz: A or otherwise by soch other date as may be natified in
writing to the Investigator by Cadila CRO. The Study period muy be extended or shortened amd the
number ol Subjects the Insttution'favestigator may enroll in the Clinical Study may be changed o
Cadila CR{Y s sole discretion: The InstiiutionTnvestigsor acknowledges that the Clinical Study is pani
of the Multi-Centér Study, and agrees that when the enroliment goal for the Multi-Cenrer Study 83 @
whole is reached, enrollment will be closed ot all sites, including the Institution, regardless of whether
the Institution or any other site has reached itz individual encollment goal.

Informed Consent; The Investigator shall obtain the informed consent form of éach Subject prior o any
sereening or paticipation in the Clinical Study using ihe: Informed Consent Materials: (as defined in
Section 7.6} and in complianee with Applicable Laws; Each Subject shall complete an informed consani
Form that has been reviewed and spproved in advance by TEC of the Institution in compliance with the
requirements of applicable laws, Investigaior has to ensure that the Informed Consent is only volunlary
end the study participant has the rights 1o withdraw from 1he trial atany time during the Clinieal Study.

Invesiigator shall report any degth, Tife threatening, or serfous adverseevent, or other event as speaified
by the Prtocol to the Instioutiond] Ethics Committee with a copy 1o Cadila CRO, Such notification shall
be given promptly, and in no instance later than 24 (tweaty-tour) hours of occurrence of such an évent
and shall be made in accordance with New Drug Clinical Teial Regulations, 2019 , as amended from
time to time and the procedures autlined in the Protocol conceming the reporfing of adverse cvenis,

Compensation, In consideration of the seivices o Lo jendered hereandes by the nstitotion sid
Investigator, Cadila CRO shall pay to the Institution such amounts in a manner stiputated in the payment
schedule set forth in Annexure - A of Appendix A annexed herewith and forming &n indegral part of this
Apreement The parties scknowledge that the amoms to be paid by Cadils CRO unider this A presmen
are reasonshle compensation for the wiork performed and that neither the Instiution nor the Tnvestigator
has regeived any other compensation or other indocement in connection with this. Agreement for its
participaiion in the Clinical Study. Any amounts. if any, paid by Cadils CRO 10 the Institution for
servives Lhat have not been performed, or expenses that have not been incurmed. under this Agreement
ahall be prompily refunded 1o Cadila CRO upan the completion of the Clinical Study or expiration or
lerminadion of this Agreement, or éarlier at the written request of Cadifa CRO except with respect o
those expenses reimbursshle under Sections 142, The Institution acknowledges and sgrees thap thes
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he CEE instruetions will abso prowede (the Stody site with dota entey instoetions A duplicate copy of
thet CRE will be archived al the Study site for 15 vears sfter the siady complation.

The Cadits CRO will review the facihities at the Site to- ensure adequate infrustroeture required for
Clinical Study at the site. INVESTIGATOR shall ensure that the Institution shall maintain at all time an
adeguate Facilities for the duration of the Saady (Re. a1 & minimom,: are safe securs, hyeienic, inglude
pdlequately-mamtained and cabbeated equipment, and privade for secure and accessthle storage of Study
materizls and records), Study Records-will be retained by Inviestigator for 2 {two) years following the
date o markefing application i approved for 1he Investigational Prodiuct for the indication under
investigation in the Sy, or if no applicatson 15 to be filed, or i the application 1= not approved for such
indication. until 3 (three) vears after the study is ¢complete nnd FDA [/ DCGH is notified, or any longer
retention perind mandated hy Appiicahle Taw,

The Investigator agrees to [imit access o the Investigational Product to only gualified and delegated
Clinical Stody staff and shall personally ensure, administer, imstroct administration, o supervise the
pdministeation or instruction of admimstrition of Investigational Product (whether netive or placebo) 1o
Clinical ‘Studv patienlz i accordance with the Protocol;  and shall not chemically, physically ar
atherwise modify Investigational Product; and shall handie, store, and ship or dispose of Investizational
Prodect with due and  appropeate care and o compliance with manufactueer's mstroctions -and all
Applicable: Laws, rules and regulations, including. but not limited to, those governing hazardous
subatances.

[he Investigator derees lo limit access to the Biglogical ‘sample, specific marker sample, surrogate
marker sample and or semple [ tes1 a5 per protocol o only qualified and delegaied staff and shall
personally ensure sample collection, processing, stormge, eanspon, handling and or concercn activities in

- aeeordance with protecel and timeline,

Provisions of Data and Reports: The Instituton shall provide 1o Cadila CRO ariginal case report forms
for each Subject paricipating in the Chnical Study snd such other reporis a= and when required by the

Protocol or under Applicable Laws,

Institutional Review Board: The Institution shall provide o the Cadita CRO documentation verifying
review and approval by the IRE of the Information to be provided 1o potential Sublects of the Clinical
Study 10 secure their-informed consent, incledme informition-about any compensation being provided 1o
Subjects for participation in the Clinical Study (“Informed Consent . Materials™), the Protocol, the
Investigator's Brochure and amendmenss o any of the foregoing.

Repulatary Assiztance: Atthe request and expenze of Cadila CRO, the [nvestoator or his representalive
shall: (a) assist Cadila CROrin the preparation and submission of investigational new drug applications,
new drag applications, any other premarket or marketivg applications relating o the Chnical Study Gr
the Investigational Drug, and any amendments or supplements; (h) atend mestings with repulatory or
j::u-'p'l:'l'[m!l:llhll autharilies regarding such applications and the sssociated approvals; snd (¢ provide such
ather reasonable -assistance a5 the Cadila CRO may request in conpection with regulatory. matiers
relating o the Sludy or the Study Diug,

Sponses shall timely arrange the Investigational Product 1o Cadila CRO who shall deliver the same at

BITE of the Institution, in sulfcient quantities Tor use in the:Study. Title 10 these materials deliversd by
Cadila CRO-shall remain sotely and exclusively with. Sponsor, and the meterials shall be used solely ond
exclusively by Investigator for punposes of carrying ot 1he Siudy.
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Cealila CREY o0 " awtlertene peppncsmtan wgs stali Fawe £u il upon arden s waine canive izl Cadila
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e e g Telloe o e proanpn v (21 1eview, oopy and andis cl0 Sundy Docaresniation, aay athes
Lol e ds, duta gl 5o Mroduct Gas debees Lelosed -elatioe e e Jiecly o e IRT, ars 37
requ:sed licesms, cerichicztes and wcorsdiltion; wnd (37 irlerace the hvestizator and ather perscrs wha
aasiserd i pEcioening the Smdy Suahjest’s mudica, reeonds s e seview aurposcs only, {od Cedil
CRO 10 sennd e 255425 reowel G apphizabedesmd s sl sodunission e EC (R Cachila 7500 o necidy
e 1= Taskic.dion., up o e vears pest soady clasne, selevant salzly indinas leoim the stody Jala,

Changes 1w the FPratucol,

Mo changs m ke Prowoce: skall b miade By veg Instiatier ae kg freastigatoe, guleees soosane Spplizalie
[awea reieling b ke gafcly of lcols char roguire & deviacon from the Pratceol i velich cuse g
lscic atign shall pramaly socty Cadita CROC and e Instindicn Tewveewe oo ol 4w natcre of the
deviation aad Lae Jaets ceesssieling such deviauon as Soon a2 e Gl ane keowoo o e Institurior,
Cadila CRO) may el any me make chenees oo e Protucel epas Fye (30 cays’ ziance wesien nolics
ha e Eevided, oo, Thar ualess he changss arc scnired By Aplicable Lo deomn
auecially rercase the eoss af parfomaares of the Climcal Study by the Ingritetion ar arc athamwasa
ameed o by the Inslctionr, ve-erwise the Insttczion may metaedly discoss it Cagfha CROY an s
naieridl 1wl enss ol ihe end B perclarmng Chinical Sludy doe 1o Zharge i Prosecol.

Regulatary lospoetinns.

I¥any povermnmentel or eszubaba sy bty (o) cortacts e nstivazicn s e heesticaien with sespesl e
ilie Stdy, () condyets, of pives patcs of its st o conduct, &0 inspocion at any l-ace -ty or () wkes,
aroEivan CEcE 18 aTent o gake, any arhae eenlatone acion with nas tnoanye anivite ot che
sttt om, e TR on the Srvestigator et caule reasonmal:ly be esoecisd ooz e Jala oo el mcel
act. ity uneer the Sledy, Ueea 1 Institulion shall prewpsly aalfy Cadile CEO of sush conlast o1 nalicd.
Cadila CTRO sl e = vight e Re prewert st 2o L pacipale inony s-ch LARCClion ar g Elry
geven il respect e Ve CFrcal Swocy, The brstutmion sha™ praside Cadila CTO willh ropies of @'l
penirenl infrrmatian acce doc_mcnalor iEsucd b any gnvermimienia, or reealaterye oty ad anr
proposed espanse. Cadila CRO shall nmave the sight in gdvancs 20 raview and corzmenmd on any
respunges LEn pein oo the Sk Mo soclesponse shell contain any fale ar mislzading infory atian
witn resnect b the Clisical Study, b Stuey Doug or Cadia RO,

Confidentinl Inlormation

Foc purpwses of 11E Apeeeneal Doddeniad Infoemanen” mean: ans inkarmqation of Codila CRO,
whether of o echnical, buzizess or other -are, eledsne infor=aion et e laie Oy RO rads
serretn, podnlactss Sy Tongs clestocenl stochine, promcisnnl imezlacel, deweuinems, poo aectany
righte or Lesingss slTaim, egsther seilh gy Toverdiang, Wk Pradest and all orhes weelen inkonmalicn.
data and esult: sollected, oreparsd. dewveleped or generated by the nst:letion. tag lneestigaicT a3 any
piher porana pursuant tnoar ryeontcmplacon 22 s Agreement, e luding. subjecs e apolicatsle e
sy lat e, thiz Agicenenl Conficerdal D ieonaten dors por ine oda oy eicomacon. i7 ne natile
anc lvesligate: can demonstrte that the indcamat

(ap |5 2lready oo theos Dassession and boown prior o ize date of Lhis Asreenent:

(1) The InssinAian o fnz hovestigaren can peoees iha thee 1aes lasetnl v ah'mal frorm s 1hied 2aty
witsnl broact ol g ablimion ol confidenteline:
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13.
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14.

14.1

(v) s or becomes part of the public domoin through po act or viclation of -any obligation ol e
Institution or the Investigator; or (For the aveidanee of doubt, when Cadila CRO lists or
discloses any non-confidential informalion relating fo the Study Druzor the Swdy in 8 clinical
trial registry or ¢limical results database. uny sspects or details of Confidensial lnformation
concemning the Study Drog or the Study that are not listed or dischosed in such regisiry or
database shall not be deemed 1o be or bocorme part of the public domain.)

The Institution and 1he Investigator shall not, without Cadila CROYs pricr writlen congenl or as may be
permified by this Adreement, disclose to sny third party any Confidential Information. and shell use
such Confidential Information solely for purposes of perfornsing its obligations under this Apreement.

The Institution shall restrict the access of Confidential Information 10 only these persons within the
Instiution who kave s need fo knew and shall encre that they are aware of the oblippiion of
confidentiality required by this Agreement. The Institution and the Investigator shall use at least the
same-care snd discretion in maintuning the confidentality of the Confidential Information as each uses
witli its most sensitive confidential intormation, The Institution or the Investipator, a5 applicahle, shall
notify Cadila CKO peomptly. upon the Istnubion of e vestigaton s discovery ol gy Joss o
eampremise of the Confidentisl Information. Upon the torminstion or expiration of this Agreement or
upon Cadifa CRO eadier written reqoest, the Institution or the Investigator shall promptly return 1o
Cadila CRO all Confidential Information ar Cadila CRO reasonable -expense, provided that the
Institimion shall have the right to retin, copies of each Subject’s primary madical records for archival
prpose ey,

Publication und Presentations

Mither the [nstitution, the Investigator, nor any ather person who assists in performing the Study shall
Issue any press release or other pultlicity materials or make any présentalion or announcement, private or
public. which refers the name of Spansor/Cadila CRO or the name ol Test Product, without prior written
ponsent of Sponsar. There shall be no publication based on Trial unless Sponsor shall have given it
prior written approval. Sponsor may reguire thet Institution publish resulis jointly with thensand athers.

Use of name;

Subject o Applicabie-Laws, none of the Institution, the Investigator or Cadila CRO shall mention of
ctherwise use the name, trademark. trade name or logo of any other Pﬂﬂ:r in any publication, press
release or promistional material with respect torthe Sludy without the prior written approval of such other
Party excepl for the purpose a5 expressed herein this Agreement: provided, however, that for non-
commercial, imernal porposes. Cadila CRO shall have the right 1o identify the Institution as the site ar
which the Study was conducted and to identify those individuzls responsible for conducting the Study,
The Institution may use the dame of Cadila CRO and the title of the Study for internal purposes,
ingluding, bt not limited to. acknowledging the Investigator™s work.

Advertising, Meither the [ngtitution ner the Investigater shall issue o the pubfic-any information or
Statement nougl) te gress of any other meedia, Daeloding sdverlisements for the enrollment_ ol Study
Subjects. without the prioe written permission of Cadila CRO and ethics committes and the review and
appreval of the IRB

Indemnification and nsurance:
[ndemmiicsion

fa) Excepl as sel forth below, Cadila CRO shall defend, indemnify. and hold harmless the

Institution, officers, agents, and emplovees, including the Investigator and the Institution’s other
émpiovers and any physican, mese, nurse’s aide, siudy coordinstor or other Bealihosse
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15:1

16.
16.]

Tl

clmm. Cadila CROY shill epsvre compensation over and above SAL management freimbursement with
the exceplions. Sections. 14:1 and 142 shall not apply 1o any Loss:

Insurange:

The Cadila TR will have an insurance policy for an approprizte amount adequate 1o cover the risks of
its oblipations under this opréoment. A copy: of suche-palicy shall be providod 1o the institution on their
request, if any. Policy will be used by the Party, for any personal/badily injury suffered by the person
involved in the study as specified under this Apresment. '

Termination:

Right o Terminate or Suspend Clinical Stuly; The Clinical Study may be tenninaied or suspended by
Cadila CRO immediately upon wrilten nolice o the other Parties on safety concerns or g5 otherwise
required under the Applicable Laws. Further, Cadila CRO may terminate or suspend the Clinical Study
il the Multi Cemer Study: |s termlnmed o sis)ended,

Right 1o Termipate Asresment by Cadifs CRO: Cadily CRO may suspend andfor terminate this
Apreement, in its sole diseretion, on fen { 10) business days® advance writlen notice 1o the Institution znd
Investigator, The Cadila CRO or the Instintion may terminate this Agreement in the event of material
breach by the pariies 1o this Agreement. provided that the written notice is explaining the pature of the
defaull and an opportunity to cure such default within a period of 30 business. days ufler the giving of
motice;  The Institution may terminate this Agresment, on written notice to Cadila CRO, if the. Clinical
Study i3 suspended or terminated and not recommenced within ninety (90) davs,

16.3 Right to Terminate Agreement by Instityte: The Inszitute can terminate the clinfeal study on the following

FEHs0;
(@) iT the Pandipal Investigator becomes incapagitated or tarminates hisher relationship with the
[nstitution and-a replacemen auitable and sgreeable o Cadila CRO cannol, after reasonable
effons by 1he Institution, be lund;

(b} if Institition has indication of seriows plvsical leatm being suffered by any of the Trial Subjects
at ity site, 10 may immediaiely suspend enrollment of Trial Subjects at its site.

6.4 Tmpsition upon Termination: Upon notice of termination of the Clinical Study or this Agreement. the

Institstion shall immediately cease enrollment of Subjects into the Study and, &t the discretion of Cadila
CRO, shall: (a) torminate the Study with respect o the enrolled Subjects in an orderdy and pronys
rmanmer, e the extent medically permissible, and purseant to consultdtion with Cadila CRO's clinical
menitar, inchuding. without Timitation, any eequired follow-up treatment with previously enrolled
Subjects or (b} transier the enmelled Subjects to another clinical site in accordance with Cadils CRO'
instruciions. Cedita CRO or its designee shall have the righi 1o assume full control of the terminated
Study and the Institution shall tumn over ol Sosdy Documentaion and matetials o 18- possession
associaied with the Susdy, incheding all Work Product, Inventions. and Materials, as expeditionsly as
possible, shall handle the Study and shall provide such other assistance as is necessary W ensure a
smooth and orderly transition of the Study thal will nol invelve any disraption of the Protocal. Upon
netice of suspensicn of the Stody, the Institution shall immedistely cease enrollment of Subjects intoe the
Sudy. Cadila CRC shall refmbamse Institution for all expenges incurred from such transition except for
such trangitions required due 1o an urcured breach of this Azreement by Institution.

Payment Chued: Except in the case of termination of this Agreement as a result of an vncured breach of
this- Agreement by the Institution, upen termination of the Study or this Arreement, Cadila CRO shall,
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upaen recel of applicable invoiess anil other sppparing docamentotion satisfactory o Coditn CROY (2)
retmburse the Institution for its: regsonable and veriliable Siudy costs and regsonable un-canceiable
Siudy eosts or expenses incurred in connection with transfer of Subjects pursuant to Section T6.4-and (b)
with respecl o Subjects whe have not completed the Study al the date of the termination, makeo
payments o the Institubion in sccordance with appendis A for work already perdormed inaecondance
with thie Sudy.

V6.6, Final Accounting: Within thirty (307 days after the 1ermination of this’ Agreemicnt, each party will seitle

17.
17.]

its pecaunt-and the Institution shall deliver to Cadila CROr o final accounting of all Subjects participating
in-the Study and the visits completed in accoedance with the Study during the terim oF this Agreement,
and all reasonable difect cests incurred in connection with any transfer of the Studv s agreed and
mentioned in the payment schedule annexed herewith,  Within thirty (30) davs of delivery or receipt of
the final accounting, either the Institution shall refund to Cadils CRO any excess amounts paid by Cadila
CRO ot Cadila CRO shall pay any additional amounts due to the Institution, as the case may be, Cadila
CRO o its destpiee shall have the night for o peried of two §2) years afier the: ppyment of any transfer
coats 1o audit the Institution’s books and recards with eespect o such actoumting.

AMiscellaneans:

Independen) Contracior. In underaking 1 perform the respective services hereunder. Cadila CRO. the
Institution and the [nvestigator are doing so as independent contractors, and mOl as employees or agents
of other Parties,

17.2 Assirnment. Mo Pary shall assion this Agreement o any rights or obligations hereunder without the prios

173

174

written comgent of the other Parties; except that Cidiln CRO, withaut the consent of -any’ other party
herelo, may assign this Agreement and its rights and obligations. herdunder (a) 1o any successor in
interest (whether by merper, sequisifion, asset purchae or otherwise} 1o all or substantially atl of the
business to which this Apreement relates, (h) in connection with fhe transfer, whether by license or
atherwise, orsale of all orsubsiantially all of its rightsdo the Stedy Drug or {3 e any difect ar indires
affiliate of Cadita CRO.

Severability. 1f any provision of this Apreement is held 1o be mvalid, llegal or unenforceable, in any
respeet. then, 1o the fullest extent permitted by applicable law and if the nghts or obligations of any party
will mot be materiatly and pdversely affected: (a)-such provision will be given no-effcor by the partics
and shall net form part of this Agreement, (b) all other provisluns of this Agreement shall remain i full
forée amd elfect and (¢) the parties will use their best effors o negotiate o provision in replacement of
the provision held invalid. illegal o unenforceable that is consistent with-applicable law and achieves, &
nearly as possible. the original imention of the parties. To the fullest exient permitled by applicable law,
the Parties waive any provision of law that would sender any provisian in this Agreement invalid, legal
o umenfincealde i amy (esprel.

Molices, Any notice, request or other communication permitted or required under this Agreement shall
be in writing. shall redar specifically to this Agreement and shall he deemed given only if hand delivered
or sent by an intermationally recognized ovemnight delivery service, cosls prepaid, email or by facsimile
Cwith transimission confirmed ), addressed 1o the parties & the Below mentioned address of the Paries:

Ifto Cadila CRO o
[, Manju! Joshipura,
Ar, Vice Prezident

3 —
Address: 15389, Trasad Road, {:j r f’/— E0 R
Dholka, Dist: Abmednbad- 382225, f(.) 7 Ey
;% =

Cistjarat, India
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|78

T 1o Prnciple Investizator o:

D D, Himanshu,

Department of Medicine.

King George's Medical University,
Shahmeena Road, Chowk, Lucknow-226003

1T to thoe Instiiude:

Faculty Dl ge
King George's Medical University,
Shahmeena Road, Chowk, Lucknow-226003.

Business Commumicati i,

The parties consent to recgive communications senl via mail, eampil and’or fax at the Inves@igator
mailing address, e-mail address and fax number set forth in this agreement.

Enire Agregment. This Apgreement, together with the appendices hereto constitute the entive agreement
smong the Parties hereto with respect o the subject motier of this Agrgement. This Agrecment
supersedes all prior agreements; whether written or omal, with respect o the subject matter of this
Agreement. Each party confirmas that itis relying on the representations, warranties or covenants of other
party 15 el out inthis Agreement. Mathing inthiz Agreement is intended to limit orexclede any Hability
for fraud; misrepresentation, gross megligence, willful miscondoct or false statement.

Period of Performance. The performance of this Agresment shall be commenced from the Effective Dute
and shall continue valid and in Al force Gl the completion of the Clinical Study or termination of the
Clinical Study by Cadila CRO or termingtion of this Agreement, whichever is ealier.

Amendment. Any. gmendment o modification 10 this Agreement must be inwriting and signed by
authorized representatives of each Purty.

Waiver. A party’s failure to enforce, 2l any lime or for any period of time. any provision of this
Agreemefit, or 1o exercise any right or remedy shall not constitite o waiver of that provision, right or
remedy or prevent such Party from enforcing any or all provisions of this Agreement and exercising any
rights or remedies. To be effective any waiver must be in wriling

17,140 [nconsisiency. In the event of any inconsistency between this Agreemant and e Protocol, the terms of

17.11

the Predocol shall prevail with respect to the conduct of the Clinical Sndv and the trestment of Subjects
in gonnection therewith: in all other respects, the terms of this Agreement shall prevail.

Construction. Except where the context requires otherwise, whenever used the singular includes the

plural, the plural includes the singular, the use of any gender is applicable to all genders, the word “or”
his the inclusive meaning represented by the phrase “and'oe™ and the term “including™ or “includes”
means including, withow limiting the genesality of any description preceding such term. Whenewver this
Agreement refers o numther of davs, unless otherwise specified, such number refers to calendar days.
The headmgs of this Agreement are for convenience of reference anly and do not define, describe,
extend or limit the scope or intent of this Agreement or the séape or intens of any proviston conteined in
this Agreement. A reference in this Agreement 1o 2 Section or appendix 1510 the referenced Section or

}' Page 11 of 15 w
(Y~




appendiy of this Agreement Ehe wording of this Apreement shall be deemed to be the wording mutuakiy
chogen by the perties and no rule of strict construction shill be appliad.

| 7.12 Counterparis. This Agreement may be exeented in two counterpart copies, each of which shall be
deemed an original and all. of which taken togéther shall be deemed (o congtitute one and the same
msErusTEl.,

1 713 Governing' Law, Jurisdiction and Dispute Resolubion, s agreement shall be governed by applicable
faws of Indiz and is subject 10 exclusive jurisdiction of the Courts Situated @t Ahmedabad, India. Any
dispute arlsiing out of orin connection with this agreement, shall be first solved-amicably by thee Parties
within 3¢ davs of the dispule arises. failing which the same shall be referred 1o the sole arbilmtor
mutually decided by the Parties or each Party tn nominate its Arhitrator and thereof, the two Arbitrator
will nominare the Presiding Arbitrator, in accordance with Indian Arbiration and Coneihiation Act 1996,
its amendments and rules and regulations thereol The sest and venue of arbitration will be at
Ahmedahal, India

17.14 Survival Clauses. Clause 3 (Represemations and Covenants), Clause 11 (Confidentinlity), Clause 14
iIndemmification), Clause 17.13 (Governing Law, Jurisdiction and Dispute Resolution), shall survive
termination of expiration of this Agreement for infinite perind unless otherwise h]_:-af:iﬁ-:aﬂ:.- provided in
this Agreement, i acdition tocany other provisions that by their content are intendad to survive the

performance, termingtion, expiration or cincellation of this Agreement.

THIS AGREEMENT 15 EXECUTED by the autherized representatives of Cadila CRO,; Investigator and
the Instiwtion as of the date fiest writlen above.

For: CADILA PHARMAGEUTICALS LTD. For INVESTIGATOR
PR i i
Name: Dr, Manjul Jaship = !
Drezignation: Sr Yice -President I"n‘\ Ao signation: Pl
Place: Ahmedabad o it Place: Lucknow
Lrdi Ll o
[ate; Rt | Dage: —
| For King George's Medical University,
\!I Mame : Mr, Vinod Jain Hame: Dy R Gare
J"a'll."];'ltsa"grm!i-tu:l : Chief Fanancial Controller Diesipnation: Fan:uli:[‘:r—lnﬁ”harg-:
= y)
E N
N =/ A (
; [&] |
: i —t
Namie: Ms. SanjeemieSingh it
_Designation: GM — Legal |
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Annoxure |

STUIY TITLE: Ashwagandha for the Prophylaxis against SARS-CoV-2 Infection: A
Randomized Hydroxvehloroguine Contralled Clindcal Trial in Health Care Providers.
lerms of Pavment:

-

Fixed Cost as Investigators (Both) fees: Cadila Pharmaceuticals Limited, India will pay
muaximum up o Rs. | 2000/ per patient upon achieving the below milestones.

Milestone Payiicnt
Baseline- Visi | 3000
| Migit 2 2000
Visit 3 3000
Vigit 4 360100

Maximum up 1o Rz, 2000/-per paticnt will be paid 10 Site Coordinator ay per the below
milestones.

__Milestone Payment
Scmemng "'.-"|qu ] S0
Visit 2 300
Visit 3 300 "
Visit 4 s00 il

3. Patient compensation will be provided Rs. 500/~ per vigit per pationt. ‘

4, Adminstrative cost (for stationary, courier, telephone, fax, mternd.l} will be paid Rs.
10, M= for entire study,

3 Study medications will be provided by sponsor. (AS mentioned in protocol)

6. As per new regulations, GST 18 applicable over and above ol total budget,

7. Sereen failure charges will be paid Rs. 5000 1o [nvestigator with laboratory charges on
actual basis not exceeding -as per below table of Iabumun charges, per screen failed
patient up 1o a maximuw of 10 %0 of enrolled subjects.

£, Laboratory charges will be paid as-per actual upon submission of origingl bills oras per
the below milestones whichever is hipher

Sr. R
N Visit Test Name INE
s, L%
1| Baseline | CBC, LFT,RFT, Blood Sugar, Urine Routing, C-Reactive | 5T
Protein, Masal and theoat Swab, Serom for 120G and 1M Tor
COVID 19, Lipid profile and LPT
2 | VamicZ2 | Masal and throat-Swah
3 | Visit3 | MNasal and theoat Swab
4 | Visitd [ CBC, LFT.RFT, Blood Sugar. Urine Routing, C-Reactive

Page 13 of 15 %/
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Proteln, Musal and throat Swab, COVIY 14 spectle Senin
for 12G and lahd, Lipid profile

4, Reimbursement of related Adverse Evente/SAE medication management cost an actual
as per DUGH Guidelines, In mostsiteations where AESAE is prima facie unrelated,
micdicnl mannzement cost will not be poid unless meeting all eriteria of detailed DCGH
guidelinegs.

14 25 % Institutional Crver Head will be applicable on Pl fees-only.

11. R 300000 il begiven Ton sneliving the docements fn F3 years.

Investigator has to complete below infonmatien:
Paymient Cheque requited m Frvoor offpayable to:

“Viee Chancellor of KGMU, Locknow™
Account Mo S02ETISIS6

Bank Mame: Allahabad Bank

1F5C Codet ALLAD21102Y

Address where payment Cheque would be sent:

G D. Himanshu, Katam Center, Room Ne, 505, 5™ Floor, KGMLU, Lucknow-226003,

PAN Number o TAN Number, if applicabie: PAN No. AAAAK4SHEK

mervice Tax-MNou:

GET Mo, 09AAAARKASIK

By signing this FINANCLAL AGREEMENT, Cadila CRO, Ahmedabad, Investigator and the Institte

aeree 1o adhere 1o the terms and conditions mentioned i the CLINICAL TRIAL INVESTIOATOR s
AGREEMENT.

For: CADILA PHARMACEUTICALS LTD:

For INVESTIGATOR

Mame: D Mﬁﬂzshlpmu =

Place: Ahmedabad

Diecippation: Sr. Vice -Presidenl \\__\H R

Mame: Dr Dr'Himanshu,
Designation: F

Place: Luckniow

Dhate:

Date:
Hos

For. King George's Medical University.

F.:'nrn:: I]r-J-".H. ﬁarg
Designation: Faculity-In-iwegd 7

Mame ; dr. YVinod Jun
? Designation : Chief Finencial Cantrofler oo
i Fal

Mame: Ms. San|
Designation: (M — Legal

Momber Se

Rasearch Cell
ﬂ-_’_\ﬂ-l’.-s Madics! Linmo s by

L
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CLINICAL "RIAL AGREEMENT-BETWEEN ADDUTESTERRING

(Pl Mame: Dr. Shiv Rajan, Bfe®dme: King George Medical' __+ 2

#
ET388-CT0T-012)  INDIA smroury  maHARASHTRA

CLINHCAL TRIAL AGREEMENT

This clinical trial agraament 15 mada by and betwean. the follcedng threa parties:

| 1JACCUTEST: 2) PRINCIPAL INVESTIGATOR:
Aooutest Resaarch Bab (1) Put. Lid. Mame, Dr. Shiv Rajan
A-T7. Bkairme MIDG, TTC Industrial Araa, Address: Depadment of Surgical Oncology; King
Khaims, Navl Mumbal, 400 709, Seorge Medical University, Shatabdl Bulidng,
Tel: +81 22-2778 0718419 Chowk, Lucknow- 226003, Uittar Pradest. Indka.
Fax: +91 22- 2778 0720 Tel.. +871 94550 BI068
Email |D: Rajendra. Talele@accutesigloabal.com | Email |D: shivrgjan, 194 @gmail.com
Herainafter "ACCUTEST" Hereinafter "PRINCIPAL INVESTIGATOR"
3) INSTITUTE: |

|
Mame of the Audhorized Signatory: Praf. R K Garg |
Designadion: Member Secretary

Mame of the Institute: King George Medical University !
Address Department of Surgical Oncology, King George Medical Universily, Shatabdi Bullding, |
Chowhk, Lucknow- 226003, Uttar Pradesh, Ingia. |

Hereina®ter “INSTITUTE.”

nitak1 ACCUTEST) Irital -2 4F1% It 1 (IRST PUTER

* y

_ _ Q. b e
Protacal Mo EIL-EVIES-CTO-A0EE # Page 1ad 14




CLINICAL TRIAL AGREEMENT BETWEEN ACCUTEST, PRINGCIFPAL INVESTIGATOR & INSTITUTE
{P1 Mame: DF. Shiv Rajan, Sile Hame: Kag Ceongs Medoal Universly Prolecel Number: EWEYES-STO-01E

This clinical trial agreement is effective from the date of last signature ("Effective Date’)

Accutast s engaged in the business of clinical trials management as a contract research organ zation
and Irtands to carry out 8 clinical gludy ('the Sludy”) wilh "Posl Marketing Trial (Fhase W1 an tha
Safsty, Tolerability And Efficacy of Erbulin Mesylate in Treating Patients with Locally Advanced
or Metastatic Breast Cancer’{"the Protocol EIL-ET388-CT01-042") for the purpose of oblaining data
for the appication of the Study Drug, i

The Study Protocol Number: EIL-EV363-CTO01-012

Subject to the condition of obtaining the perinent ethics committee approval and the regiEtony
autharities’ autharizaticn, the parties intend to participate in the Study by rendering their secvices and
sgres 1o e following:

Section 1: Study Protocol

The natuse end socope of the Study are ensuréd from the Protocol, The Protocol precisely and
exhausiivaly describes the ciinical research aclivibies and responsibilities for careful execubon by the
Principal Investigator, Any changas lo the Protocol are subject to Accutesl’s pricr wiiten consent whach
the Princ pal Investigetar shall obtain, and the approvalnotification of the compelen! ethics committoe
and the Drug Confrolier General of India ("DCGIY). The Protocel, including any amendments,
constitides an integral part of this Agreement *Tha Agréement’) and shall be valid upan signature of
this Agresmant In the case of any inconsistency between this Agreemeni and the Protocel, (his
Agreement shall prevail. The Prnclpal Investigator warrant that thay have recetved the Profoool

Section 2: Rules for the Conduct of the Study

2.1 Laga! framework

The parties agree fnat the dulies and obligations of the provisions of the Declaration of the Faisinki
Warld Medical Assaciatlion Recommendations Guiding Physicians in Biomedical Resaarch Invalnng
Human Subjects including amendmants as set out in the Pratocol of the "ICH Harmonised Tripariie
Guldeling, Guideline for Good Clinical Practice”, the applicable national legislation on public health
and phamaceuticals including the Central Drugs Standard Cortrol Organization’s Good Chnical
Practice Suidelinas ("GCP Guidelines™valid at the fime of tha performance of this Agreemant. and
all ather pertinent rules and reguiations shall be applicable including butl not limited fo Schedule ¥ fo
the Drugs and Cosmetics Rules. 1945 {"Schedule Y°}, and that the Agreement shall be construed
accardingly.

2% Ganeral Duties spd CObigabons

The Prircipal Investigator shall cary oul the Study in 8 professional, competenl mamer n
accardarce with the Protacal and the terms of this Agreement,

The Principal Investigator hereby warmants thal they have sufficient resources with regard 1o timae,
adequate personngl and faciiities for the performance of the Study, Uniess expressly agreed
othersise, the responsibility for services of third parties (including, bul nol limited to 3ub-
investigators and satelite siles) remains with the Principal Investigatar, The Frincipal Inveetigator
shall ensura that all persennal and thitd paries are bound by and comply with the terms of the
Protecol and this Agreement.

The Prinzipat investigator will inform Acoutest, aboul all changes of personnal, facilities and slhnical

resaarch methods at the Institute thal may affect the Study.
initial {ACCLTEBT)! Ikl {PI: Indtial (NSTITUTE]
U~
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CLINICAL TRIAL AGREEMENT BETWEEN ACCUTEST, PRINCIPAL INVESTIG ATOR & INSTTUTE

(Bl pdamie [ Siike Rajan, Sike Nars: King Goaonge Medical Lieweredy Profoool Mombies: EIL-EYEE0-0T01-012}

in the event the Principal Investigator becomes sither umwilling or unablé to perform the dutles required
by this Agreement, Prncipal Investigator wil inform Accutest within 3 days of the Principal (nvesagator
being unvlling or unable to perfoan the duties, The Principal Invesigaior shall continue to e bound by
ihe pravis ons referred toin Saction 5.2,

The Principal Investigator is an employee, of the Institute. and Irwestigator guaraniass Ino roper
performance by him following all obligations hereunder,

2.3 Ethics Committes / Review Board | Reguiatory Authority Approval | Nolifications

Acculest shall undertake the necessary notifications 1o authorities in accordance with applicable ws:
The Study shal not commence until the Principal Investigator s informed by Acculest [nat tha
aulhorities have given authorzation.

Accutest will provide the Principal Investigator with all the documentation raguired for submission 10
the perinent ethics committea. Insitute/Prncipal Investigator will cbtain the writlen approval of the
appropriate ethics committee prior io the commencemant af the Study and will furnish Aocutes orits
desgnate with the ethics commitiee’s letier of approval and-.a list of all ethics commities mealing
aliandaas.

The Study shall not commence until recelpt of the ethics committea written approval and snall foliow
any concitions of approvel imposad by the ethics commitize, and the ime iMterva has Dean
chaerved and all regulatory documents that are necassary according fo tha ICH = GCF, Schedula ¥,
and athe- applicable pharmaceutical regulations are available

Should the ethics commitiee express objections to the content ar the perfermance af the Slucy, the
parties will collecively develop modifications that accommadate the objections, Should the élhica
committes appeoval be unobiaineble nonetheless, the parbes shafl be entitied o mutually fermingta this
Agreement, Amendments to the Protocol must be submitled by thie Principal Invest gatoro tha
pertinant athics committes. '

24 Syblect Information and |nformed Consant

The Principal Investigaiar shall ensure that during informed consent prosess, informaton to ihe
subjects is provided individually and notin a group {in accordance with the provisions spec fiad in
Sechion 2.1 abowe) il a language that is best understcod by the subject about the ralure,
significance and consequences of the Study, is expected duration, and the potential banel s and
risks involved in Study participation. The explanation shall at least include all points hsied {re-thes FCGH-
GOP and Sehedule Y. The Pnncipal Investigator should obtain writen Informed  cansent
fromthepstient, record necessary source data (ke IC-EC, ECE, Physical Examination, Wital eta. )
and subinll vedfy the eligibility crileriaprar to enrclling. the patent i the study. The Pncipal
Investigator shall canduct complete Informed Cansenl process a3 per current reguialony requitemeant
and #lso document the writlerl consent prior o the Study on & preparad Infermed Consent Form (ICF)
and shall hard out a copy of he IGF and subiect Information decument o each subject. In acco~cancs
with the provisions specified in Section 2.1 abave, Principal Investigator shall ensure hat coresent ol
the goveming local health suthorities andfor subject for the submission of ICF mentoned above
anonymous data to andfor appropriate regulstony authorities, is oblained

all the study relsted documenis should be preserved safely afer the competionierminaton. of the
sy for at least a parod of 5 years i it is nol possibie to maintain the same permananty, © appecable

Each subject will be informed accordingly, @nd histher consent will be obtzined
Al (ADCJTES T rtial {Ply inifizd {IRSTITUTE )

%’{ WS o ”
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CLIMICAL TRIAL AGREEMENT BETWEEN ACCUTEST, PRINCIPAL INVESTIGATOR & INST TUTE
[P M Or Shiy Fagan, Ske Name: Ring doeage Medical Unfwirsity Frotoot Huimbsr EIL-ETIRSCTIE-042)

s that hefehe is enrpdled in the Slody,

« ihat the subject's insurance has been effecled and that each subject has abligations ariging
frem the general insurance conditions; in parficular these are:

«  during tha course of the Study the subject must immediately inform the Frincipal Inesigaloe
abaut any other madical readment hefshe undergoes,

« any health damags, which may be altributable 1o participation in the Study, must be
irmediataly repered to the insurance company,

« that the necessary documentation of the subject's health and personal data and ifs
distribution o Accutest, the competent healh authorties, and other Institubes, as legally
refqulred, may fake place.

In the event the patien! or hisfher legally accepiable reprasentative iz unable io readhwridle, an
impartizl witness will remain present during the entire infarmed consent procass and who must
mppend hs/her signatures to the Study informed consent form. The Principal investigator will attain
priof approval from the relevant ethics cammitiee in the evert of any amendments 1o Lha Sludy
informed sonsent form

25 Errolment Pefiod

Tha recrutment phase may not commence untl the written positive decision of the ethics GO milied
has bagn obtained.

The Principal Invesligator will recruit a maximum of 20 subjects for the Study, as the enroliment is
compatitive amongst the investigative sites.

Tha Principal investigator ks aware that for this mulbcentre study, a compatithee recruiimant will 2pply
Shauld the total number of subjacts enrclied in the study ba mel prior to the end of the anlicipated
enroliment pariod, Accutest shall have the right to end further snradment of subjects; na payrment will be:
made for any such addiionalsubjects.

28 Study Documents and Drug SUppiies

Acoutest's désignes ghall ensure sppropriate and timely supply of the documents and Study Crugs
necessary for the perdformance of the Study. All supplies shall be returned to Accutest oy the
Principal nvestigator/inatitutein @ timely manner throughoul the performance of this Swdy, as
autlinad k1 the Protocol or whan Accutest athersise requests defivery of data, unused Dug, and
clinical specimeans

The Principel Investigator herehy warrants that hedshe shail:
a) account for all clinical supplies furnished by Accutest and keep a wrilten inventory of any
equipment supplied by Accutest according to guidelines provided by Accutast,

b) use the Study Drug solely for the Study, documenting each usage and to raium all used-and
umusad clinical or other supphes provided by Accutest upon conclusion of the Study

¢} cabect data propery and repert fo Accutest all relevant information and data chigmed under
the Protocol;

d} sdbmitto Accutest signed CRFsleCRFSs resulting from the Sludy In a fimely manner,

g} retain all necessary records and documents aboul the Sludy as required by sSppticable
raguiatory requirements, this Agreemant, and/or the Protocol

irillal [ACDUTESE); irdltal |91 vkl {INSTITUTE s
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CLINICAL TRIAL AGREEMENT BETWEEM ACCUTEST, PRINCIPAL INVESTIGATOR & INSTITUTE

{P1 Mpme Or. Shiv Asjan, Ste Nama: King GeeegeMadicsl Univeraby #robocol Mumber: EIL-ETREE-CT01-014

Moreovar the Principal Investigator shall updatedmaintain the investigator study file provided ai the
time of S Initation Visit (S1V) andas per |CH-GCP all relevant essential documents which are
necessary for the conduct of the Study including but not lmited to following:

aj Signed Protocol and amandments,

b Inwestigator's Brochure and updates (Il applicable);

¢} FEimics Committee camposition, approvalis)/opinion correspondence/raporting,
d) MNeotifications/Approval of regulatory authonbes;

&) ©%wsand signalure sheat for key study personnal {e.g. investigators)

i Approved and signed informed consont forms,

g] CFFs/aCRFs (investigaiors copy) (I apphcabie),

h) Sefipus adverse evenls documeniation and relgted comespondence/repoarting,
iV Instructions for handiing of Study Drug;

i Scresning, enrellment. and meniloring logs and subject identification code bst,
ki Shidy related corraspondence with- Accutest

2.7 Adverse BEvents

The Principal Investigator iz obliged to documenl and manage =l Adverse Evenls {AESs) in

accordance with the Protocal and 1o notify Accutest of all Serious Adverse Events according to the
study Insi-uctions {“Serious Adverse Evenl Reporting”) within the tmeline specified in the Protocalor
as per current regulatony fequiremant

Section 3 Documentation and Moenitoring
31 Dooumentatian and CRF fi

The Principal Investigator shall keep all arlginal medical files {peper and print-outs of slectronic files)
of every subject paricipating In the Study in addition to the Case Reponl Forms{CRFsjelectronic
Case Repoit Forms (eCRFs), The medical file is tha documeantation containing all demographic and
medical cata of a subject. This medical file will clearly identily sach Sludy subfect and where the
medical fies are termed the source: entries on the CRFseCRFSs must be tracegble (o entries inthe
medical fie, In the course of the Stedy, the Principal Investigator underigkes fo express medical
data in writing using medical terminalogy where necessary, the status of the Study for the rgsgective
subject and be completed axpoditiously following & subject visit. The Frincipal Investigatar musl $ign
all eCRFs'CRFs, Tha Principal Invesligator should inform the general practitioner and, if applicable,
ary ather physicians, ireating the subject sbout his participation in this clinical Study. The Prinzipal
Investigator warrants that all eCRFS/CRFs submitled to Accutést are frua, complate and comest and
accuralalv reflect the results of the Study with respect 1o sach person paricipating as & subjec

The Principal Investigator underakes lo cooparaté with Acculest and acknowledges Acculast's
right, upon a request. fo be granted direct access (o all requesied trigl-related records {including
patient medical files).

a2 Maonisrng
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Ihe parties agrae to frequent monitering visits to the instiute oy Accutest, The monitor (CRA) wl visit
ihe instiue o discuss study progress with tha Principal Investigator wino will zllow inspedclan of all
sfudy data Including madical files requestad by the monitor

The CRAs will check the data entered in the sCRFe/CRFs, CRAs and possibly representatives of
focutest shall perform source data verification, comparing the CRFs/eCRFs with the medical
macords 1o validate the data Desgite the CRA's and other representatives’ efforts, the Principal
Investigator remain primarily responsible for the sccurate and complete data entry in the CRFs/
eCRFs. & parsons who obtain knowledge of medical records are subject Lo professional secrecy.

Such moritering will ba carmed out durng the study, bult may also be demanded by the pestinent
regulalory authorties after completion of the study. The Principal Invesligater are abligad to nform
accutest immediately of any nofification of an inspection by the pertinent regulatary authofines

3.3 Audit end Requlatory Inspection

pudits or inspections may be carred out during the Study, but may also be demanded by the
regulatory authorities after complefion of the Study. In the event thal Accutest or authoritiag perfom
an audit, the Institute, Principal Investigator will allow access 10 the facilities, make documnants
availabie and il necessary provide Information, Should a governmental of regulatory autharily
request or carry out an Inspection of the Inslilute's or Principal Investigator's Faciities, Principal
Investigator has 1o immediately nolity Accutestby telephone, mall or fax and allow Accutesito be
present, “he Principal investigator shall provide lo Accutest copies of all materials; cormespondence,
statements, forms and records that Principal Investigalor receives, oblaing, or generates pursuant 1o
any such mspechon

Section 4 Confidentiality and Subject Data

4.1 Protectionaf Subjgct Data

On the “RF/eCRFs, which wil be used for evaluation of the Study, patient data will be
dacumenied in anorymous form only, Le. without naming the subject, and passed on o Acculesl
and the DCGlandior fareign regulatory authorties. The name of the subject, as well a5 olher
person-retated data, will not be divulged by the Frincipal Investigaiar, or by Acculest. Accoutest shall
ensure fhgl the profection of the data concaming subjects is safeguarded

When, for reasons oihefulfiiment of professional obbgations of venlication purposes, parEan-relaied
data concaming the Principal Investigator o the subjectare stored or handled, reliable crganizananal
measuras must be emploved to ensure that these dats-ara not divulged to unauinonzed third paries

Excaptior When [EC or DCGI or any ofher regulatory. authanties reguire thi subject delalls then
Principal mvestigator shall share photocopy and maintain the record in the file

4.2 Confdentiglity

Principal Investigator shall receive copies of the Study documenis and the Invastigator site file.
Principal Invesligator/Institute is obliged to retain the documents fzoilitating identification of the
Study pavents, and all other Study Documentation disciosed by Accistest, for-at least 15 years after
the end or the premafurs termination of the Study or as communicaled during sile close-
autvisit. Instiute has no part lo play in the closeout of the trisl Accules! s responsible far infarming
the Prncipal tnvesiigator when #l is no longer Necessany 10 conserye &l the Study dosumeiatian

(ICH 4.9.5)
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The Principal Investigatorinstitiste is obliged ta maintain the sactecy of all information ralated 1o the
Study and the Study Drug ('the Information”). The Prineipal Investigator shall procure-thal gny co-
workers assisting the Principal Investigator in the Study shall keep all such Information securs and
strictly corfidential as well. The Principal Investigator agrees not to use the Infermation for any purpase
pther than the performance. of the Sludy.

The infarmiaban shall nob include:

« Information that enters the public domain and only then where this has occurred othes than
through unauthorized disclosure by the Principal Investigator ar his co-workers,

« Infarmation that is propedy requestediorby the ethics commties responsible [or appray ngihe
Study may proceed or i requested by the pertinent reguiatary aulhorities In accardanca wilh
pravaiing kegislation, provided that the Principsl Invastigatos shail give prior written fotloe 1o
Accubest of any such reguest for disclosure.

The above ohigations of confidentiality shall remain in full farce and effect

4.1 Propnetany information

Al documents, data, know-how, formulas and unused Study Orug provided o ihe Principal
Investigatar for purposes of the Study ("Data”) are and will remain Accutest's propery and will be
returned to Acculest or their regpective designates upon reguast Notwithstanding the precading,
Accutest shall retain full ownership rights In and to all templates, progeams and other malanats
developed or licensed by Acculesl prior fo or apart from the commencemant of this Agreemednt,
regardless of whether such materials sre usad in conneclion with this Agreement, The Principal
Investigatar hereby wansfers and assigns to Acculesl the Principal Investigator's woridwide nght
and fitle to all Dala in perpetuity and agrees (o underake such actions reasonably requesiad by
Accutest 10 give effect to such ownership and agrees to sign, execute, affimm all docurients,
meluding, without limiation, all applications, forms, Instruments of assignment and sUDPOTENG
documentation and pedorm all other acts as may ba required for this purpose

4.4 Righzs to resublls

Accutest shall have the righl to use the resulls of the Study mn any manner desmad appropr.ale 10
Aeeutest's business interests. Al data attgined during the performance of the Study are Accalest's
property. The Principal Investigator assign worldwide nights and title to alldata abtained in the Sdody in
pemeiuily o Accutest and agree to underdake such actions reasonaoly requesiod by Accliest o give
effect 1o such ownership and agree to sign, execute, affrm all documents, including, without
limitation, all applications, forms, mstruments of assignment and supportng documentation and
parform all other acts as may be required for this purpese, Principal Investigator shall notify Accutest
of the resJlts immediately, separately and in writing.

4.5 Injellecusl Proporty

Meilher the Principal Investigator nar hisemployees or agents shall acquire any rights of any Kind
whatspever with respect 1o the Study Drug as a resull of thelr padormance under this Agreament.
all knventons, discoveres, and technology refating 1o the Study Crug conceived by the Inslitle or
ils Princigal Investigator, salzly or joinlly with oihers as a resull of aork dore under this Agrecment,
shall be. and remain, et all imes the sole and exclusive property of Accutest (subject 1o the dght
axpressly regerved undar Soction 4.3)

Inital (RS CUTEST) Inf (Pl Initial |I+.IHIIILII'|-_'|-* |'
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[he Frnocpak neesligator heealy sz woddwide richts and tle 10 the Imalkactoal Propayne
perpel ity 1o Sccubesd and ugree Vo wnderake sich achans reasoraby requested by Acoulesl 10 gt
elfeet to fuch ownership ano agred to agn, ewesuts, =firm Al documants, includle g, satholt
leilatior, 8) applicatiors. fomme, insluments of assignmant =nd suepaoring dacurrenation anc
prfoirn 8§ 23er acke as may be required (o ENis parpoge.

Tne Princioal rwestigatonsarant, by the exccatior, of this Agreement thak they have rol onored
and will na° anler inte 2ny coniracteal ageeereent o relstionship which would nogny ey conlict
with o corpramise Acsulest’s ohls to, 0y invertipns, discovorics, u lzehiology arisiog oul of cr
relalad to ki nerormance 1aoreur.de-,

4 & Publizatizns

I as Lhe geaeral zolicy of Tne SRU & Sponsor 10 encourace pablication of results of Cliniga Triad on A
¢339 In mAsE besis lowever, according to coad soenbhc prastize, roimerm data gaoelc b
pJblishen by the Froneipa. Investigate - Institcle cnless agreed by the Parties in wadng s Talhe
agreec Lhat wheh the Prncipa. Invesigaion’ naslitule sequest ke pabboebons, the manussipt snall
bz bapsed: o final repert af ihe Slaey ard befors any pudlealion it shal oo sent to the ASL
Sspansoror its perusat, commenls. and approwai. The ARL or Sporse inay 21115 discretion ethar
refi:se the prblication o forweid 8 e he Pronsipal Inveshgatze! Ingiieted along with its comments or
madifications whilsa shal be Anal ard bincirg an the Frngipal Investigaton nslitule.

£ T Publicity

Mo party leihis Agreament shali use Accolests name or e name of 89y pany neredo in Son A Lion
wilh any adverising or pramclion of sny gradoct or sehace withoul 1e prior weitten per-nssisn ol
suck party or Accuies!, a5 approprisle.

Scedon  Term ard Terminatioh of e Agreament

51 Th's Agreement cammences on the Effechve Diats pravdee that Accutest hag receivec hom 1
patinen athics senmitees and 1ne DOGL 26 revures by law, approval 10 camy ool ine Sludy. 7hg
Agieemier] $7al remrin o ioree Lz ba Ll conelosicn of the Shedy ascard hy to the Stucy Prosoco!
aiess lerminaled premasuresy. Sdcutest may teminate this Agrectoent wmenociately aprn wnifer
Aclice 15 115 retule/Principal nuestigatss

5.3 Tormimalcn of tkis Agresment by eny oarty seall nat 2flact the righis and obligalions o’ 17E
g2 tEs S rled [ior 1o tha effective ogle of fermingicn of th's Ag-esmenl.

Yolhar termination of this Agreement, hawever, effectimlen, nor ha erd of e ere shall cause 1he
garEs nereto 10 ne raleased (iom ey nghis snd obligrtions nacer Socticos 3, 4. € 7 ard 5 or
Jrder gnm oother prowis ons of lhe Agreement that by Iheir 1E'ms are urdersiood 13 3avive
lemingticn.

L cam gleuen af the Stedy, the Prncipal Invastigate: ard the nstilute seall relor o Aosutesz], ar
ile desigrae, al. vruged Slode Drop. compsdrd2, Comparaar Digs fwben osed), Quop@er as
spocthed in Section 2.6 that were farnished fe ke Wnstible ofber Tham the necstigoror sie Te
docume s

5§ 3 Shauld tha Prnc pal Fmesligakar recogaise vaibic reasoneble digorsiion that sontinuzton of he
Stagy i= ro longer possble, due o unaxpeslau resuts nedcaly red justfiable. dae do severty of
seing @lverse evends notb ustifisble o efficacy of the snealmont witk e Siudy oneg o nsuficient.
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helshe will immediately notify Accutest as well as the ethics commiftes. Should continuaton £ot be
justifiable. the Principal Investigator may arrange for immediate termination of the Study. Ir the svant
that the Study is terminaied with the consent of Accutesi, the Principal Investigator shall receive
payment pra rala lempors basis for the efforts of the Study, in accordance with Anpandiz A

5.4 Accutest may terminate its cooperation with the Principal Investigator prematuraly, providec that:

&)

o)
)

d}

a)

one month alter shipmént of the Study material, no subjects have baen enroied or the
Prncipal Investigator recruils ne subjectsor recruits such a low number of subjectsthat i can
be assumed that the agreed number of patienis will not be reached during tre planned
recruitmant phase,

Ac=utest terminatas the Study forthe Study Crug or tha indication 1s discontinued,
il is proved that the dosage used for the Study does not seem to be justified any more,

requlatory authoriies or other pertinent instilutions declde fo lerminals the Study i this
cenler or &5 8 whole,

the Principal Investigator falls 1o sufficiently adhers 1o the conditions of the Protocol and the
nead 1o exact and complete data documentation and the GCP Guidelines and Schadule Y

5.5 Consequences of Terminafion: Upon the effective dale of termination, the Principal Inveshgator

shall’
aj

b

4]

terminate all services as efficienty and quickly as possible, excepl lo =ie  exlen
Institute/Principal Investigator is required to confinue to follow the procedures ard perform
such services with respect o the ongoing Study, 83 may be necessary, uniil the appoiniment
by Accutest of anather [nslitute/Principal Investigator for the purpose of continuing the Study:

within 7 business days, provide copies af all information, data, documents {including bul nol
limited o [Ps, IGFz (bank copies), CRFs/eCRFz, Study related materisl & documenis. ang
any clinical zamples obtained with regard to the Study) prepared, conceived, genaraiad of
delivered by Principal Investigator as a result of or in connection with the concuct of fhe
Sty

Frowide an accaunting of all clinical supplies, which s subiect 1o verification by ~ocoutes] I
Accutest objects lo-any charge, the paries shall use reasonable effarts ‘o resolve
expaditiousty any disagraemant.

Section 6: Payment Tenms and Conditions

It shall b= the Principal Investigator's! Institute's responaibility to comply with all obligations ir respect of
laxes anc sockl secunty contributions, i applicable; which reale to the subject meZer of ihis
Agreamart, ineluding without imitation, those which relate to the Principal Investigator, the Inshitute.
ard ifs amployess andior collaboraiors

Payment of investigator grants on behall of Accutest will be equatedwilh respect to the numzer of
subjectsrecruited and the services performed. as set out in detail in the APPEMDIX- & || entdled

“Investigaror Grants.”

R or?
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Inthecase of any inconsisiency between this Agreement and the APPENDEX, this Agreement shall

prevall  Far the avoidance of doubt, if any ohligation is specified in one of these documents but nat in
(e ather, mis shall net constiute-an inconsisiency.

In the evert thatAccutest or the Principal Investigatarinsfifule terminafes the Agreement premnaturaly in
accardance with Seclion 5.4, Acculest shall not pay grants for performance on subjects St do nol
senclude the Study provided that

« where a subject has been recruited fo the Study in violation of the Promocol, there shall ba no
aby gation of payment;

e whare failure by -a subject to compléte the Study iz due to tha omission of lasts or
agsaszzments by the Principal Investigator, there shali be no obligation ol payment

¢ whare failure by a subjectto complete the Study is due to adverse effect, lack of elfect,
concomitant illness, non-compliance or non-allendance, provided that full data 15 aveilabie

up to the tima of the subjact's dropout and the event s satisfactorily recorded, paymen: shall
be made in accardance with the above-referenced APPENDIX proporionately according to
the amound of work carried out by the Principal Investigaior pursuant to the Profocsl

» any sums advanced to the Principal Investigator prior to termination of this Agreement will be
taken into account in calculating any sem dueg to the Instifule or Prindipal Investigater and
any balance outstanding and due fo Accutnst shall be paid to by the Principal Investigatos;

« "Completed Patients™ ereé subjectswho have completed the Stidy in accordance with the
Protocal,-and far whom full ¢aga réparl farms and any anclllary documentation reguired have
bean completad by the Principal Investigator o Accutest's satisfaction,

Section 7' Stendard of Care, Insurance, Indemnity

7.1 Subjest insurance

Thizhas been aobtained and will be pravided to the site persanmne] before the nitlation of the g
T2 Prodicd liabilty

Biudy Insuranca will e provided to the site personngl Bafore the inifial of the nal

7.3 Siancard of care

Im na ewert shall Accutes! be held respansible for any controversy, demand or claim for the payment
of damages deriving from Principal Investigator for

{a) injuries or damages incurred If they are the result of orare alleged to be the result of vegligencs
or wiltful misconduct:-on the part of the Instifuteor agents or the Prncipal Invesiigator,

{b) ectivitizs contrary ta the Protocal;

[} unauthorized wamranties made by the. Principal investigator conceming the product balng lesied

{d] incany case, inowhich written, informed consent was not obtained for the. subjectinvs vedin
accardance with the Protocol

.
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The Principal Investigator hereby represent and warrant that they have obtained a professional
lighilgy instrance policy from a reputed and crediiworthy Insuranca company, covenng their liability
foe any damage, which may be caused as a result of faull or negligence, which they may commi ir
the performance of this Agréémenl The Principal Investigator shall provide evidence of ds
insurance Jpon request by Accutest, The Principal Invastigator ghall be liable under this ~greamanl
for difect camages resulting from negligence or wilful miscondud in the execulion of the Siudy.

The Princioal Investigator shall defend and hold hamless, and be responsible for losses sufared
byaccutesand any agent and employses of Accules| from any and all liabilities, clalms, acticns or
suits for personal injury of death dgirectly arising out of the improper ar negligent adminmstratan o
use of the Study Drug during the course of the Study.

Tha Princ pal Investigator shall also indemnily, defend, and hold Accutest and [is.affliales direciors,
officers, employeas and other representativas (“Acculest Indemnified Padies™) harmlass from and
againsl a-y and all loss, costs, claims, actions, lishility andior sulls, including without limitation,
intarest, penalties and reasonable atlorneys' fees (CAccutest's Claims™, incurred by Acoutest fhizd
arose fror or was a result af following:

(@] any material breach by Principal Investigator under this Agreement,

(bithe failure, or sct, ermor, deviation, omissicns, negligence, gross negligence or intertional
migconduct of the Principal Investigator in connection with ts performance of the sorvices,
chiigatians, responsibilities and undertakings under this Agreement;

i) Principal Investigator's viclation of sny and all applicable aws rules and reguistions of ndia;

td} Principal investigator's breach or dafaull in performance of its obligations In connection wilh the
Sludy

(&) Principal Invesligator's material devistion from the Pratocol:

ifi Principal Investigator's failure to compleie the Study and any such delay atinbutable sokely 1o
Principal Investigetor's willful misconduct, or failure o comply with its obligations under this

Agreement

Soction B; Partiea
a1 [ Inieresks

ThePrincizainvestigatorwarrant thal they, as well as all ther suppor personnel, are nol presantly undes
any egreement of obligaticn which conflicls with the duties and obligations owed to Accutas’ under ks
Agreemert and further agrae nal lo underake eny such obiigations or agreement durng the sourse of
fire Siudy

Where (if applicable) it Is intended that the Study Drug will be the subjec af @ -submission fo the
regulalone authonties for a New DOrug Application, the Pnncipal Invesbgator certifies el haishe
shall, in eny form or manner ressonably requested by Accutest, disclose, and shall wse hislher
regsonabia bast effods 1o cause any sub-investigators for the Study to disclose, all of tre foliowing
that they and their spouses, domestic parners and dependent children own of possass (waclly,
indirectly, or eguitably {all collectively "Financlal Interas|s’).

[a) Al compensatian, payments (including other research grants, consulting or ditector's fees,
henoraria, speaking and meating travel fees and reimbursemeant] and ilems or servizes of
vaue provided by or on behelf of Acculest (excluding compensation recaived under this
Agreament);

Initial (AEGL TESTY TE R resial (INSTITUTES
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K Al licenses, assignments ar gsher canveyances of nghls ar ieresls o oreal pezracnal o
il leciyal properly afAccuies) or re ating W e Siady Lrus,

(el Al tarres of Interests 0 fhe edadily (incloding stoce, optiors, Aand warrants, 20 debl af
acoLtestzr of ot e enlHies having a fingaciad inlersz! -0 the Slody oo ane

il Al othar inancis. interests pAYMerts, aac clter comparsalicn.

Zuring the copddael of the Stedy @ng for one (1) yead aiter itz comalation e Friavipal frseshyato
ezt o edecule and updale such farms, disclosunos, oo corhficalions oo 50 Suosagaeniiy
ceguired by Accutest relaed to the Financa. Inwerssts. | ne Poncipal Investigzior hergky warrats
hal helane nan imalemented 3 “Conflels of terests” cisclzeure ard managemesnt aolicy &0
arogram he? complies wth the rogurercends and cggalations ssied or edoinislersd By 1ne
petinen! -egulatory aLthonbes, 293 the 2ninzipa Investgator warrante kel hefbsoe bes g il
carlinde L setply with such polcies and programs.

&2 Indessndert Conlrseton, Empliyaes

The Insbbtide and e Priccipal investigetorghall pedform zervices urdes this Agreome? only 25
mdeaentdert corlractors for Acoulesl, ard natbohyg coatained Rerzin shall be conal-aad oo be
incansisicnt wilt thal relatiarship or statre. Tha Mrincigal ipvesticatar gnd s raspechva amp ayces
shzll not 20 carsiderad emalovess - agerls of Accuolesd. This Aciesmoet skal ron coeate &

nuzlneze crganization of any kind

Tre azf.es agree Lkl they slall rol divestly or cirectly solicd fe- smployment, amrploy o olhers se
recrir slafi ol Ine olher parly durisg e leqm of This fqregment ar witkir. the coriod af throo {2) yeass
felienwiag Lesminatezn of Lh s Agreemert,

The Stody is perle-med independartly from any besiess Lansactions and desis.on on supsy
purck ases witt Accuiest. Thy lnshloeandte g Foncpzl hyestigatansdl ol -ecrive any benefits ‘ram
tha canduzl of the Sludy oevord 1 remoneration agreec here n,

B Assignmen

Fring pal imvestigate shzlotazsigr hignghs o chligations oul af this Agraement 1o any hod poel ex
withold Acoatesl's prior weitten corserl. The estitisanolelrnepa  westigater nndessiand g
agree 1nal this Agrecment is ceiag entered into 10 perioms: genvices fordeculast anc nal
aoooringly, Acoulesl may fregly ass ga s righls andg abligations oul of th e Acreemant.

Tha Instie' Principal Investigstor shell rel relain any subcantraciar 1a perlonry any of 12 10l 3aticnz
uncer thiz Agresmem without the prior witlen soosanl of Avcolesl. Aoy fush Gonges shal nol
relieve the Irstiuteand/or Ihe Princioal lnvesligator of iLs ollyalons eearde”

Lretion 9: Communicalions
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CLINICAL TRIAL AGREEMENT BETWEEN ACCUTEST, PRINCIPAL INVESTIGATOR & INSTITUTE
1P Maimie: Dv, Shiv Raian, Sie Name: Ming George Meadical Uinhrersy Profocod Mumbsst: EIL-E75H9-070°-012)

1JACGUTEST:

Accutest Research Lab. (1) Pt Ltd
A-TT, Kharne MIDC, TTC Indusirial Area,
Khairme, Bayl Mumbai, 400 709,

I

Mame: Dr. Shiv Rajan I
Addrass: Department of Su-gical Oncalogy, King
George Medical University, Shatabdi Building,

2) PRINCIPAL INVESTIGATOR:

Tel.+31 22- 2778 0718148
Fax: +81 22- 27730720 Tel: +07 94555 33068
Email 1D Rajenda Talele @acculestgloabal com | Emall 1D shiveajan 154Egmail.com

3) INSTITUTE:

Name of the Authorized Signatory. Praf. R, K.
Garg

Designation: Mamber Secretary

Neme of the Institute: King George Medical
University

Address: Jepariment of Surgical Oncology, King
George NMedical Universily, Shatabdi Building,
Chowk, Lucknaw- 226003, Uttar Pradesh, India.

Chowk, Lucknow- 226003, Uttar Pradesn, nedia.

Section 10: Contractual

101 Entiee Agreament

This Agreement (including the Protocol and the APPEMDIX) rapresenis the entira uncerstanding
behwean tie paries with respect to the subject matter hereol. No amandmant o this Agresment will
b effective or binding unless it i in witing signad by all parties and refers (o 1his Agresment.

102 Applcable Law, Place of Venue

The parties agree that this Agreement shall be govermed by Indian Law, without resard "o the
canfiicts of laws provisions thereol.

The parties will ndeavor 1o settle amicably any dispute having ifs origin in this Apreement. |r case
a dispute & brought befare a cour of law, the courls of Mumbai, India will have s0d@ jurisoiction over
the litigation

103 Severabilly

Should sny of the provisions of this Agreement be declared entirely ar In pan invadid or
unenfarceabla by the perinent authorities according to the applicable laws, the remaining terms of
this Agreement shall not be affected by such declaration. Such invalid provision shail be replaced by
a valid prowvision reflecting - to the extent possible - the intent of the original provision,

104 Warner

Mo waiver of any term, provision or condition of this Agreement whether by conduct or ;thensise in
ahy one o~ more instances shall be deemed to be or construed as a further or continuing waver of
any such ¥erm. provision or condition, or of ary otherierm, provisson or congition of this Agreemeant..

) i ]
k CLalrg™

Indial {INETITLTES

Section 11: Miscellansons
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CLINICAL TRIAL AGREEMENT BETWEEN ACCUTEST, PRINCIPAL INVESTIGATOR & INSTITUTE
(B pesenis Oir Sk Bajan, Sile Nanee: K Geonge Medical Lriversily Pralogol fesmber: EIL-E73&8-C101-0 )

Principal Investigatodinstitute hereby confifms,

A, that he/she has never been subject 1o debarment proceedings indicted, convicied, or ooEnwise
engaged in conduct for which a person can be debarred by lane,

B.To have received a copy of Ihe Investigator's Brachure and 1o be infermed of its.contents.
The Investigator consants that hisfher contact data, &s well as information about the conduct of the

Study, may = stared and processed for evaluation purposes during and after tne completion of tha
Sludy by Acoutesl.

1) ACCUTEST: 2) PRINCIPAL INVESTIGATOR:
Far &cculest Research Lab. (I} Pvl, Ltd: Signature and Date
Signature and Date

‘E"i*&mf%h@“ﬂr %( EL“’“/L% L1s

Mr. Rajondra Talele, Head- Clinical Dr. Shiv Rajan
Davelopment Services

31 INSTITLTE:

| For (
| Signatire end Date L vy

i, T k

\ ] N ™ )

.\{.-’ \\ 1:1&-.'[\" Ilif
Name & Designation: Prof, R. K. Garg,
Member Secretary =

R K.Garg

Mambar Secreiary |IFC

_ Hessarch Call
King Goorge's Medical University

Epr= oy .,_-|.,.|,.|,“.I
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CLINICAL TRIAL AGREEMENT BETWEEN ACCUTEST, PRINCIPAL INVESTIGATOR &% INSTITUTE
[Pt Namer Dr, Shiv Aafan, Sia Mama: King George Medicsl Unlvamity Pomcod Numhar: EL-ETIR0-0T010°0)

APPENDIX

Financial Support for Investigator:

{a} Total payment, compliance, complieted patients, ingclusion Griteria:

Payment of remuneration will only be made under the condition that the Study is conoucted in
accondance with the Profocol, the Study documentation is complete and evaleable, can be veried fom
the subjed —edical files, and |s submitled fo Accutest af the stipulaled points in time. Should [hess
prerequisites not be fulfilled, the remuserations sre forfeited. particularly for patents who are. ncluded
in the Study despite non-compiance with the inclusion or exclusion criteria.

Unless expressly agreed otherwise in writing, fotal paymant will nol exceed the amount set oui sslow.,

For each avaiuabie patient who compietes the sludy visils In accordance with the Protocol, GCP, and
application regulatory reguirement, Accutest will compensate the [nvesligator remuneralion oz
specified in &ppendix Il

Payments for any costs not expressly specified berein, including but not limited to hospital cverfad
fees, staff costs, pharmacy lees, other lests {if applicable) and t-avel costs, musl cofme fram tha par
patient enrement fee,

i) Paymenis will be made based vpon the completed CRFE/e ] by Accutest

(Flaaze referAppendix | for payment datall]
{e]  Pro -ata temporls payment

Should the Study be premaiurely discontinuad, the remuneration will be celculated on a pro “sla
fempors basis. For patients who do nol complote the Study, remungration may te paid on po Sta
tempors basis. Payment will include only those patients participeting in the Study whose date of
joining the-Study is not later than the date of the premature termination af the Stuay.

(d)  Erotocol violptors, exciusion

For Protocol violators due to missed or delayed visits or in the event of a violation on Lhe san of a
patient of 8 Protocal resolution ar the Regulations for Good Clinical Praclice, no com pensation wili
be pajd for that patiant /payment may be made st Accutest's soka discration,

e} nooma lax
All the payments made to the payee are subject lo Tax Deducled &t Source (TDS) as por the
applicable existing tax lews in the country, Accutest will deduct the lax at the tme o making

payments unless a valid cerificala {Farm 15 AA = for no TDS) from tax authorily is made avaitadle
in advance

'1 LU .‘i

Initid (ACCUTESRTY: Il (P Initial IS TITUTEY
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CLINICAL TRIAL AGREEMENT BETWEEN ACCUTEST, PRINCIPAL INVESTIGATOR & NSTITJTE
[P Nares: T, Shoo Ragmn, She hame: Ring George Medical Unhversily Protosdd Humbor EIL-ETIRSCTINET12)

N Fayment details

Accltest, on behaif of the Spongar; shall pay the relevant cost and fee as s=i out in this Payment
Agreamant 1o following payees thraugh AIC Payee Cheque as agreed by all sigratores.Fll of the
gran shall e paid to the PV inglilute according to the payment milestones provided in AFPENDIX
il

Pl Institute payment
Payee Nama: Vice Chancelior, K.G.MU, Lucknow, U.P
PAN numbe AALAKASOGK

GST Number; DBAAAAKAS0IK1Z)

Note:
1. Provide egible scan/phatocopy of the PAN cards at the tima of the signing of s agreement.

2. All laca investigations (local lab tests, CT scans any diagnostic assessments eto ) would be
done 1o the payee mentioned for “PI nstitlute payment” without deducting TDS. (A separate bl
fior patient paymant shoukd submitted),

1) AGCUTEST: o 2) PRINCIPAL INVESTIGATOR:
For Accutest Rasaarch Lab, (1) Pyt Lid: Signalure-and Date
Signature and Date

. Jaaifales
e q\”‘*ﬂwﬁﬁu It

Mr. Rajendra Talele, Head - Clinical | Dr. Shiv Rajan
Development Services

3] INSTITUTE:
| For I,r.
Signature and Date

t
e

Mame & Designation: me. R. K. Garg,

Member Secretary R K.Garg
Membiat SaCratary IEC
| n“aar:n G!‘I T
King Geii’ . L \( {J’Nr :"."
Indinl [AGDUTEST) irinal [F1); il [INGTITUTE)

S
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CLINICAL TRIAL AGREEMENT BETWEEN ACCUTEST, PRINCIPAL INVESTIGATOR & INSTIT JTE

[P Mame: Dr. Shiv-FRagn, St Neme::King Geore Madics! Uniwsity Fiotocol Mumbar: BILEFSHUCTIRL00

APPENDEX [
Wisit - Amount{iINR)
Screening T30
Day 15 (Cuzle 1) 5000
Day 15 ¢ Cyicla 3) 4000
Day 15 (Cyvzle 6) BO00
Study Termination Visit 7000 . |
Total Pl Grant (a) 32000
Institutuicral overhead {20%:) () E400
TOTAL {a=b] 38400
GET 18% ) BETE
Patient Travel Reimbursement for & Cycles {d) B000
Grand Totel (a+bco+d) 51312
TOTAL Pl GRANT 51312

Payment Details & Milestone:

1. Princpal Investigator Fess will be INR B1312/- per: compieted. patient {inchasve ol
instiwtional overhead and goods and service tay andfor ather faxes il epplicable). The tsxes
may oe revised and shall be applicable as per the Governmant norms from fime to time.

Al lacal investigations (Jocal lab tests, CT scans,any dignostic Bssessments et ) wil ke
paid to the payee menticned for *PU instiute payment on Actuals on Production of the
BillsninvoiceProof

The above payment also includes following charges:
& Investigator(z) and other team members fees
b1 Stationary, cupboard, courler, lelephone, fax, intermet and glectricity bills, et
o: Petient racruliment

¢+ Electronic Case Report FormiCase Report Forms |CRFE/ eCRFs} complesion and
correstion

e Data Clarification Farm (DCF) resalution

- Gonsultstion charges

gi  Document archival
Ethics Committee fee will be paid on actual on the production of Bilproctinvaice
Instiutional Overhead will be paidon production of Bifproofinvoice

4, Per catient cost will be paid as mentioned above upon confirmmation by site monitor of recaipt
of legible and accisately completed CRF/eCRF for a propery qualified subject.

5. INR 2000/ for one screen failure patient. ™ e vl
l\- l‘{ 'I.JU ¥
e

Idigi (ACCLUTEST) ilial P Initisd (IMSTITUTER ™

X
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CLINICAL TRIAL AGREEMENT BETWEEN ACCUTEST, PRINCIPAL INVESTIGATOR & INSTITIJTE
1B Hame! Or. Shiv Raan, Ske Name; King Seorge Medical University Prsioed Sumner: EILEFARI-CTOI 42

& Expense towards the medical managament of serious adverse events will be macs 28 par
aciusl,

The following are the milestone for the payments:

1 Ewvery menth fram SIV, site personnelis supposed 10 rase nvoice
2 Invsice shoulkd be 90% of the S0V com pleted af the site by the ARL monitar
3, Rest 10% aof study payment will be made afier study close oul wisit ance all

docurnants and activities (related to site} are completed,

NOTE: If ebove milestones are not achieved hen proportionale amount will ba paid taged on
patient randomized and visil compveled bythepahen.

Principal Ineesligator agrees that before mourring any of tha aforasald expenses 1 shall abmain prios
written approvel fram The Sponsor Sponsor will generally provide procedurs! matedal reqlined
nytheprotocolfor the study, However, in the evenl Sponsor requires Principal Investigator to procura
aforesaid itens, it shall reimburse the actual cost incurred by Principal Investigaior in conneclicn in
additipn 1o that

The parties hereto ggree as follow on the basis 6f the Clinical Tnal Agreement:
a) Accatest will pay a sum for every complete and evaluable patient,

b A ccmplete and evaliable patient is defined as folows:
« Al procedures must be performed according to the pratocol

s A patient will only be included accerding o the incluson/axciusion Cherna

& Al dalaare documenled complelaly and accurately

) Al payments will be on a prorata basiz ss mentioned In budget above. For patients who do
nat =amplate (early terminstion, drop-oul, elc.), the budget will be evalualed sccordeg o he
number of days completed as per prolocol. I any investigation is nol perarmed dufing &
wisit. then an equivalent amaunt mentioned in the above budget will be decuctsd

d} An invaice will be generated’ reguested for payment coamonthly basis according Lo the
actial work performed {after source data verfication and CRF/eCRFs review for compleled
vigiis). An invoice will be generaled! requested according 1o days compleied bythapatent as
spesilied above,

g} If the patient was randomized in the study deviating from profocel inclusion and axcitsan
criteria (withoulawaiver, if applicable), then payment will not be mage for such weang
rancomization and subsequent visits, however screening visit can be paid, I performed
dcsording @ pratocol

i)  Patient conveyance! compensation will be paid by Acculesl an behalf of e Sponsar and is
included in thebudget as mentioned. The TOS will not be deductedon payment refeased for
patiant compensation

g) The investigator grant includes payment of meals provided to patient and patient's relatve (i
applizabie) during the sludy.

Bl I tre Lral terminstes prematurely, any payments made by Accutestesceeding the amaount

gamed will be promptly refunded fo Accutestiminus Ethics Commitlee fees, and pationt
conveysncal/compensalion).

Inifal (AGCUTEET): inimal il trllial {ENET TUTE]

i
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CLINICAL TRIAL A_BFIEEHEHT BETWEEN ACCUTEST, PRINCIFAL INVESTIGATOR & INSTITUTE
Bt Nomes Dr, Shiv Pajan, Bie Mema: King Gecepe Medizal Uniressfy Protoced Number SILETI80CT01L°2)

i Payment would be doneon the basis of invoices generated by the site © consuttatan with
site CRA on avery monitering after checking the CRF/2CRF completion

MOTE: Site should generateamonthly invoice and shauld consider completed milesions from sbowve
al thefime cf invoicing.

1) ACCUTEST: 2] PRINCIPAL INVESTIGATOR:
For Accufest Pesearch Lab. (1) Put Lid: Signaiure and Dale
Signature and Date

Kg"\@"%ﬁf Nisdedl i

Mr. Rajondra Talele, Head- Clinical | Dr, Shiv Rajan
Development Services

- < T
Q\{T{ﬁ ! Tf".:‘l.ll ’3\ jIT_".I

Mame & Designation: Prof. R. K. Garg, Mamber Secretary

R K.Garg
Mambear Secratery [EC

| 3) INSTITJTE:
For
| Sgnature-and Dele

Haoearrnh Call
King George's Madioa fnirarsily

.

ATATS
\ 71 ‘ 5| W
Initial {RCCUTEST): Initial {Pi}: initial FHETITUTE}:
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8 CLINICAL TRIAL AGREEMENT 0 O B o |

R’L‘_s comtract (hereinafter “the Contract”) is made 3z of the 26-03-21 (heremafter “the Effective
"), by and among:

ﬁr__u N Srivastava, Professor, Dept ul’_ﬂﬂhupm.dir: Surgery, Shatahdi Phase 11, 6" Floar,
léing George’s Medical University, Chowk, Lucknow, UF, INDIA

Hereinafier “the INVESTIGATOR™.

AND

!iil‘:g George's Medieal University, Shah Mina Road, Lucknow- 226003

I-inn:hml'h:r “the INSTITUTION" study site

;'Ell:em Laboratories Limdted. havine its registered office ol Alkem House, Sennpati Bapat Marg,
lfwer Parcl, Mumbai 400013, India.

- e
wiale INSTITUTION itk SPONSOR




ALKEM LABORATORIES LTD,
"ALKEM HOHUSE®, Devanhish
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The INWESTIGATOR, the INSTITUTION and the SPONSOR are heteinaftar individually refermed to as a
“Party or collectively referred 1o asthe “Partles”.

WITNESSETI:

WHEREAS, the SPONSOR 35 to perform a-climeal tnel (heremafter the *Study™] to evaluste s produc
[ADAL] (hereafter the “Investipntional Product™) in sccordance with o protocol of SPONSOR entitied A
prospective. multicenter, ramdomezed, double blind, Phase l-stady 1o compare the efficacy and safety ol
Brosimelar Adafimumaby injection of Emeeme Bioscignees Lul with HUMIRA® GGdalimumab) injéction in
aphjecis with active Ankylosing spondyvhiis (A5 [ALKIWENAI29-ADAL] and 115 amendments
theremafier gollectively the “Protocal™),

AND WHEREAS, the INSTITUTION and the INVESTIGATOR having each reviewesd the Protoool for
the Stiady, 1he Clinical [nvestigalor Brochure and sufficient informasion reparding the Investigational
Prosiuc: 1o evaluate their interest in participating in the Study, wish 1o panicipate in the Study and assure
that they have suflicient aithonty. competence and experience in clinical tnals, afong with the recessany
nufrastricture and technical means to perform the Study,

In consideration of the usdertakings and commitments set forth hoerain, the Parties agree 1o anter into the
Contraet, which provvisions shall apply in complinnce with those of the Protoeal.

ARTICLE 1. PROTOCOL

The Study shall he performed in strict compliance with the Protocol a copy of which has been provided
and signed by the INVESTIGATOR, INSTITUTIONand SPONSOR, ns such Profocol is submitied to the
registered Institutional Ethie Commuttee (“IEC/ARE™) {or favorable opnion’ approval and as the Pratocol
may be amended from timid 1o timee thereafier.

Any arsendment to the Protocol shall be notificd o the relevant IEC/ARB pccording 1o regulation &
guidelises mentioned in section 3.1, All the terms of the Protocol and any further amendiments to the
Provoce] dre ancorporated herevnder and ame pard of the Canlteel,

Tao the extent thoi there may be any inconsistency between [his Contmct-and the Pratocnl, this Coontrme
shall control, excepd with respect to medical or clinical mntters for which the provisioms of 1he Protocol
shall fase precedence,

ARTICLE 2. STUDY SITE

The Study shall be performed at the BNSTITUTION (hereinafier the “Study Site’”™). The INVESTIGATOR
and the INSTITUTION shall be responsible for abtaining amy authortzation fram the representatives of the
Study Site where the Study is performed.

For the avoidance of douht, the sums paid under Exhibul | of the Contracl 1o the TNVESTIG ATOR andor
the INSTITUTIONinvolvies conpensation for the performance of the Study comied pul at the Study Site.

The INVESTIGATOR hereby represents, warranls and covemants that be/she has and shall-mamtain all
necessary authorizations from the Study Site representatives to pertorm the Study and that hefshe shall rake
responsibility for the payment of any cost incwred by the Study Site i connection with the Siudy, the
amount and terms of which shall be directly and exclusively handled by the INVESTIGATOR and the
Bludy &l

ARTICLE 3. COMPLIANCE

A1 The Study shall be performed in accordance with (1} the Protocol (i) all applicable Central, State aind
Local s, rules and regulations in Indin meluding the Ethical Guidelines for Biomedical Rescarch on
Human Subjects issued by the Indian Couneil of Medical Research and the Indinn GCP Guidelines, (iii}
the Guideline for Good Clinical Practice of the International Conference on Harmoenization (hercinalter tho
“ICH—GOP™), (iv) the principles laid down by the T8th Waorld Medical Assembly (Helsinki, 1964} and all
uppliceale amendments laid down by the World Medical Assemblies, and (v) the specific procedurcs
provided by the SPONSDR applicable for conducting the. Study,

3.2 The INVESTIGATOR and the INSTITUTION shiall ensire that all procedures defined in the Protocol
are sornplied with, sothat a1l data soming From the Study Site are reliable and have been processed conectly
(espesinlly the randomization fists, and the blind character of the Study as the cese may bel and will ensure
il the eotitent of the case report form (CRF Velectromic case report form (e-CRF) will accuraieiy reflect

s TNVESTIGATOR and the INSTITUTION shall submit i:HF.-P'gfﬁ
| = e of &
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ARTICLE 4. TERM

This Contract is being entered inle force from the Effective Date and shall expire upon receipt by the
SPONSC R of all data generated by the INVESTIGATOR and after completion al the close-oul visill far
the Study Site,

The Part-as estimate that the whole Study will take approximately Eighteet months from the first wsit of
the first Subject o the Tast visit of the last Subject.

ARTICLE 5. ITEMS SUPPLIED BY THE SPONSOR

5.1 The SPONSOR shall provide the INVESTIGATOR and/or the INSTITUTION with all necessary
informateon, documents and materials, including bat not limited to )

the Tnvestigator's Brochure (T8)

the Frolacol,

the Informed Corisent Farm

the CRF/e-CRF

the Inyestizational Product mumifactured in secordance with the applivable regulations and'or th
Ciood Manufacturing Practice {GMP), suitably packaged and lebeled and In sufficient quantity 1o
conduct the Study.

5.2 The INVESTIGATOR, the Collnbormators and the INSTITUTION shall use the information,
documerts and nvestigational Produet provided by the SPONSOR, solely for the purpose of the Study o
Ler fulfill their own repulatory obligations, to the exclusion of any use for (heir ewn or for a third party’s
ACCOLENL.

For the purpose of thi Contract, the tem “Collaboratorsi” shall mean any person involved inthe Study
including but net Himited to nesearch associates, sub-investigalors, biologists; assistants and nurses:
Uniless otherwise insiructed by the SPONSOR or reguingd hy applicable laws and regulations, the
informstion, documents and Investigational Product shali be returned or made svailable 1 1l SPONSOR
upon completion of the Stody

The INVESTIGATOR shall bind the Collaboraloss with ohligations a1 [east as stringenl a5 those providid
forin the Contract. Therefore, the INVESTIGATOR shall beheld lighle should sy ol the Collabormtars
il to comply with.any of the ehhigations provided for in this Coniracl.

The lnvestigational Product will not be released until the SPONSOR has received o copy of the written and
dated approvaliopinion of the IEC/IRB and DOGH for the study.

5.3 The INVESTIGATOR / INSTITUTION or its designee ghall ensure that an wecurile record of the
gquantity of Investigational Product recerved and dispensed 1o each patient s maintained, The
INVES TGATORMANSTITUTION shall ensure that the lnvestigational Product iy stored and dispesised in
sccordasce with the SPONSOR's specifications and applicable laws aisd regulations.

54 The INVESTIGATORINSTITUTION agrees to take responsibility for the-saleguarding ot such
materials and to notify SPONSOR promptly in case of any loss damage, or [eilure of these materials.

5.5 Upan termination or completion of the Study, all unwsed Study Drrug, compounds, drugs desaces; case
report forms, whether or not completed, and other related materials hat were fumished io the
INVESTIGATOR/NSTITUTION by or on hehialf of the SPONSOR shall be retimed o the SPONE0OR,

ARTICLE 6, SUBJECTS' RECRUITMENT

61 The INVESTIGATOR hos estimated that helshe sy require Lo resuil & maximum of 20 (Taenty)
Subjects (the “Subjects™), within nine months of commencement of the Study. This tanact af recrutment
can e fereised only upon written sgreement of the SPONSOR. In additior, SPONSOR may establish a
threshoud number of Subjects and rate of accrual of Subjects{e.g, £ Subjeuts per dayiwesk/month) toaliow
for appropriate monitoring of the Stedy and will commumeate this information 1o the INVESTIGATOR.
The [/ ESTIGATOR undertakes to comply with these limitations and conditions for further recraitinenl
at the Scudy Site as required by the SPONSOR.

6.2 A minimum of Gve patients must be etrolled within Two months of initiating the Study at the STUEY
SITE. T nio subjects ave enralled over a pericd ol nine months, the SPONSOR may decide at its discretion
i discontinue the Study ot the STUDY SITE.

63 Tre SPONSOR reserves the right to request the INVESTIGATOR to lumi the recruttmen of further
AiHecs or cease the recoutment, notably in cage the recruitment tirget [or 1% Stiuly has bear repehed. In
sy, the SPONSOR shall inform the INVESTIGATOR to-stop the Em of any subgect wad

her e
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lias st et signed infonmed consent. The INVESTIGATOR shiall upon roceipt of the wrilten nolice stop
immediazely further recruitment of Subjects, Payments shall only be made ageording to the number of
Subjects recruited up to the date of receipt of the notice by indicating no Airther recruibmend, The
SPONSOR will not takie any responsibility and make any payiment for the Subjects recruiled affer this date.

ARTICLET. CONSENT OF THE SUBJECTS

7.1 Befare uny Subject’s partictpation in the Sudy, the INVESTIGATOR shall fully mform any subject
andior, as the case may be, herlis legal representative, in language understandable te them, of all pertinent
aspects o f the Study i accordance with the requiranents stiputated under Indian lawsrepulations {Anlicle
3.1), “

73 The [NVESTIGATOR shall esure that all Subjects panticipaling in the Study sndfor thewr legal
represercative (i) have received a copy af the Subject information leaflet, and {11) have expressed th i prior
consent nw signing the informed consent form, in such format as approved by DOGTor Other Authority,
without “he undue influcnce or cogrcion:ol any person divectly invalved in the Study, and only after having
been duly informed,

7.3 The INVESTIGATOR& INSTITUTION shall ensurs that the entire informed consent process
reforred to in Article 7.2 above be wideo recorded IF the same i5 applicable as per logal regulabions dnd/or

made applicable by Institutional Ethics Committee. The INVESTIGATOR & TNSTITUTHOMN should
ensure that the confidentiality of the recorded files ks appropriately maintained.

ARTICLE 8. MONITORING OF THE STUDY

8.1 The SPOMSOR shall appaint monator(s) from their end or from Clinigal Research Drpanization
(CROY, nound by a professional canfidentiality obligation, who will work with the INVESTIGATOR and
the INSTITUTION to. ensure proper conduct of the Study {hereimafter the “Monitor(s)"). The
NVES T TGATOR and the INSTITUTION sgrees Lo fully cooperate with “he SPONSOR's monitoring
procedurses and maintain all necessary patient information

§.1 The Monitor shall be entitled to visit the Study Site and be regularly informed aboul the performance
of the Study and shall collect all the documenis and information dhout the Study in accordance with the
Pratocn. and the ICH-GOP. Hefshe shall have acvess to all records on the Subjects and all information
pertaiming to the Study, as well as, copies theredf, it needed,

ARTICLE S, DUTY OF INFORMATION

The INVESTIGATOR andfor the INSTITUTION shall immexdiately inform the SPONSOR, Licensing
Authiricy & Ethics Committecol any serious adverse event (“SAE™ or ather events as defined in the
Proteaod,

ARTICLE 10, FINANCIAL TERMS AND CONDITIONS

10.1 In sonzidecation for the proper performance by the INVESTIGATOR ard the INSTITUTION of their
abligatzans under the Contract, the SPONSOR shall compensate the INVESTIGATOR amdior the
INSTITUTIIN in comipliance with the payment lerms defined in Exhibit 1. Paymeni lerms. may bo
moeified only upen prior written consent of the Partics, Likewise, non-cihergency additional tesis or
services [lests or services non-required by the Protocol or performed in exeess of Prolocol requirement |
shall net be reimbursed hersunder withoul the prior written consent of the SPONSOR.

ARTICLE 11. CONFIDENTIALITY AND RESTRICTED USE

111 All information disclesed or provided by (he SPONSOR or produced during the Btudy. incleding bt
ot limmited to-the Proteeol, the Investipator's brochuse and CRE/e-.CRF, the results ohtaned during the
course of the Study, the financial terms-of the Contract (herealter the “Confidential Information”}, 1=
confidential, The INVESTIGATOR and the INSTITUTION agree Lo keep canfidential and nat lo disclose
the Confidential Tnformation 1o any thied party without the prioe written spproval of the SPONSOR. The
NVESTIGATOR and the INSTITUTION shall use tre Confidential Information solely for the purposes
of the Sty

11.2 Eurthermore, the Parties agree to adhere (o the pnnciples of personal daza confidentiality i relation o

the Snbjects, the NVESTIGATOR. tlie INSTITUTION and the Collaborstors invalved in the Study. Each

EMMEEsior shall be subject to these obBgations of cenfidentiality pnd restricted use, The

TOR shall inform the Collahorators of the eonfidential pature of the Study and will only
T | L
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provide them with the Confidential Information that s strietly necessary for the accomplishment of their
acls,

1.3 Corfidential Information shall not include informalion thit: (1) 18 6t the time of diselosure, or
thereaficr bocomes, publicly svailable through no fault of the INVESTIGATOR or the INSTTTUTION; {29
s disclosed 1o the INVESTIGATOR or to the INSTITUTION by & third party eatitled 16 disclose suca
infarmation in a non-condidential manner: (3} is known to the INVESTIGATOR o (o the INSTITUTION
prior 1o digelogure under this Contract, as shown by the INVESTIGATOR s or the INSTITUTION s priar
written Teconds; (41 can bie documented to have been independently developed by Study Site’s personnel
withoul “elianee an Confidential Information; or {57 is reguired by applicable lnw 1o he dsscloged. provided
that the "NVESTIGATOR or the INSTITUTION give the SPONSOR prompt notice of such fact 5o thal
imay ublain & protective erder or other appropriate remedy concerning any such disclosurs, cooperie fully
with the SPONSOR i contection with its efforts to obtain any suth ordel o piher remedy, and disclose.
whiere disclosire is necessary, only the information legally required to be disclosed,

11.4 Thie abligations of confidentiality and restricted nse contained herein are applicable during, the tenm
of the Contract and shall survive for 10 (1ep) vears from it date of terminntion or ¢xpiry whichever is Jates,

ARTICLE 12. RECORD RETENTION

The INVESTIGATOR and the INSTITUTION through the Study Sire shall retain and preserve one (1) sel
only of all original data gencrated i the course of the Study for 3 years: from the date of the last visil of
SPONSOR to the Study Bite after the Study is completed {(“Retention Peviod™)

The SPONSOR must he informed in writing of any change of address or relocation of the Sy fies and
of the TNVESTIGATOR /he INSTITUTION during this period,

Fallowing the Betention Period, as instructed by the SPONSOR, the INVESTIGATOR andior the
[NSTITJTION will either farward such records to the SPONSOR al the SPONSOR's expenge, retair such
records for o reasonable additional charge 1o be mutually agreed , or destroy the records, arid send the
SPONSOR proofof such destruction. Bubject files should be retaimed as per GCP requiremenis a5 defined
in the Peotocol and in complifnee with locak regulations.

ARTICLE 13, DATA PROTECTION

13.1 The Subject data, the INVESTIGATOR s data, the INSTETUTION s data and Collaborators”™ data,
which ray be included in the SPONSOR's databases, shall be treated by the Partigs in compliance with all
appligable faws and regulations:

132 The SPONSOR oke collects specific data regarding the INVESTIGATOR aml the Collahiorarors
which may be mcluded in the SPFONSOR's databases, shill be treated by both Parties in compliance with
aH applicable kws &nd regulations,

153 %When archiving o7 processing data pertaiming 1o the INVESTIGATOR, the Collaborators. 1he
(NSTITUTION aodior the Subjects, the SPONSOR shall take all appropriate measures (o saleguird and
prevent access (o this daa by unauthorized third party,

ARTICLE 14. PUBLICATIONS AND COMMUNICATIONS

14.1 Tre INVESTIGATOR and the INSTITUTION undertakes not to make any publication or release
perainmg to the Sy and'or results of the Study without the SPOMSOR s prior written consent, betg
wnderstnod that the SPOMSOR will not unreasonably withhold its appraval.

14.2 The INVESTIGATOR and the INSTITUTION shall not use the name{s} of the SPON SOR nndior of
itz employees in advertising or promational material or publication without the prips written consent of the
SPONSOR, The SPONSCR shall not use the name(s) of the INVESTIGATOR, the INSTITUTION and-ar
the Collaborators inadverlising or promotiona) material or publication witheut having received their pror
written consenlis),

14.3 The SPONSOR has the right at any time 1o publish the resuls of the Study.
ARTICLE 15. PROPERTY RIGHTS

| Confidestinl tnformation, documents, materials, Investigationnl Product and equiprsent proviced
OWSOR (hereinafter colleciively “Information™) are and shalf jrys the solé"and exclusive
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The INVESTIGATOR ard INSTITUTION shall not and shall eguse the Cobleboriioms not 1o mention any
Information in any application for a patent or any other intelleetusl propety rights whatsocver.

15.2 All -he results, dats, documents, discoverics-and inventions which anise derectly or indivectly From the
Study in any farm, shall be the immediate and exclusive propenty of the SPONSOR or its designe. For
thiz purpose, the [NVESTIGATOR, the Collaborators amd the INETITUTION presemly assign to the
SPONSOR (or its designee) all intellectual property rights (including all patencs, copyrights, databases and
ey applacation or right Lo apply Tor registration ofany ol those rights} which may arisediveetly or intlirectly
From the Study and all existing or future materials created 1n relation (o the Stady.

15.3 Thie SPONSOR may tse all the results at its own discreteon, without any L mitalion (o its propemy right
{rerritars, fiekl, continuance, ete.), and withoul any additienal payment. The SPONSOR shall be under ne
ohligaticn to patent, develop, market orotheryise use e results of the Study issued under this Contract,

ARTICLE 16, LIABILITY = INDEMNIFICATION — INSURANCE

16.1 The SPONSOR agrees that it has subsembed o a liability fmsurance poficy to cover it# liabiliLy as
required by applicable law. The SPONSOR will provide the INVESTIGATOR andéor the NETITUTION
with a certificale of insurnnce.

16.2 The insurance subscribed to by the SPONSOR does not relense sither the INVESTIGATOR or the
INSTITJTION from their cbligation 1o mamiain their own liability insurance polictes.

163 The SPONSOR agrees to indemnify. hold harmless and defend the INVESTIGATOR, the
NS TITITION, and the Collahorators {*Indemnitees™) from and against ooy gnd - all clnims and suis
ineluding ressonable attomeys fees mcurred in the delence thereot, arisimg Oul of an njury 1o a Subjisct
(ineluding deatli) caused by the administration of the Investigational Product or the performance of any
procedice required under the Protocol as per Indian lwws, excepl 1o the =xtenl such claim o suit 1=
attnbutsble
(1} 1 filure 1o adhere o the terms of this Contract, the Protocol or any written instructions from the
SPONSOR reparding the administration of the Inves:i prtional Product or the performance of any
requiTed procedure;

(2 ‘& faiture o sotply with any applicable laws, repulations and goveniment requirgitents LInciuding,
withionl limitation, obtaining informed consenis); or

{31 the negligense or wilful malfeasance of the Indemniiees.

The SPONSOR shall hive no obligation under this Artzele, however, unless: (i) the SPONSUR i prompily
natilied of any such claim or suii; (i} the Indemailecs conperals Fully in the fandling thereaf; and {iii) the
SPONSOR has sole contral aver the disposition of sueh elaim or suit, including the selection af counsel
atel Ay settlement thereof, provided, however, that no settiomen shall incluce an admission of hability on
the pert of the Indemnitess without their prior written consent, which consent shiall not b unreasonably
withbeld,

ARTICLE 17. AUDITS AND INSPECTIONS

17.1 Fow the purpose of ensuring comphiance with the Protocol, Goad Climeal Practice: and applicable
vepulatary requirements, the INVESTIGATOR and the INSTTTUTION shall permit auditsby o7 on behal [
of the SPONSOR and inspections by applicable regilatory authorities.

The INVESTIGATOR agrees to allow the auditors and’or inspectors (o fave direct access o his'her Study
records and Lo Subjects files Tor review, being wnderstood that this persornel is bound by professional
seerecy, and o2 such will not disclnse any personal identily or personal medizal information.

17.2 The TNVESTIGATOR and the TNSTITUTION shall devole their bist efforts 1o facilitue the
performance of any audit and inspection and shall give o the SPONSOR o= 10 any person designated by
fie SPONSOR access to all necessary Tacilities, date and documents,

17.3 A sonm as cither the INVESTIGATOR or the INSTITUTION is notified of a future inspection by the
authorities, they shall inform the SPONSOR and authorize the SPONSOR to participate to this inspaction

The irformation that arises from the inspections by the regulatory autqorities will be immediatcly
yunicated by the INVESTIGATOR andfor INSTITUTIN to the SPONSOR

o
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7.4 The INVESTIGATOR and. the INSTITUTION shall take approprale measures required by the
SPONSOR to take corrective aetions without delay in order 1o solve all problems found during the audits
o INSpections.

1750 s expressly agreed hetween the Paies that the SPONSOR will not compensale the
INVESTIGATOR andior the INSTITUTION for the audits and inspections and that the assistance and
availabi ity of the INVESTIGATOR or the INSTITUTION for the audils and inspections, if any, 1=
tneludec in the amount mentioned in Exhibat |

17.6 The rights and obligations under this Article shall remain in effect for a period of tive (5) years alter
the end af the Studs,

ARTICLE 18, TERMINATION OF THE CONTRACT

This Contraict ey be tenminated: (1) by a mutual written consent of the SPONSOR, INVESTIGATOR
and the TNSTITUTION on immediate basis; or (1) by the SPONSOR upon serving thirty (307 diys prior
wiltén sotice to the INVESTIGATOR and the ENSTITUTION:

I the event this, Contract is termivated, the SPONSOR will be résponsible [for compensating
INVESTIGATOR and/or the INSTITUTION or actual activities performed hereunder m aceordance with
the terms of fhis Cotitract snd reasonable non-cancellable expenses ineurred prior 10 notice of termination
il sach expenses were required under the Profocol and come miplated within Exhibit 1. Any funds paid in
advance will be prorated and any excess furds will be retumed (o thie SPONSOR. The INVESTIGATOR
shall provide the SPONSOR with all documentation required by the Protocal applicable-laws and
rizpulatians and any equipment provided by the SPONSOR n connection with the Stady no later than ninety
{7y divs after the completion ar early fermination of the Comntracl.

The terms and conditions af Arficles 11:13,14,15,19 shall survive the explration or carlier termination o
this Contracl.

ARTICLE 19, DEBARMENT AND SENTENCING FOR MALPRACTICE

The INVESTIGATOR and the INSTITUTION represeit and wamants that neither he'she nor any
Collaboraters ANSTITUTION involved in conducting the: Study nor any member of the staff of the
[NSTTTUTION, has been debarred, excluded, disqualified or restricied in their ability te practice medieine,
participate in o elinical trial, or perform services in cennection with the evaluation of a phirmikeutical
product under any laws, regulations or professional code of conduet 0,

The INVESTIGATOR shall immediately notify the SPONSOR should hefshe or any Colizborators
invalved in conducting the Study, be so debarred, excluded, disqualified or restncied, or should & procedure
araction he inftiated against any of them that could result in thew bang so debarred, excluded, disgualified
or restroted, ot any time durtng the term of this Contract and during the thriteen moonths followmge the
expiration or termination of the Contract.

ARTICLE 20, CONFLICT OF INTERESTS AND FINANCIAL DISCLOSURE

The INVESTIGATOR shall ensure that heishe and the Colaboratars involved in this Study at the
INVESTIGATOR 5 Study Site provide the SPONSOR with the appropriste financial disclosunes required
for eorrplinnce with DCGH, on such forms as the SPONSOR may supply or approve.

ARTICLE 21, MISCELLANEOLUS

1.1 The Protocal; the Contraet and all othess documients exchanged between the Parties constitutes she
whale undenaking of the Parties. ATl appendices nttached heretoe shall be deamed te be incorporated hergin,

21.2 Any work performed by the INVESTIGATOR, the Collaboraiors and/ar the PNSTITUTIOM tndes
s Coatracs shall be considerad to be parformied by them as independent contractors and nol &5 amployees,
pariners or agents of the SPONSOR, No Party shall have the authority, either cxpress, implicd or appanénl,
Lo bired the ofher Party, éxcept 1 the extent that same may be consistent with the performance of that Party’s
obligat.ons in accardance with the terms of this Coniral,

1.3 Except as oiherwise exprosshy mentioned hersinphove, any notification shall be made by mail or fax,
1.4 1f either Party is preverited from fulfilling its obligations in accordunce with the terms of this Contraze

due 1o force majeure (x5 defined by competent lw andior competent court), this Party shall be reteased
= ORAfa, performance (o the extent that it is so prevented from. doing so for the dgutim of the intervering

citbibstanies. The Party wishing to claim relief on the grounds of the said circhipstances shifl ootify the
T ety in writing without deluy en tha'int:rvsp:i-::n ot eessation thersaf, 'ﬂy”%n}'ﬁrlcvtulcd trom
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Rulfilling its obligation shall devote its best endeavors to remove or avoid the impediment as soon os
nossible. If the Party 1s prevented from fulhilling its ooligations under this Contract due ta force riajeure
for a perod exceeding two (2) running months, cach Party shall have the right (o terminate this Contracl
by registered mail with-acknowledgment of reecipt. The termination will become effective forthwith

21.5 No ndulgence graoted by either Party to the other in relation to any tes heseof shall be desmed 2
waiver n= sueh term or prejudies the later enforcement of that or any other term hereof,

21.6 Should o provision of this Contract n any manner whalsoever conioivens any appilicable laws and
regrulations, such provision shall be deemed o he severable and shatl notaffect any other provision of this.
Conlnel, por affect the enforceshility of those remaining provisions which are nod in eonirivenition of any
law and ~egulation.

217 The Conciact is concluded by the SPONSOR intuitu personac. Hence, the INVESTIGATOR and the
NSTTIUTION hall not be allowed 1o transfer totally o partially the obligations the SPONSOR charged
them wiih, nor to-subcontract them without the prict wrillen “consenl af the SPORMSOE. The
INVESTIGATOR and the INSTITUTION shall, where applicable, (ripsmi to the Collibomalars the
Contract and shall conse them to abide by its tertns and conditions, The SPONSOR mivy trameder this
Contracl a0 Successor 10 interest to i1 business by reason of any merger, acCuisition, parinership, fBeense
pgrecment or otherwise, provided that the assignee s subject to the lenns anc obligations provided i this.
Ciontracl

1.8 This Contriet constitutes the entire agreement hetwieen the Parties relative to (hesubject mutter hereof
and supersedes all represeniations, warranlies, agrecmenls or undertakings previously made relative o such
subject matter, and no such represeniations, wrmenties, agrecinents or underiakings shall he any fosce and
effect unless contained herein. No variation of any terms and conditions of this Conteacs will be hinding
upon the Parties unless committed in writing and signed by them respectively.

1.9 This Contract shell be governed by the laws of India, Prior to taking any legal action; the Parties shull
endeaver 1o settle by amicable arrangement any disputes ensing between them regarding this Contract.
Should the Parties fail to reach an amicable settloment, the Partics agree to-submit to the exclusive
jurisdiction of the conrts-of Mumbai and they waive any ather [opum 1o which they may be entitied by
reason of their present o future nddress or for any other reason.

ELI0 No Party may assign or novate it rights, interests, liabilities or obligations under thiz Contract ar
any part thereaf without the prior written consent of the other Parties, such consent nof 1o be unreisonahly
withheld ar delayved.

IN WITNESS WHEREOF, the Parties hereto have caused this Contract to be duly executed on their
behalf in three counterparts, each of which shall be deemed to be an original, o5 of the Effective Date.

ALKEM LABORATORIES LIMITED
P '{:; / rw-*:"_._'_'_ﬁ_.—-—-—.-:‘_"
Mﬁf—z—rf

Mame: Dr. Akhilesh Sharma
Designation: President & Chiel Medical Officer
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Name: Dr R N sl o0
[Ie.;igualiun'.r"riudl% Investigator

INSTITUTION M

Narme:

Diesignation: Marbor Sosretary

W-silshonal efues Commites
King Seoge's Medicst Univarsey ©1P
L oEnciy 2 *“"/
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_ EXHIBIT 1
1y The SPONSOR will provide grants to the institute as per below table for 20 subjects inchuded in
sccardance with the Protecol and who hes completed the Study and does not participate in pk
study. this includes pringipal investigator, site coordinasar and subjeet transportation lees for all

v isils;
Adalimumab budget
Buoget for patients 20
Heads Amount
) Al pet
1| Al sretoest specific investigations (including screen Filure) aciuls
As per
2 | Adeitional investiations (i requirad) Agtusks
A5 per
3 | AE and SAE Mandgement B o — actunls.
Patient travel cost: TNR 500 per visit 3 20 pls. X 8 vigits {additional ¢harzes will be
4 | meladed for extrn visit) BODOD
‘5 | Reszarch Coordinalors fees (for 12 Months) 240030
| [ sustoTAL 320000
Institutional overhepd 25% B0
Total cast D00
The pavaent shall be made as per below listed milestone.
Milestoncs for payment |
Nlilestone Amount |
Advanee 10% 400000
L Five subject randomized A0
100 @ Ten Subject randomized 00
2% Filteen Subject randonized AON0. |
UMz Teerity Subject earsdaimized T
0 @ All subjects competed visits BOA00
| (Bpra Site-close out 40000
Total A0

The Toral budget is calculated an assumption that 20 pattents will be errolled (100 PR study and LO non
P stucy), In case 20 Subjects not randomzed then the final payments will be hased number of sebjects
comp lesed study wt the site and the milesiones will be adjusted considering per patient grant a5 Bg 20000/~

1) Ethics Committee fees will be based on aciuals.

3y Charges of protocol specitio tocal laboratary test, including repeated local laboraiory fesz done in
case of adverse event will be reimbursed on actual e, upon presenlition of mvoices.

4} Tnstitational everheads will be 25% on patient visit feet as Tisted in above 1able,

51 A sulbject 15 ponsidered ag having completed the study when he'she: has cpmpleted the speeified
study period, and is evnluated ss per the Protocol.

Gy In case of subjects recruited but nol having completed the stody, the. amount 10 be paid will be
caleulated aceording to the fees ol the visils actually performed by that subject. Mo payment weill
e made for an imeligible subject incortectly randomized nlo the swdy or in case Lhe subjeat did
not complete the study due to neghgence, malpractice, breach of protecol, willfully wrong bel o
amission an the part of the INVESTIGATORANSTITUTION

The payment for recruited Subjects will be made to the INSTITUTION upon presentat on of the
invaices within 45 davs on the following account;

v’
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KM U Research Fund

Payment through Chedgue:

Mame of Payvee: KOMU Research Fuand

Audddress of Paves; King George Medical University, KGMU, Lucknew
PAN / TAN Number: ANAAFATOGE

8T Mo, OOANAAKASDDICE]

Payment through wire transfer:

Beneficiary's Account Neme: EOML Research Fund

Reneficiary’s Account Mumber: | 50287351562

Bank Mame; Indinn Bank
Rank Address: KGMU Campus Branch Chowk, Lucknow-226003
IFSC: 1D BOMIE A5 6

%) Goods and Service Tax shall be added to invoiced amount as per indian tex regulations.
g) Al payments made shall be subject 1o tax dedueted at douree, exeept [or reimburscment.

| (F) The final payment will occur only afler

s Thedelivery and review of the final data of the study, pravided that they shall beready for siatistacul
analysis;

o The completion of all CRF, including resolution of all DRF and after the positive opirion on the part
of the SPONSOR regarding their filhng; _ _

e  Receiptofall responses to the DRF from the INVESTIGATORINSTITUTION,
The TNVESTIGATOR has returned all remaiming Investigational Producl and applicable study
merterial, iF any.

il SPONSOR wixials TNSTITUTION linkalils TIGATOR



mmmmmu:; TG D6EYE st

TR
136287 MaR 26 201¢E

wm--'jn-mm-m 13:17

T Iy
N STANE DLETY  MAMARASHTRL

This Cliniczl Agreement (“Agreemem”} i5 entered ino as of 23 M rP-2119 {“Effeetive Date™)
between Novartis Healthcare Prvawe Limited, a company registered under the Companics Act,
1956 and having its repistered office at The Inspise — BKC, 7th Floor, G-Block, BKC Main Road,
Bandra Kurla Complex, Bandra East, Mumbai 400051 (“MNovartis”} which expression shall mean
and include its successors and assigns of the ONE PART;

AND

King George's Medical University, (“Institution”) registered under the provisions of the Urtar
Pradesh Chhatrapati Shahuji Maharaj Medical University Act, 2002 {U.P. Act No.8 Of 2002} and
having its sddress at Erstwhile Chharrapati Shahuji Maharaj Medical University, Chowlk, Shah
Mina Road. Lucknow-226003, Urcar Pradesh, India’, which expression shal mean and include ics
successory znd assigns of the SECOND PART;

AND Dy, Sisdbanstu Kumar Dwivedi as clinical practitioner in the field of Cardiclogy acting in
the role of principal investigator (“Principal Investigator™} which expression shall mean and
include hisfer heirs, executors, administrators and assigns of the THIRD PART,

‘Novartis ard Institution and Principal Investigator are hereinafrer individually referred 1o as the
"Party " and jointly as the “Parties”.

RECITALS:

WHEREAS, Novartis is to perform a climical rrial (hereinafter the “Study™) to evaluate the

prevelance of Lipoprotein {a) (hereafrer the "Stady™) in accordance with a protocol entitled

) TOI230A12001- Multi-cenfer  cross-sectional  epndemuological  study to charactenize the

. prevalesce and  distibution of lipoproteinfa} levels among batients witl  establisbed
cardiovascular disease and its amendments [hereinafter collectively the *Prorocol ™) and,

WHEREAS, rhe Institurion and the Principal Investigator having cach reviewed the
Protacal for the Study and sutficient intormation regarding the Study ro evaluate their interest in
participating in the Study, wish 1o conduet the Study and assure thar they have sufficient authority,
competerce and experience in clinical trials, afong with the necessary infrastructure and rechnical
means to perform the Study,

WITEREAS, the Parties wish to ser forth certain  terms and conditions under which the
Study shall be conducred;

.ﬂ NOW THEREFORE, the Parties, in consideration of the-ahove and the murual promises

%&% set forth be ow, agree as follows:

1: CONFORMANCE WITH LAW AND ACCEPTED PRACTICE
The Institurion and Principal Investigator shall carry our che Study in accordance with:
(a) the Protocol as amended fram time no time,
(b Crood Clinical Pracrice;
le) the Declaration of Helsinki;
id]  any applicable direction received from a regulatory autherity (DCGI) er ethics

commuttee with jurisdiction over the Study;

and local divectives, laws, including Bur not limited 1o Schedule ¥ of Drugs and

< v

{e]  any “Applicable Lawis)" being herﬂi;aﬂ:r defined =% r all regional, federal, stare,
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Cosmerics Act 1940, those relared to anti-bribery and promortion, rules, regulartions,
orders, published guidelines, operating procedures applicable to the Study andfor
the Parties including but not limited to, legislation apphicable to chinical Studies, the
Parcies, medical trearment and the processing of personal and medical dara.

(£} comply with all guidelines provided to it by Novartis from time ro rime individuzlly
but nor limited to- Code of Conduct, Novarris global Anti-bribery Policy and
Priofessional Pracrices Policy

The Institation warranes that the Principal Investigator and the Insticudon's employees and
collzborators invelved in the Scudy will comply with all Applicable Laws.

PROTOCOL

The Partics agree that the Protocol, mcluding any subsequent amendments therero and
the Annexes herein form an integral part of this Agreement,

Institution and Pringipal Investigator agree to use their best efforrs and professional
expertise to perform the Study in accordance with the Protocol, al! Applicable Laws, the
identified rimelings and the terms and conditions of this Agreement, Institation and
Principal Investigator shall notr starc the clinical tial without prior approval af ‘the
appropriate Ethics Commirtee and Regularory Authority.

APPROVALS
[he Study shall nor commence until:

(a} all the necessary approvals of the relevant regularory authority has been obtained
by Novarts (wherever applicable as per Indian regulations) and the competent
athics committee have heen obrained in writing by the Principal Investigator, Such
approvals shall be forwarded ro Novartis no sooner they are pbeained;

(b the wrirten approval of relevant authoricy or organisation that owns or is
responsible far the administration of the facility in which the Study is ta be
performed has been obrained, if such authority or organisation is not the
Inscitutian,

{c) the Informed Cansent Form as defined in Section 6.3 provided by Movards, has
been approved by the Principal Investigator andfor the ethics commirres.

DURATION OF THE STUDY

The Study shall commence on 15-Apiil-2019, subjecr to the compliance of Section 3 prior
tor this date; The Institotion shall use its best-effores 1o complece the Study and e perform

rmal writing between the parties in that bebalf, Provided that such extended study shall
under no circumsianges extend beyond the verm of this Agreement.

TERM OF THIS AGREEMENT

This Agreement shall be effective upon 22-Mar-2019 {*Effective Dare’| and shall expire
upon 21-Mar-2022 (buth days inclusive) unless extended or terminated in terms of this
Agreement.

Ite following provisions shall survive the rermination or expiry ‘of rhis: Agreement:
Section 11 (Inrellectual Properry), Secrion 13 (Publicatioa) and Section 14
{Confidentiality), as well as any other provisions which by their terms are understood ro
survive the terminaton or expiry of this Agreement, inclucing compliance with
Applicable Laws.

In the event that the Principal Investigator decides to no lenger conduce the Seudy both
Principal Investigator and the Institution shall provide written notice to Novartis 30
(thirty} days prior to such rermination, It is claritied that neither the Principal Investigator
nor the Investigator shall  be discharged pf histher or their obligations under this
Agreement unless Novartis has been providgd netice in terms of this clanse,
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5.

PERFORMANCE OF THE STUDY

Principal Investigaror and the Instturion shall jointly and severally be responsible for the
performance of the Study, in particular for the following:

Principal Tnvestigator wiay appoiot individuals and investigational staff as they may deem
appropriate as sub-investigator (the “Sub-Investigators”] to assist in the conduct of the
Stedy ar hisfther sole discretion, costs, risks and consequences including but not limited to
such Sub-Investipators - qualification,. remuncration, work record, compliance with
statutory obligations etc withour recourse to MNovartis. The Principal Investigator alone
“shzll be responsibie for the conduct of the clinical investigation in its entirety and the
wedl-being of the study subjeces (“Study Subjects™) and undertake in parricular o have it
executed by comperent resources,

Srvdy Site

The Study shall be conducted at the premises of Insticution at the King George's Medical
University, Chowk, Lucknow - 226003, India: {hereinafter the “Study Site™);

Study Subject consent and entry into Study: Befare enrolling a Study Subject into the
Seudy. the Principal Investigaror shall:

{a) Exercise independent medical judgement as to the compatibility of each prospective
Study Subject with the réquirements of the Protocol;

(hy advise Movartis of all insrances in which, in the Principal Investigator's judgemeént,
chere s any question as to any prospective Stady Subject’s suitabilivy for
participation in the Study. and abide by Novartis's decision as to whether or not to
earoll thar Stody Subject;

(e snsure that, before their participation in the Study, the Study Subject, andior as the
case. may be, hisher locgal representative; are duly mformed “in language
understandable to them, about all aspects of the Study that are rélevant o them,
including: (1) the purpose, duration, narure, significance, implications, potential
benefits and/or rizks of the Study; and (i) the processing, auditing, and monitoring
of data {including personal data) under this Agreement;

(d) ensure thae, before his /her participation in the Study, each Study Subject andfor as
the case may be histher legal representative has given his or her Informed Consent
on- the basis of the informadon described in Clause 6.3 (&) by signing a consent
form (“Infarmed Consenr Farm™ or “ICF™) in accordance with the Protocol and

"] withaut the undue influence or coercion of any person directly involved in the

N

6.4

Seudy, and in accordance with Applicable Laws;

ensure that a copy of the signed Informed Consent Form be provided ro the Study
Subject, andfor as the case may be, histher legal representative;

(Fi acknowledge thar the use of the Informed Consent Form does not release the
Principal Investigator from his or her legal, regulatory and contractual obligations
velating to Informed Consent, and thar it remains the Principal [nvestigator's
responsibility to ensure that those abligarions are complied with;

ey comply with the procedures described in the Protocol in relation to that Study
Subsject; and,

(h)  provide details of the proposed Study Subject 1o Novartis.
Study Subject Recruitment

Frincipal Investigator has estimated thiat hefshe can recrmit the nurmber of Stady Subjects as
specified in Annex 1. This target of recruitment can _be increased only upon written
agreement of Novartis. The Principal Investigator dn reakes to comply with these
limezations and conditiens for further recruitment at the Study Site as required by Navarris.
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Neavartis will review the Study Subjects recruitment on an on-going basis ro ensure that the
enre ment continues af an acceptable rare.  MNovartis is empowered to discontinue the
Study at Institution medical facifities in case of no or poor enrollment,

In 2 multicentre study, MNovartis reserves the right, ar its sole discretion, ta require
Insticution and Principal Investigator to cease enrollment of Study Subjects prior 1o
enre- lment of the targerad number of Study Subjeces. Institution and Principal Investigaror
undermuke 1o cease such enrollment upon reguest of Novartis and further undertake not to
seek any compensation therefor.

6.5  Recordkeeping, Reporting, Access and Inspections
|a) Recordkeeping, Reporting

The Insttution and the Prncipal Investigaror shall perform the following
recordkeeping and reporting obligations in a timely manner:

(rl Preparation and maintenance of complete, accurarely written and
electronic records,. including accounts, notes, reports, Case Reports Forms,
records of Study Subject identifications, medical notes, clinical ebservations,
laboratary tests, and all supportive documentation and data for each Study
Subject of chis Study (hereinafter "Records™).

{it} Maintain 2 copy of all decuments related ta this Study for a period
of a} fifteen (13) years following the Stody completion or discontinuation by
Maovarris or h) as required by applicable laws and regulations,

[iEi) Meet with a represenrative of Novartis to discuss the progress of the
Srudy: and nortify Novarts immediately upon discovering any signiticant
vinlations of the Protocol.

(v In accardance with the procedure set out in the Provocol : Complete
a Case Report Form for each Study Subject; review and sign each of the
Case Repore Forms to ensure and confirm their accuracy and completeness;
promptly submit the Case Report Forms te Novartis following their
completion,

(v} Cooperate with Novartls in all their efforts to monitor the Study
ﬁ"-'x and 1o suppart Novartis in all marters of data collection, verification and
y discrepancy resolution

% (}Q}* i) Matneain all documents and other Records generated in the Study in

safe lkeeping for such period as is required by any applicable regulations,
and in any event for 15 years following rermination of the Srudy; and obrain
Novartis approval prior 1o disposing of any Record, provided that *sate
disposal’ of any Record shall av all times be in compliance with ‘Datd
Privacy and Protection’ provisions st out in this Agreement. [n the event of
the insolvency or bankruptey of Institution, Insticution agrees o prompely
cransmit all copies of such records ro Novartis in accordance with Novaris'
writtetr inscrucrions and in line with the transfer and disclosure rerms scr ot
in the TCF signed by concerned rrial participants; at Novartis' expense.

(il Ensure the hospital récords of Study Subjecss are kept safely in a
known and acéessible locarion during the period defined here-above,

faid) Make all Records available to Novarts or its nominee promptly
upon request for monitosing andfor auditing purposes;

{ix) Be respomsible for making any necessary apphications for

registration under the data protection legislarion in comnection with daca
abtained under this Agreement, as pravided in Arncle 27,

b} Access and Inspection
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It is agreed thar the auchorized representativis of MNovards, and regulatory
aurthorties 1o the exeent required by bawe, shall be entitled 1o:

(1)

i)

T

(iv)

(vl

(v}

(vii)

Examine and inspect the Institution’s facilities required  for
performance of the Study; and

Inspect and copy all data and work products relating ro the Study
(including, without limitation, access to records as necessary far study
monitoring or to-audic the conduct of the Study in accordance with Novarris
standards).  MNovarris: will mainain the confidentiality of any subjoct-
identifiable medical records.

If any governmental or regulatory authorities notifics Institutior. or
the Principal Investigator that it will inspece Insritution’s records, facilities,
equipment, or procedures, or atherwise rake action related to the Sttdy,
Institution shall prompdy notfy Novartis ar any of Novarbs designated
person  within 24 hours, zllow Novartis to be present at the
inspection/acrion andfor participate in any response to the inspecrionfaction,
and provide Novartis with copies of any reports or information issued by
the authority and Institution’s proposed and final response,

Geant dccess to Novartis-pr its representative to visit the Stady Site
periodically, as frequently as required for the proper performance and
aversight of ‘the Study, in order to procesd with any and 2l monitoring
activities required for the Study,

The Institation and the Principal Investigator will use their best
efforts to facilitate che performance of any audit and inspection and shall
give Novartis and any person designaced by them access 1o all necessary
tacilities, dara and documents,

The Institution and the Principal Investigator shall take appropniate
measures required by Nevartis o eorrect withonr delay all observanons
found during the audits or inspections.

It is expressly agreed berween the Pardes thar Novards will not
compensate the Institution or the Principal Investigator for the audits and
inspecrion.

The rights and obligations under this Article shall remain in effect for fifteen (15) years
feer the end of the Stady.

=\

porting: The Principal Investigator shall, -either by himselt/herself or hisfher duly

(j\ tvarized representative, on reasonable notice

fa)
(L)

(e}

Meer with a representative of Novartis 1o discuss the progress of the Stedy; and

Make the hospital notes and CGase Report Forms for each Study Subject available
for source dara verification or auditing purposes by representatives of Novartis
representatives and the officers of any competent authority.

On discovering any significant violarions of the Protecol, the Principal Investgator
shall notify Novarts immediarely.

&7  Reporting of Safety Information:

The Zrincipal Investigator shall notify Movartis of each Serious Adverse Event encountered
i the: Clinical Trial within twenty-four [24) hours of becoming aware of it in accordance
with the instructions sét forth in the Protocol as well as local regulatary requirements,
Each sach netice shall be given by relefax or e-mail on & Novartis Serious Adverse Event
Report farm, whether or not notification was nitially given by telephone, Section 6.7
shall apply to both the ariginal copy-of each Serious Advers¢ Event Report form and the
telefax confirmanion sheet or e-mail retlecting its transmission to Movarris.
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Tl

The Principal Tnvestigator shail also ensure thar any person involved in the conduct of the
study shall:

{a) Immiediately report to Movartis accosding to the procedure ser our in the Prorocol,
any new satery findings on the Study including Serious Adverse Evenr or Serious
Adverse Reacrion affecting or which could have an impact on the satety of the
Study Subjecc. The Principal Investigator shall follow up such immediate repores
and provide the additional informanon ina deeailed, written manner to Novarts in
accardance with the Protocol and local regulatory requirements;

(b)  Report to Novarris all Adverse Events (refer definition of adverse event as per ICH
E6 guidelines for Good Clinical Practice andfor as mentioned in the protocol) in
accordance with the study Protocel, applicable study procedures for safety data

reporting;

(e} Cooperate with and supply any furcher information required by Novaris and/or
any relevant ethics commimee or Regulatory Authornity with jurisdicrion over the
Srudy .-

These reporting  obligations shall survive expiration or earlier termination of the
Agreement,

Movartis shall further repart the adverse events to the competent Regulatory Auchorities, in
accordance with the current Applicable Laws. Mevartis will furthermare provide the
Principal Investigator with analvsed report of the Serious Adverse Evenr or Serious Adverse
Reaction reported o MNovartis and SUSARs LL in order to inform the ethics commitiees
IRBJEC, Head of Institution in accordance with the current Applicable Laws,

After completion of the Study and evaluation of the resolts, Novartis will inferm: the
Prircipal Investigator abour relevant safery-related findings in accordance with the
enidelines and Study procedures.

Items supplied by MNovartis

MNaovartis shall provide direetly or indirectly the Principal Investigatoe-andfor the Institution
with all necessary informarion, documents and materials, including but not limited o

() Package insert
(b the Protecol,
() the CRFE/e-CRF

The Principal Investigator, or sub-investigator for multicentre studies, shall sign the
clinical Study repors,

LIABILITY-INDEMNIFICATION

[n the case of any injury eccurring to a clinical trial subject or in the event of climcal rial
relazed death of the subject, Novartis assumes respongibility ro the extent and in the
manner provided under the Drugs and Cosmetics Act, 1940 and rules thereunder as may
be applicable from fime 1o time.

The Inscitution and Principat Investigator (“Indemnifying Party™) jointly and severafly shall
indemnify and hold harmless Novarts from and against any and all labilities, claims,
damrages, losses, serclements, penalties, fines, costs and expenses, including atrorneys’ tees,
(calectively, “Damages”} of whatever kind or nature arising from any third party derand,
investigation, claim, action or suit based on (1} the gross negligence, bad faith or willful ar
ineentional misconduct of the Indemnifying Party (i} o mazerial breach by ‘the
Indemnifying Party of any term of this Agreement, or (i) a violation of any relevant law,
rule of regulation by the Indemnifying Parcy in the performance of its dutics under this

ﬂg_ﬂﬂn cnt,
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8. INSURANCE

The Instration warrants that it has appropriate and adequate professional indemmicy
insusance o cover claims or damages including those arising out of negligence of the
1JI:"‘iI'I':.'-iP-511 Investigator for which it shall be liabfe under this. Agreement. The Institution
shall provide evidence of its insurance upon reguest by Novartds.

Movarts warranes that it has inserance for the Study Subjects included in the Study in
place ar the commencement of the Study.

2 COMPENSATION

5.1 In condderation for the satisfactory pecformance of the. Stedy according o this
Agreement and the Protocol, The Principal Investigator agrees and the Insritution
confirms the Payment Schedule attached hereto as Annex 1.

92 Mevartis reserves the right to terminate the Agreement immediately with notice if ne
siubjects have been recruired ac the Study Sice by 20 days from site inthation.

9.3 Subjecss not completing the Srudy will be paid for on a prorared basis according 1o the
number of completed visits.  All payment will be made for subject visits according 1o the
ahave Payment Scheduole atached as Annex 1. Np payment will be made for any Stady
Sunjecr excluded from analysis because of Protocol wviolations that were within the
Institution or Principal [nvestigatar’s control, . Remmbursement for expenses related ro
pazient travel will be made according te the Payment Schedele in Annex 1.

94  The Principal Investigator shall send the invoices co:
Movartis Healthcare Private Limited
GDO Trial Monitoring, India
Saumyva Mathew/ Shumaila Quresh
& & 7 floor, Inspire BKC
G Block, BKC Main Road
Bandra Kurla Complex
Bandra {East), Mumbat - 400051
Makarashera, India
9.5  LEazh invoice shall specify the Study Cade. MNovarts shall make payments into the account
incicated by the Institution and Principal Investigator within 60 (sixty) days of receipe of
an inveice from the Institution.
TEEMINATION
Either party may terminate this Agreement for any safety andfor efficacy concerns or
ather ethical grounds by giving written notce to the other parry with immediate etfect.
I case of early termination the Frstitution/Principal Investigator shall notify the relevant
ethics commitee of the early términation, and Novartis' shall norify the regulatory

authorities and any other competert acthorities as relevant and appropriate within
speciffted timelines

10,2 Movartis may terminare this Agreement for comvenience by giving written notice to the
Institution with immediare effect.

103 1 Movarts terminates this Agresment, Movartis: shall have ne obligations under this
Agreement save and excepr to reimburse rthe Institarion for such reasonable costs and
non-cancellable obligations which has been approved by MNovartis incurred in the
pesfarmance of the Study prior o receiving notice of I:nnigmium

{
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|04 The termination or expiry of this Agreement shall not affect the righes-and obligations of
the parties which accrue prior  the datc of termination.  In particular, the
InsritutionPrincipal Investigator shall provide all outstanding Case Report Forms to
Mevartis and recurn te Movartis all documents and Equipment provided by Novarris
under this-Agrecment.

11. INTELLECTUAL FROPERTY

11,1 Al data, information and decuments provided o the Institutlon by or on behalt of
Nevartis, whether in paper, oral, electronic or other form, shall remain the sole propercy
of Novartis.

11.2 Al dara, infarmation, documents; inventions and discoveries, resuleing from or developed
in the performance of the Stody or this Agreement shall be the sole property of Novarns
and may be used andfor transferred by Novartis in its sole discredon with no further
pavment or ather obligation 1o the [nstitution. The Institution shall have no rights
whatsoever therein.

11.3 The Institurion agrees to, and to caise it employees and collaborators and the Principal
Investigator to, exécure prompely all documents and rake all soch other action as may
rezsonably be requested by Novartis 1o enable Novarts o obtain the benefic of its rights
under this Agreement. This includes wirhaur limiraton taking all necessary sweps for the
transfer of awnership of all daca, informacion, documents, inventions and discoveries o
Novartis in accordance with this Agreement, and assisting Novarns in the preparation
and prosecusion of parent applications. Furthermore, Institution and Investigator- shall
diz (*MNovartis™) which expression shall mean and include its successors and assigns o
procure the doing of, all things as Novartis including but not limired ro-assignment of any
ang all rights, tele and interest in vesultng intellectual property in Novarts.

1.4 The Instinstion shall emsure thar the Principal Investigator and the Institution’s employees
and collaboratars involved in the Study will comply with it obligations under this
Agreement.

12,  TAXES AND SOCIAL SECURITY CONTRIBUTIONS

It -skall be the Instisution’s responsibility to comply with all obligations in respect of taxes
and social security coneributions, if applicable, which relate o the sobject matter of this
Agreement, including withour limitation those which relate the Principal [nvestigator,
the ‘nstitution and its emplovees andfor collaborators:

13. PUBLICATION

13.1  Movartis recognizes. the Institotion’s fnteress in making publications and presentations

“]]rel;:zing to the Study in journals, ar meetings or otherwise, and may rherefore permit such

I:S publications and presentations, provided however that the Institution shall pravide ro
(5

artis any proposed presentation at least 15 (fifteen) working days prior o being
selosed and any other proposed publication ar least 45 (farty-five} working days prior
to being disclased, and provided that Novarts shall have the righe to request amendments
to any such proposed presentation or publication on reasonable grounds including
wirhout limitation:

X

(al 1o ensure the accuracy of the presentation or publication;

il to ensiee that proprietary information is not inadverrently divulged;
il ter enahle intellectual propevey rights 1o be secared;:

id} o enahle relevant supplementary information o be provided,

3.2 Aathership of any publications relating o the Study shall be derermined by mutual
AETCErHEnT.

13,3  Nowartis mdy require any proposed publication or presentatigh o be delayed for up o 4
{four} months to enable 2 parent application to be prepared aiw filed. The 4 (four) month
period shall commence on the dare of receipt of the propose publication or presentation,
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or from the dave when all relevant dara from the Seady are made available to Movarris,
whichever is later.

If the Study is a mulri-centre study, the first publication of data shall be based on
conselidated data from all centres analysed according to the Prorocol, unless otherwise
agreed in writing by all the Principal Investigators involved in the Stedy and Novarris.

Exzept as orhcrwise required by faw or regulation, neithet Parry shall refease or distribuce
anv matedals orinformation containing the name of the other Parcy or any of its officers,
agents or employees without the prior written consent by an autherlsed representative of
the non-releasing Party. '

CONFIDENTIALITY

All information and daga, trade secrets, privileged records and other confidential or
proprictary informarion {including but not limited ro the Protocol, CRFs and information
on password-prorected Movarts websites) disclosed mo-or callected or developed by the
Institution, the DPrincipal Investigator andfor the Institution’s. employees andfor
collaboratars in connection with this Agreement or the Study {collectively “Information™)
shzll be rreared as confidential. The Institucion andfor the Principal Investigatar agree not
eor disclose to any third parties or to use any Information for any purpose other than the
peformance of the Study. The Institution andfor the Principal nvestigator shall ensure
thet the Insttution's employees. and collaborators are bound by confidentialicy
b igations nos fess strict than those ser our herein prior to receiving any Information.

Upon termination or expiry of this Agreement, the Institution and f or Principal
Investigator shall safely destroy (as set in the Daca Privacy and Protection annexure to
this: Agreement) or recurn to Novartis, as per Mavarts' request, all documents, samples
and material containing or relating to Informardon, excepe for one copy of Information
wkich i¢ to he retained in the confidential files of the Insticution for record purposes only.
If “eiquested by Novartis, such safe destruction shall be promprly confirmed in writing by
the Institunon to Novartis.

The confidentiality obligations set aut above shall nor apply to:

{a) Infarmation which is, at the time of disclosure; in the public domain or rthereafrer
becames part of the public domain otherwise than by the ser or omission of the
Institution, the Principal Investigator, ar the Institution's employees and/or
collaborators;

{h) Information that the [nstmution can demonstrate by weitten evidence was in irs
passession prior to its disclosure by Novartis or thar said informarion, s collection
or ereation did net oocur during or in conmection with the Stu dy:

_\(c} Information which the Institution received from any third party not engaged in the

activities which arc the subject of this' Agreement, where such infermation is not
subject 1o an obligation of confidenriality in favour of Novartds or any of ies
affiliates.

NOTICES

Any motice given in connection with this Agreement shall, unless otherwise provided
hercin, he in writing and shall be delivered personally, or sent by registered mail or
facs:mile 10 the address given in this Agreement

GDO Trial Monitoring, India
Movartis Healthcare Private Limited

Mu=ugananthan K,

The Inspire— BKC,

Tih Floar, G-Black,

BKC Main Road,

Bandra Kurla Complex,
Bandra East, Mumbai 400051
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Telephone: #21 -22 30243000
Fax: +21-22-50243005

or to such other address as may have notified o the other party n writing.
16, ASSIGNMENT

Meitier Parcy may assign its rights and obligations under this Agreement withour che ather
Part's prior written consent, except thar Novarris may {a) assign its righrs and obligations
under this Agreement or any part hereof to one or more of its Affiliates; or {b] assign this
Agrecment in its enfirety (o asiccessor 1o all or substantially all of =5 business or assees to
which this Agreement relates: Any permitted assignee will assome all Dl:l-iigaﬂﬂm of s
assignor under this Agrcement {or relaced o the assigned portion in case of & partal
assignment). Any accempted assignment in contravention of the foregoing will be void,
Subject to the werms of this Agreement, this Agreement will be binding upon and inure 1o
the benefic of the Parties and their respecrive successors and permirted assigns:

17. SUBCONTRACTING

The I[nstiturion and for Principal Investigator shall not retain any subeontractor o perform
any of its obligations under this Agreement without the prior written consent of Novarris.
Any such consent shall not relieve the Institution andfor Prindpal Investigator of ‘its
obligations hereunder,

18. SEVERABILITY

The invalidity or unenforceabilicy of any term or provision of this Agreement shall not
affect the validity or enforceability of any other term or provision hereof.

19, WAIVER

Mo waiver of any term. provision or condition of this-Agreement whether by conduct or
otherwise in any one or more instances shall be deemed eo-be or construed as a further or
conr nuing waiver of any such term, provision or condition, or of any other term, provision
or condition of this Apreement.

200, ENTIRE AGREEMENT

This Agreement (including the Profocol} represents the entive undesstanding berween the
parties with respect to the subject matter hereof, No amendment to this Agreement will be
cffecrive or binding unless it is in writing signed by both parties and refers to this
Agreement.

1}1"1, DERARMENT

any zollaborator whe is invalved in the performance of the Study has been debarred under
the aw including but not limited to provisions of the Indian Medica Council Act, 1256 as
amended, Drug and Cosmetics' Act, 1940 a5 amended or under Applicable Law and no
debzrred person will in the future be employed or engaged by the Institution in connection
with any work to be performed for or-on behalf of Novarris. 1 ar any time after the
execution of this Agreement, the Institution becomes aware that the Principal Investigator
or the Institution or any person emploved o engaged chereby is debarced, or is in the
process of being debarred, the Institution hereby certifies that the Institution will so natify
MNovartis ar once,

\Q I:‘lf:!ql MNeiter the Pringipal Investigator mor the Institution, nor any person employed thereby nor

22, CONFLICT OF INTEREST, FINANCIAL DISCLOSURE

The Institition and the Principal Investigator confiem thar there1s no conflict of interests
between the Parties that would inhibic or affect their performance of the work specified in
this Agreement. The: Institution and the Prircipal Investigator further certify that they will
promptly inform MNovartis in the event any comflict of interests arises during the
performance of this Agreement and certify thar their performance hereunder does not
viclate gny other agreement they may have with any other third party.
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23.  TRANSPARENCY/DISCLOSURE

23.1 In all materials relating to Services intended for an exrernal audience, Proncipal
[nwesrigaror shall disclose:

{a) that Mavartis has vetained Principal Invescigacor for professional services in relation
o the condoce of the Study; and

{h) any other relationships thar MNovartis has with Principal Investigator which a
reasonable and ethical person would expecr ro be disclosed.

232  Both partes agree 1o make all other disclosures andfor notifications as may be required in
connection with entering into, performing, or recciving compensation under this
Agreement, and Principal Investigator shall follow all Applicable Laws in this respect,
inciuding those relating co Principal Investigaror’ss professional relationships with
dezision-making authorities or bodies (if any), such as, for instance, recusal from any
veees, discussions or recommendatons regarding investigational or marketed products of
Maovarris, regardless of whether such are subject to the Services.

233 The Institution and Principal Investigaror undersrand and agree thar Novarts may be
required to disclose cerrain information to governmental agencies in different jurisdictions
in crder to comply with Iocal laws regulating clinical wials: The Institution and Principal
Investigator consent to the disclosure of certain informanion that otherwise may constinuee
personal data in order 1o comply with faws regulating clinical trials, including bur not
lim=ed to the Institutian's andfor Principal Investigator’s name, clinical trial Study Site
con=act information, name of the clinical trial, sponsor, copy of the Agreement, and costs
and fees relating to Study Site's activities pérformed under the Agreement. Novarris will
F.pg-;-i.df TP WEITER Pequest a list of any such disclosure made n:garding. the Institation
anc‘or the Principal Investigator,

24. JUERISDICTION AND APTLICABLE LAW

This Agreement shall be governed by and construed in accordance with the laws of India,
The partics hereby submit ro the exclusive jurisdicnion of the competent courts of Mumbai,
India for any disputes concerning or arising out of this Agreement,

25. DATA PROTECTION

A form regarding the disclosuré of the Principal Investigators personal data together with
the general provisions regarding any personal infermation processed by the Insticution
under this Agreement is attached s Annex 2,

26. COUNTERPARTS

This Agreement may be executed in two or more counterparss each of which shall be
F\l degmied an original, bae all of which together shall constiture one and the same instrument.

\

W(ﬁ"‘

ECEDENCE

To the extent that there may be any inconsistency between chis® Agreement and the
Prococol, the Protocal shall rake precedence m ONLY AND SPECIFICALLY in refation
witn trial procedures while in all other instances the Agreement shall prevail,

/\
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[N WITNESS WHEREDF, the Marties incending to be bound have cavsed this Agreement to be
exiecuted by their duly anthorised representatives.

LIMITED

T

NOVARTIS ;%SAI.WCARE PRIVATE KING GEORGE'S MEDICAL UNIVERSITY

Mame: Sachin Singh
o MName: R. K Ga U[}Ilf
Title: Trial Monitoring - Head ©TO M Em_r e 6} q
icler Member frar!,r
DPatsi ﬂ?f H,ﬂ-.-L:L W‘i Garg
f [ape: Mlember El;—n:.re.lﬂr_- EC

Roessarch Lell
King G&o r-:|=- 5Nt |l niveraiy

[ By (R LA TR T
PRINCIPAL Il."'-""l?h

GATR

Pye
Mame: Dy, Sudhangho K

Title: Principal Investigator

[rate: 5thmﬁﬂﬂ|q
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ANNEX 1: PAYMENT SCHEDULE

¥ NLM
STUDY NAME: MULTI-CENTER CROSS-SECTIONAL EPIDEMIOLOGICAL STUDY TO
CHARACTERIZE THE PREVALENCE AND DISTRIBUTION OF LIPOPROTEIN[A} EVELS
AMONG PATIENTS WITH ESTABLISHED CARDIOVASCULAR DISEASE
Investigator s Name: Dir: Sudhansho Kumar Dwivedi
Insriture Mamie: King George's Medical University
Payee Namie: Vice Chancellor, KGMU
Pan Card MNumber: AAAAKAS02K
GSTIN: D9AAAK4509K 1)

Commired NMumber of Stody Subjects: 100

Payment Schedule:
Visit name 1 -
Sendy Payment S50
CRC Fees 1000
Institutional Overhead @ 10 % 3§50
Toral Per Patient Visit 7,050 INR

Payment Terms:

s The amount of payment due to the Institution/Investigator will be calculared in respece of
,.] each patient visit zccording to the attached budget schedule.

1".‘.:]1 Any ocher third parties desipnated by the Instrotiondnvestigator thar would receive
(‘L} remuneration, will be managed by & paid by the Instituton/Investigacor.

s The toral payment to the institution will vary depending upon the toral number of eligible
parients entolled. For each efigible patient with completed CRF the institution would be
paid @ INR 5500/ only.

s Instiutional Overhead charges will be paid as 10% of the CRF fee to the Instituzion.

» Smudy coordinater fees of INR. 1,000 per patient shall be paid to the Instirutdon wpon
comaletion of CRF.

s For enrolled padencs, laboracory charges for LDL-C & Lpla} examination will be
reimbursed 25 per actuals to the insatution on the receipt of original invoices oaly,
It is -he Investigators respansibility to liaise with the hospatal laboratory.

» bparsor shall reimburse patient’s travel cost per prorocol visit as per actuals for which
instisuion/Pl shall pravide original invoice along with-the supporting bills.

s The Ethics committee charge will also be paid via Novarris, and this cost 1s not included in
the budget schedule, -

s All payments are based on actual patient visits.
Pags 13 of 13 é }



o Al values are in INE. All budget schedule payments -are subject to TDG (subject o
Government of India, Tax regulations) and GST as applicable. GST will be paid on
providing valid tax invorce with relevant details mentioning GST registration number on it
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ANNEX 2: PRINCIPAL INVESTIGATOR - TERSONAL DATA DISCLOSURE FORM

Movartis wants to ask your permission 1o include certaln eléments of vour persomal data in a
darabase matntained by a third party, The Grane Plan databaze, which s maintined and provided
i pharmaceurical research sponsors by a company called TTC in the Unired States, is intended ro
assist research sponsors with transparency relaring ro clinical wial expenses. The database is used
to support country specitic forecasts for clinical trial costs and 1o provide benchmarking
mtarmation in order to achieve transparency and fairness in setting costs for performing clinical
trials.

The: informartion is entered into the database in such-a way that itis not possible for anybody
excepr the personnel of TTC to view your name or link your site to a particular clinical erial or
Eil'lrl:l'l'l.‘il:lr E-I'I:'ITIFlﬂl'I:r'-

In thar regard, Novares is asking for your permission to submit your name, clinical trial sire
contact information, name of the clinieal wial, sponsor, copy of the clinical trial agreement, and
costs and fees relaring to your site’s rerention, to a third party administrator of this database. This
information will e maintained in thar dacabase for five years. If vouw are conducting research for
MNovartis in countries other than the United States, such as those in Evrope, you should note that
the United States does nmot offer the same standards of privacy prorection as those offered in
Europe. You are not required toe give consent to this disclosure in order to procecd wich this
clinical stucy. Flowever, by doing so, you are helping to collect mformation on fair coses in climical
trials

o Yes, | hereby agree thar Novartis may disclose my personal data in conbection with the Grant
Plan dzrabase.

0 MNe, ! co not give my permission o disclose my personal data in connection with the Grang
Plan dzrabase.

Flace and Care: L‘L?(}:"ﬂ fold 2 it 1 -jl..'l']"'-l1 >0 [11

-

Maine: De. Sudhanshe Kumar Dwivedi

{/
W9

Frincipal Investigaror
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1 v '
Provisions regarding any Personal Infermation Processed by Insticution under this Agreement:

Defined Terms. For the purposes of this Section, the following terms shall have the meanings given
bl

“Personal Information ar Data”™ means any informanon that relates to an identitied or idenrifiable
person . incleding without limization electronic data and paper based fles thar include such
informatior such as: (a) mame or initials; (b) home or other physical address; (o) work, cell or
home telephone number; (d) work or home email address or online idenrifier associared with the
individual; e identificatien code; (f) credit card number; and {e) emplovment informarion, thar is
Processed cirectly or indirectly;, by Institution on behalf of Wovarts in connection with rhis
Agreement.

“Sensitive Personal Information or Data™ — constitutes-a subser of Personal Informartion and
relates to of an individvals (a) physical, physiological or mental characreristics, [b) economic
starus; (¢} racial or ethnic origin, {d} polideal; wdeological, religious opinions or philosophical
beliefs, (e} trade union membership, (f) health or medical informanon including informanon
relaced to payment for health services, (g} sex life or sexual preference, (h) genetic marerial or
informatior, (i) human biological samples or cells, {J} unique biometric data, (k} Perscnality
Profiles or (i) an individoal’s name in combination with the individual’s [a) Social Security
nurnber, {b} alien regiscration number, () driver's license number, {¢} passport number, visa
number or other government identifier, (¢} credit card, debit eard, or other financial account
numbers, with or without any associated code or password thar would permit access to such
account, or (H mother’s maiden name;and as applicable under local laws.

“Data Subect™ - and identified or idendfable person who's. Agreement Personal Daga are
processed, accessed, received, transmitred, or maintained by che Supphier. An identifiable person is
ane wha czn be identified, directly or indirectly, in particular by reference to an identification
number or to one or maore facrors specific tohis physical, physiological ,mental, econemic, cultural
ar social identity.

@[&:tcsﬁing" means. any operation or ser of operations which s performed upon personal

informatior, whether or not by antomatic means, such as collection, recording, organisarion,
storsge, acapration or aleeration, reerieval, consultation, use, disclosure by transmission,
dissemination or otherwise making available, alignment or combination, blocking, erasure or
descruction or any other operation or set of operations otherwise defined in applicable Data
Privacy Laws, This also includes the processing of personal information in structured manual files.

“Institution Third Parties” — any third parry that assists Insticution in performing iss obligations
under the Agreement, including an affiliare or divect or indirect subcontractor of Supplier.

General Obdigations of Institution:

. Compliance with Applicable Laws and Permitting Processing. Institution will, and will cause all

Instirorion Third Parties ro, hold Personal Informartion in confidence, use Process such dacs only
far the benefit of Navarts and its Affiliates and Process such information in compliance with (i) all
Applicable Diata Protection Laws, (i) the Agreemenr, (ili] any consent, authorization of a Data
Subject or other authorized participant, $uch as subject's legal representative, (iv) industry
standards, end (v} this [rata Privacy and Provection Exhibit provided, however, that Institution (or
Instirution’s Third Party) may Process Personal Information enly under the written {nstructions af
an anthorized signatory of Novartis.

Ta the extent thar the Agreement involves the processing of personal information owned by or
licensed to Institution prior 1o or separately from the Services, Institution represents and warrants
thar such dama has been obtained in compliance with applicable laws and regulatons, including
Apphicable Data Protection Laws and all necessary consents and au:hmiuﬂ?ﬁﬁ.— including those of

Page 16 of =9 l:-...ﬁ:F
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any patieny, if applicable. Instivarion further represents and warrines thar Institation andfor
Novarris is auchorized 1o use such data as contemplared by this Agreement.

1in trials:

Inseitution shall take reasonable steps to ensurc that each individual whose Personal Information

limsited to r-pht of access ro view and correcr his or her Personal Dara, right ro withdraw consent
and file complaine or grievance if any, with the Insticomon.

o it iy B o e T

Within seven (7] business days of Novards” wrimen request, [nstitution will produce clear and
accurate infarmation stating who is holding and processing Agreement Personal Data, and in what
country they are locared. In all such arrangements; Supplicr will enter into agreements with
Supplier Third Party(ies) thar are substantally similar to this Daca Privacy Exhibit. Supplicr shall
provide copies of snch agreements 1o Novartis within seven (7)) business days following a written
request from MNovarens therefor.

Dara Safeguards, The parties agree to comply with the following:

{al Withour limitacion of any provision of this Agreement, the parties agree to comply
with all applicable Laws governing the privacy-and security of Personal Informaston
that Institetion shall create, acquire, access or receive as5-a result of chis Agreement,
eo the extent that such Laws apply to either party.

{h) Institution agrees to implement administrative, technical and physical - secaricy
igasures to protect Personal Informaton, from (i) unauthorised or accidenral
destruction, (i) theft, forgery or loss, {iii} rechnical faults, {iv}) forgery, theft or
unlawful use (v} unauthorised alieration, copying access; or {vif any other
unauthorised processing,

(c] Security measures implemented by Institution must take into account (1) the
purpose of the data processing, (i) nature and extent of the processing, (i}
assessment of possible risks ro rhe da subject; and (ivicurrent induscry best
pracrices and state of the art rechnologies; including bur not limited 1o encryprion

}] of informarion at resr and in mansic. Security measures shall be reviewed on a

(;)"1 pericdic basisand updared as reguired.
%(} All email communication ‘with Movartis, especially those nvolving trial related

information sheuld-happen via secure ‘Institutional email 1ds'. Exeeptions (i.e. use
of nen-institutional email bds), if any must be discussed with Novartis and a sccure
communication solution, as mutually agreed and i line with Novarts® security
standards, is implemented.

iz Inscicution shall not sub-contract any of its rights or obligavons without the prior
wrltten potification to Novartis. In the event thar any Institution Subcontracror
shall hawe access 1o Personal Informarion, such access shall be permitted under a
need-to-know basis and enly o the extent required for the due performance of
Institution’s obligations, Insticution shall emter into  Agreemeats with s’
subcontractors that contain privacy and security provisions that are eguivalent to
the provisions under this Agreement.

(f) Institurion shall ensure that personnel who will be undertaking the Processing of
MNovartis Personal Information, including that by Instirution's Third Party (it any)
have appropriate skills. and privacy and security training o handle Sensitive
Personal Informaton.

(g} If Inmstitution disposes of any paper, elecronic or other record contaiming
Agreement Personal Dara, Supplier shall do se by raking 2]l reasonable steps to
destroy the information by (a) shredding; (b) permanently erasing and delering; (c)
degaussing; or (d) otherwise modifying the Agreement Personal Dhaca in such
records to make it unreadable, un-reconseructzlle and ind:;igh:ra ble.

g
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(h)

[nstitucion shall maintain procedures to detect and respond to o Daw Securicy
Breach. Institucion shall norify Neovartls of any Daza Security Breach within 24
hours of discovery of a dara security breach. Institution shall promptly make
available to Novartis details of the Dara Secarity Breach and shall ase commercially
reasonable efforts 1o Investigate and prevent the recurrence of such Darta Security
Breach. The parties shall reasonably cooperate o remediate a Data Security Breach
and prevent any recurrence; Novarris, ar its sole discretion, afrer consultation with
Institution, shall determine whether and when o norify any individuals or persons
{including Gavernmental Authoritics) regarding any Diara Security Breach affecting
MNovartis Personal Information. Tnstitution, as determined in its sole discretion, shall
comply with all applicable Laws to which it is subject with regard to the Dara
Sacurity Breach,

¢ UW
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ANNEX 3 NOVARTIS POLICIES

1/ We, the undersigned Institution and Principal Investigator for seudy number CTQ230A 12001

declare that | have received a copy ofy

fal Movartis global Anti-bribery Policy

(k) Professional Pracrices Policy

[ £ We, have read the palicy {ies) undérstood its meaning and shall comply with the same.

INAME OF INSTTIUTICON]

By

Mame: B, K Garg

Title: Member Secie

Gl |

b

Diae:

[PRINCIPAL IRVESTIGATOR]

By
Mame: Dr. Sudhansha Kumar Dwived:
Title: &%ﬁ"hﬂf

Dhate: '%1 JUHE?CII'E&:

_ Rasasrch Call
King Georga's Medigs! University

| H L = iy
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1 Intreduction

Furposa

Mearl s vizlen s k) be achesied leadear e changing 1he prectice of medicine. Consielant w i thy vigior,
Mevanr s is commitled Lo The gaime hegh glandsrd of ethicat businema conduct waerewer it dees business.
Movarfs has therarc e adopted a single sel of et zal preggles that shesld be applied in daily dacsion-
Imaking by &l Movarlia Aasgeiates in any cuslomear inte:actan and professianal praslice refsted Jctivils,
incladir § 1358 pol spendeally covered by thiz Policy or relatac documents.

Scope and applicability

Thiz Policy app ies to all Novartis Assaciates a5 well a3 gl professional oreclice-relatad activitias
conduciad [y Lhind paries on bekalf of Newast 5. Al such actlviles must be condacted in accerdance with
Iecal ke, regulalises and industry codee, whick may be rrorg sieogeal thas Ihe réguirgnerts qutlined i
tniz Poiicy.

This Policy sewves @5 (e fcundal on Far B3 Guicelines C'Guidetinas™; and lucal sancaid opevatng

poced ares ("S0Ps™ all of which peavsde sdifiticaal requireme va far expecied behaviess. As & resalt, this
Palizy should oe read and applied in sonjunction wilh fhe Zu'delines and othar refarancas noluded In
Sozinn boof ks dogument.

Thiz Pelioy is a¥actie g of Maizh 1, 30148 and mueat oe implementad by all Moweitic afiliales 1 eolbaess
1ne existing wersions of B divisiona Aiclesslonal Prechioes Falicies

The cwwrar of this Professanal Zactices Posry (P31 i3 fGroup Intagrily & Compliaaco
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Z Principles

Fut patients first

All lreracliona wilh our custame: s mist
vltimatey bene'it patiews by enkancing &
standard o carc, -gising awarengse sbout
disesses and Lhe .- treatran? opliens, o

b iz cxanlrlbaling Lo {3e ethicet Jalivery o
healthcere.

Wha will Ir2al pacient fformation wilky rad et
prolecl confidentia aly whers required oblain
inforrred conaent, ard be tra-soaréant walh
palients al al Limes

e sl prolect patien safety, § &0 Asa0ciate
baromes aware of @ produel-rafaled rlak or
conolals; (e.g.. adverae ewent, manuiasiunny
delecl or produs fallure redalerd ta Novartis
prraducza {approved ar invastigaded) it must be
repales @ perely reanner

Fund res pongsibfy

Extemnal fyneing. including graris, danations and
sponsarshios, must anly o8 Given Lo oy himasle
eI AlaNs 3rd prownded ir & wey thal profects
our repulation. alicns wih soeisly's expesations,
and is congisient with the Mowa-ia Mission be
discover 1w Ways I imarove and sxlann
peopke's livea,

The 2amz rules apply for 2xarmal nkind suppsort.

Act with claar intent

A Lryslad padleers i healkthcare, all af oar
activites Fuet hawe clear grd 1 ansparant

o3 ecllwasg that ara acourate. Iruthfil, nat
mialeading, and sppropriats ko thent anliens&d
COHT L.

Mewvarhs niay sandus] prarmiginasl Bad non-
promoiieaal eotvit ee throughowd the pradoas:
Wecyels These activies ensurs thal procucla
are geve oped o meat the rasds cf patenls, 1a
advance goenllfic snderslanding of diseana,
incleding dizersa management and Featrma i
tex'cosmas, ard to discuss the appropnale Lse of
prisuchs,

Man-ateriatbonal as wiles should naver be
canoucted in @ waw that are ivlended ar
DEGENC 2 BE pramotionat.

Engage appropriately

Aszociales izl nat cffar, apeicve, or pravide
anything of waluc wiln the inlan: or corsequence
of naporopriazely influanciog Or renErding cur
custarars far e use Gf Novaris omducts

Movais may chazse by Angage heall ncare
pralessnnam o cibar cuskomers 13 pemdde
neseesarly And Ilmate serdices 1o ralp ue
ragearch deveop. ancior promuke Jue prod s21a
Ary compansaicn mugl ke fora bana fica
seryice, sansistent wilh [2ir narke? skl
properly docurmanled an:d accourted for. and

d felened where required.

Allomatsle lerns of valve, when provided 1o
cuatomers, musl b meges] 2ascnakie.
wrirequent, free Trom a2oiual and peruenmed
acnf s of iremsl, and disclesed wnare
required.

Rasearch for the right reason

Rosearch and dewelopment ozl oaly Be
coducted to address vahd medica” o scird fic
questins aimed al enhancing ostient carg, Yia
mus: Slways raspest ard Jrotest e gk safety
and well-be rg af patierts and animals and
seleyuerd thawlegrdy and valldily of the data
aotained.

Heseargh and development accivitias must Sk

eciablishue elvcal and scientife slancards ard
ke conduesec by cua feed invastigalrs.

Fesearch and development aciivitiss rust Aayer
b= oremolional ir- aabuee,
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3 Policy

3.1 Clinical Research

Mevarlis musl conduel clmica pasaarch Ffor the mght repoona Researsh most be conductod anly ol s
scie-iically va id ard designed 1o 338wsr re evpnl rmsdical, acientiic, or heallh ecotdmic queshans. I
sl Falkow the Novants Peetion an Ciicieal Study Trarspaceacy anc the Movaris Caaily MMenear,

Movarhis Bssasates must always puk patienta firet anc pretact kel safaty, I an Asceliate hacoMmes
aaare o an adverss evant re aled Lo any sedy o product, Refsae mudat report B accordirg o Mavans
Tiphal S dverses Evenl Reportag Siaaand.

Movarhis syppons the pubilical on of stody rasults na irely ranner and moat o wihhod or SUppress
data. We must pratect confidenl Al andior pacentable information, and perseral ndoematicr, Where
ranLred by lazal kews, equlations andfor indestry codis, Mavars must disckoze and repor any peymants
griransfer of valua rrade o HGPS ardfor terr imgitutione ‘o rasaarck. studiss ard thed pary mednsl

wr fing suppod far pulications. Al sublicaticns muest fallue Moests Giiclelines forihe Firhlizaticn of
Resuils rore ovemiz-Spaesorsd Sasgecs,

2.2 Pricing and Market Access

Sonvartis ey nlerasl wilh indraduals, inc uding |EGPS, weealved i+ recammens 'ng o coriding produc:
seimbrsement ar parchase of Mova s padess However thees interactions musl not Interferg with
their independoal judgrient ar be perceives as o pregerly rliugnaing mem. Itemcticrs may nchde
areas v 25 ussians K underate v e needs of governmers, payers awd puilic eallh organ 2atans

' 4, budgatary impasl ot aowe therapies) ar reaponding o specitic request ‘orinfarmaton (e.g. ormowvicing
aponam £ datd of papeane wfarmaion That isin the pblic dovaind Al auch discussions must be inalfd |
Ane moc rate 1Ftnese iveractians @ wilh oubhc oFiciaks they may be subjest B additiaral lBws,
raguJlazions and idushiy vedes. Engagament of HGPs Far prolesnanal eenaces who 8re forrelary
gommittee members must be Jisclosed accareng b7 looa swes, regulaans and ndusing cooee. Jiscounts,
rabates anc aiver paynents rust b2 sotoretey ard appiopdate y remorded in cor books ard recems.

3.3 Pre-Approval Communication and Scientiflc Exchange
Produate Must only a¢ promaled consistant with approyved labeling

hovars suprene tha ight of the selenddic comrunity and 1ha pub 1o e inficrwed cancerning s=ertific
arg ~edical nrogress. Therefare whers allowed by local leas . regulations, and ndusiry sodes, Muvarlis
may axcharge scienl Tz informetion. This rmay Inchede communications at selerthe events, puslic
disclcsire ol inforeaticr to investo-w sharchalders, govamments, rembursemert acenc’es or 1Fair egerds
ardd aubdic heatts arganizad ang

M Ay receive unsalicltad requesis for informaton oa unagaroeed drigs and indecst ong [CA-abe )
fret HCRs, patianl s:gaizaticns, and othar stakeralders, Dnly the Medical funcsicn i~y priads such
infGabon 0 respanas to these réquesls Movertie Aesocialuy who receive uraclicitac requests for off -
Iame 1aformation must leewand sugh requacts o the Medical unstion The respo &8 proe ded by the
tdedical function, nreluging any malerials, maest 08 aecurste, not m sleading, nel promeiicnal in Fatare,
ralat: solely t9 1he subject malter of Ihe requeat, and in cempliarss vk local lews, rugulalicens snd
sy sadas. The Metical fu nefion shoukd mainizen witben doee meation o uageheizd requests anc

"EEEONEES.

Mowaris Med cal Scienld & Laisons (M3Le) may mlerae! with HCPS throwghout ik lifeoyo e of a procucl
fartne purpcse of eechanging Bsiarthc infcewation Interactives must oo be promotonal inany way and
musl Tarde CleAr intenl and Lransparent obijeciives. ,j.'r
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3.4 Pramotional Interactions

Lngn receip: of mardging authonzancn, Mowvartia may inta-act with custamers, efiber diacly o viz 3
thard Darty, 0 premate Movartie procucts, raladed fealures, and benefits. Ali intaracions vusl Fave claar
intant, transparant objeclives, Bnd m.s! noi interesa witk the indegpendance of cualamers.

Frodygs rmust only oe promeded congisenl with approved labehng, as approvsd by the acal requlaiony
zulhor ties, Argong paarmoirsg & Novaitia preduct mus be trased eed baye gofficlent knowledga of e
proiduct 10 provde ful and eccurale oracuct inforration

&y malehals ceed Tor purposes of tha inze-action musi bo approwed in Axearderes wikh the 23
Suidaling o Framofional ang Noh-Framcions! Marenais and local laws, el latiens and
I sty codes,

3.5 Promotional Content

Mavartis may produst and disseminads covianl {aneted, alectionizally, 2nd orally) to ‘nform, scazale, or
promole ns progucts. Al contant must be accurate, fair, balanced, truthful and not tsleading, based on
adequale substatistion and cangietent wilk: the scone of a mlevanl producls mardetng awbarizasion
Conlant must be raviawsd, approved and apdgted, as requirsd in accorcance with the F3 Gatkedo oo
Paenoliong! s Nas-Nromatianal Metenals ana lazal laws, regulad.ons and ndustey codes,

3.6 Items of Medical Utility and Cultural Acknowledgements

M zvarfis mugl engage approprietely with all costomers Whe's poee o by local I3ws, regulations anc
industry codes. “tene of maizal utilily and cullural seawlregerments may be ofiss=d or provided to
H2Ps if suah darts are rmadest reasonablkz in value, cffered on an cocasiona basis anc accordiag o the
Pa Guidening o Mems of Medico! LIy ang Culuess Sehndidagsnsn's,

Gifta {inch.ding peracarl gifts} or promatiesal sids. whether Brandee o wnbrarded, s ot ks provides
ta HCPs ar tneir famiy mertbers This ntludes gasmeants m cask or oask equivalents (such as git
Eorcakes]. ems macs available to 1P for u2e dur ag kovaris mestings fauch 83 pans a-d neds
pads) must ot relude any Mavaris product or compery Erancing.

M xvacls Assecialas MLt Nt uss ther sat porsoaal funds 1 provids qits 1o HL Ps,

3.7 Samples, Demonstration and Evaluation Dev|ces

Yurere rermitled by lacal lass, egalasions, and indesine cades, f-ee samples of Novaris pha-mace gica’
products may ba prowvided to HCPs authorized o prosc-ibe Lhat areducl narde booenhance patlent care
gr provide expanence with 1 produd:. Pharmacculica samples musd be parmanen; v labeled o5 zarralea.
ard ~rangged woh gysiemis ol cantre and accountatil 1y, They oruet never ba regold or cikFerwisa misused.

Qg Ihe Sountar (OTC) oréduct sarmsles may a8 distnbuled direcly 19 Sasiomers where ernited oy lozal
I3 &g, requiations. aneg ndy 510y Codes

Caménsleaton ad avalustior cavizas o ay ba provedad rds of charge W an FCH of ACC for o mited ard
agrees -Lpan duerabicr, 1Dgvlees provded erugl be ahe ed oppropriataly and most ot be orowvded prior to
receipl of matketrg authorization %or their intendec use r thal ma-et. Title o tha davice must rermzin wilh
Movarts for dhe antire Suradion of the evaluaion and davicws Hustnal be stored at any HOP ar HEO
fesilily when agk ungier evaldation,

3.8 Evenis

Mavarkis ray Srganize sverls o lurd svenls arganizcs By third gartios Ihroughaut L product ifemele
wih the ogledive la prosde szentific rfarmabon ar cdusate custemers about our products or spplicat
dizaase arees. All evente musk have clear abjectves, be funded responsibly and alignad witn Movartic!
TizEin, in g way thal mesls societal expeciations.



Everts must have clear purpogse and be ransparantly canducied, 1T the prarpose of She event (s ron -
prarmgieenzl wie must not use materia s with brand eelors ane logoes o any sroevacional fonter) anad awid
any sercestions of disgaiead promedion.

Cormos bpas of evenss organezed or funced by Movaris are:

- Promaticral speaker prog ams to edwcale HCP2 an Movaria products or epplicanle dizeaza a~cas.

+ Brigatilic mer ngs ¢ fAciltste legitimace scientific detale, gain oF orowde seentlfic or medica
efucatwinal iInforratmon

- Disaass awarcness programs L incresee knowledge and educaisn abaut dizsanes and their
rmaragenenl.

+  Inveatlgator meslings o iniliale, update, or oleas-cul Moverlis sooreaned ar supporiec studles, Such
meeings T usl be ~anaged in appordance with the requiremerts of 1he relgvant investigator sidy.

«  MNouarz site visits o cusionsars or regulgiony aulhorites, §achvisis must be coordiouled with Lhe
Izcal sita mar agannier

= Third party cangress or symposia o arewsde medecal ed s ation

Yovartis Assoriates snould oraarize avanls in accorcancs with 1he S5 Geagedine on Events and
Frofesoiong Mesiings.

3.9 Venue, Travel, and Hospitality

Al ayeals. neetrgs, of Aclvities mus be held irca venue aaprogariale for sciantific ar od seatonal
sucharge 233 in 2ecordance with :acal laws, regalations, and nduetry codaz. Novartls sl ovel] $ences
that mey ba parceivad 34 cxlraysagant or ape ¥ 00 inapproprate Imhuende Fir Mensart = -poocaaized avents
re'rethrehis anelor meas incidarial i Lhe n&in gurpese o tne event may ba provided, iemdever b
prtedairment or ather leisuraoeal acliviies should be orovided o peng 57 by Mowaris inerectiors with
public officials may be apbject to additiznal laws, regulabans dod incustry codas.

where permilted louz ly, Movad a may fand HOPs bo abend evenls i their zousiry o praclice (or hermss
saurtey! Howeweer, Novartis dees net fund HOPs to attand internaliznal ewerls wih the exceplion o” BCFe
whe ar2 provding a setvics t Kovartis. Insernationsl e may be lunded ar by uander carain
circums:arce: whert HGES are engaged by Novartls (o provide professiong’ seny e, In all ingtarcss, we
must ensu ™ et evens fancing doas net interlere with HOP indepe-de nee.

3.10 Fees for Service

Mavarks may crgage with HORs and HGO: for profesaional services. silhe dire<sly or via A thirs party.
Surh services may inclrde the g ngagement of HGPs as spoehers fr promotional speaking progranns,
scientiflc standalones, of other events, consuliing engagemeris, advistry boards anafo: mecket
researcly. lreapective of ditoet éngagement or w8 a thitd pady, Navais is reepansible for BngAging
appropriataly ard Withtul the iment, parcapd on ar corsequence of inapprop-iately m'luencherg FCRE or
HZC s o the wse of cur producis.

Al engagemanta must be based or & leg limale aeec for the sevice. Any [P 2+ HCC engaged by
“lenvartie rusl ave e necessany axgeriwnge sndior capakilitios e mowds e E&vices. The engagenment
nusl b canfireed in 3 wiillen agreement signec by bath parfes befare commehting any senicee.
Sarmpersation for sendses sl be ressonable and at fairrarket value 13 relouon ke senicas
rrnderad. Engagermeit of HOPs who ac public officia = may be suect 1o 2dd tional laws, reg &l ana and
industry cofes.

Crpaa-country engagemants of HCPS rust ke approvad by oaal fied Novartis Avscoetes fom the HOP's
pracikang e, ntry for conpllance wilh local laes. eguldions and industy coles. Comparsal an far
aeracan LS be pail Ime the HCP"'s procticing country. {,

Mowartis Assneales must fulow the B3 Suidefie un HCF And ACO Engagoment.y
!

L
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3.11 Interactions with Patients and Patient Organizations

Moweris mey inte-acl with pafients, caregivers. and patant aganallens te urdersiend their parspectieg
and prende krdw cdpe regarding d 2ea:2as, traatrants, and 1% sare, Alimeractiors mas: be ebecal,
tranaparent, non-promedional, 290 Gohsatent win dovartis ' missicn and maintain the independenca of

the patlent and palient organizations

Mowzalic rnus? et pationt |aformetion with respect and profect cohfidenliallly, We ruet nat scceo
any patlers or caregive- informafion fram dh'rd parcs wiless ke patied sr cassgiver tes ordwoded cxphcll
soneent for the arcvsion of the nfammat on 1o Neverdis.

In mos: markess, inle'actans with patierls are non pror otiaeal sctiviliea ard most not B8 otas ber, ar

m s wiF, promoticnal purpesas Prometicn of prescription-or ¥ produzie o paberts deed-e-ranseeer
pramai en, "C75" = not adowad n o Teel counbries, YWhare such promicacn -5 alkweed, (b rust stricthy follow
the Applcs ble lazal lws, regudabons a1 indysiey cades, Advertiserneeds far palient recruifmed in public
milla, whese perwilies, mas net he mianaed for pramoton of & produc.

Mavartis =y eng age wdll palieots ar patlent organlzabon far eerdses. such s padic.osfia~ in patiant
adviscry hiards . All eqganeniera must e Baasd an & legitimalka reed far ke service and condic Tt
in 8 wrilien agreeraent signed by bath parl as befare cio wending any Sevizes, Compenc@ian or
serviees Mush be reassnabie invelation b Lhe sen-ces rendared

Blovartis may aleo provide financial =nd othar sLppod o patients and paliand o garizaions S0
suprarl may & n the [rn of Pallenl Suppen Programs ['T5Ps"), Patlent Asslslance Programs
tPAMAY, funding 1o suppaorleslablish patient arganizations, sk,

Mrwarlis Azsaciaes muz; lallow the PR3 Roddedine ar Infarachions wilthh Pafants and Pabed! Ceganmealions

3.12 External Funding

Movadis may presede funding gr olher sUpar to emeyna onqar zotions, — his includee grants

donzticns, Jencing for maizal ed dcalion sush 88 praceptorship programs, a0 Sponscships. wWa
st fund responsibly, r @ maneer Ikal mantalnz car repeiation alicns wih our mission 1o ciscover Jgw
wayd e Imprave and exdend pang e's Jves, advance mec cal ar scientific knowkedge, anc suoports
communibies whare Mlovartis Associates e and wors.

Zxtemal Tl ny Sr supace must anly he giean e 2 hmale orcRnizations, newer ta individuale ad in
accordanca with tha A2 Suidading ot Exddmal Furding. IErost bave a claar ard colined oL rpase
Sund:ng must 3o reAasanakle 2% e ase o bt of the anwity being Turded ang prepery 1racked,
decumented, reparted, ard secounded for, as requrad by locel lzwa, ragulal anes and ird sshiy sodes
Where appicalie, funding eusl follew the Movams AngeGateny Palicy



4 Definitions

Adverze Event

Ar advemse ewent is gy un'averah e medica oooumenoe ar unintenced sign fincleding an abnenal
latsoralory firdlig), awmplom, disEaze or injury iEmpomally asgseciuted wilh e vgse of @ medlcal devios,
medicingl er nveatipational precucl, In palienis, uwsers, or other peraang, wnether ar not it is censiderad Lo
be related o cr dust b tHe £ oadec]

Customar
[efined broadly as:

+  Patienls and palent arganizations
Healshcare padnars, including but ot . mited to, heakheam profaseianals, healtheare argaslzaters,
pavers, thire party dislibuiorsistalesslers. supp iars, irlarmachanes

v Man-HGP Relailers

Caregiver
Somecna who pertielpales 4 or makee mecizal decisions 1o paller1 Examples of sAregivers inclede
parerts or legal gua giars, speuses or parnars atull chidren, relatives, or othe- ‘sands.

Disease Awarenass Programs
B procrEm imtEaded 19 srowvice informration awareness, of stucaban regacding heatth and ciseases and
their mranagereant [0 the gerersd pub ic, potenlal pahents, or HCFS

COver the Countar (OTC) Produst
& procuct marketed loe use by geneumer withouot the: algreenhan of @ AC= in order o obtin & preduc,

Cultural Acknowledgements

An inexoersivz Tem, nol relutes W the practice of modizing (3153 re'errec o 83 'Countesy 5], involving
hie MG ar therr immeadiats f=mily merabers o poknossdge significarl nalional, cullara or rehgizus

nzl dEys or everts.

Donation
Banchl grarmed 2y Navartia 1o egitimate ergorizatons far en zhruistic and speodied ppese, whera
Movaris dees nat expact o reeelve any benedit, considerative or $ervice I relarn

Event

A aonfrtance, canaress, syAEasiiem . ar any other mesting of 3 $2enc, educatonal, of prelcssiosd
natu-a argamzsd or furded partia i of Wwlly by Novariz or s third parly lo dissem nate knowl=dce

enF anarg in‘omation, inc-ease keawledge of Movartis pieducts, pravde sciactilc. Sdudalonal angsor
profess aral afarmat an

Gifts
Renadits of any kird given 1o soveone 35 2 &n of aparecigtion ar fiendshp wilnal expetiation of
recaiving anylhing n retusn.

Grant
independently -equestad conlribuiion Sonveyved e 2 legitimate organizaliar foe 2 spesifizd purpose wisalt
agreeranl o intant 1o woeive 2ny kangible benet {3 magsarile ot quan-iizble and chjeclve perefl).

Healthcare Qroganizalions [HCOS)

Any legal ey (such as o campany, tartnerehi, or heglthcara instiuton,, whether pablic g prlvate. that
afferiprovide Medical Servicea o paticnls and rey orescnbe, driden, cigoense, recommgnd [uchasg,
supnly, administer, lesea, and uSe Nowartis prodass. and 21 mambers of the r afice staff, asd med L3l

assucialions or arganalaons ||I
.
-
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Examzles of HTGS ind e, plysician practices, Foepitals {including anleersty hozoitals). amb .- alary
surqueal cenlers, phamracies, dlinize, nu~siny faolibes, rmandged CAre entlies, group purchasnag
arzanizefions $EP0E). apacialty pharmacies. medica secisties. and businesses tared [y an i-dividual or
groap ol HSPs,

Healthcare Professlonal (HCP)

Ay memioer, studan®, of eseRche of the medieal, oental, oprometny. apticiany, Fharnacy. ¢ narding
profiession or ary ciher person, soc al warkers. < inical psychoogists, farmularg committea members, @
pharnacy 5 Meraieols (PET) cormmiler members who nta courss of his or hen JIeiessior a2 activities
pravides wed cal aervices and may praccriba, crder. dispense, recammend, purchase, supply, adminigter,
lgace, or uee pharmacaubdal grecudds ardiyr med ool eehnoogies, and all membere of their Sfike sta'f.

ltarne of Med|aeal Uity

I‘)6rs given we HCPs thal (1} are intanded for the d reel edusation of HCPs gr pabents, o are for yee by
pabnls B assst Lherm i the adminesteaban 3F shar Irgabmer! or management of freir conditicns, end 2]
de- not haws walue to FCPe auleide of the scope of their practice and egucativngl newd

Medical Sarvicas

Fadarming of ardaring any xarmi wabkan, 1282, ar procsdusg ;o d-agrease ortrea; any medizel or health-
elgied igaus, or filling a preecripiion for 2 chearmacaulica! o- cevica preduct that is Ahgikle tar p=yaans by
SOMEeCHA |:|.'|.'|'|F_'.-'.H-E|' naA :,II}' 1% F‘:-uhlif_! ar FI’I‘J‘HIE] alher thana ;.’!lH[iEl"h'E:ElI'IEIJI‘.'EF

Fatlent
SNy parstn whz may recave 3 dfeschplicn for, and'ar ' ireated with o pRarmaceul Sal arodest ardior
medica. tachralegy for is e ner indisdual nesds.

Patient Orgamzation

independant orgamzation whizh has Fe goal of provicing dired suppart o pecple afected by an illm=es or
sdvpcating for, among ather titings. patiews’ righta disease awareness anc oatiard inlormatior i one o
rrcard erapeidic drags, Such organ zalkons gre oltan estatizhad By pal ents, Lhear faesly meer jets ard
cacgiivers bal imay a o ealuda Heallh Garg Brodessiarals |HOPa), volantea:ss and palicy makers ancng
ther mambership origadership

Fatianl Support Program

& rragram hal irvolves dirgel of [ndiress interadlons with a palent or aatien’s caregiver role-1entec by
Movaria of a third-pary on behalf of Movedia Examples -clude -elping paliznt= eransge meadizatian
acerimistraticr and achachds, provide d $6358 managemrent sLaps or pravide o arranga for nangiol

aszislance for pezients who csnno; effard medicaticns.

Fharmaceutical Samples
Free pramazeutical preducts sappl'ed ta HCFs authorized bo orezerbe tyat prodoet in order ;o erab'e
HPs ) g ki s b gant gopmrsariey in degh e will fhe aeacfucl

Fromational Aid
MNon-moneay itema that are Branded cr inglude minimal informetion interded 1o promote Mowstia or BB
ardducls Exdrnales af Promalionel Aids includs per=, mousapacs, anc miciofioer cloiks.

Fublic Official

+  Any glecied or appointed afficer ar empioyee o 3 3overnmet ar govamiment dagartmert gova-nmerit
agercy, of o 3 campany manesd ar paraly cwnees By 8 gaurieient. Mediea 3 ssentfis porsonne
Qually 25 pubilic officiats when 1hay wark at 3 hospiza | clinic, universily ar other siecilar f3ci ity ownec
ar parfially Wik Dy 3 gaversanl,

+Any zlacted or apeeinted afiicers of employess of piblic Intermallanal argamzakans, suzh 25 the
Uiriled Matiors



= Apy peregn agling in ar. gfficial caoecity for or on ba-al! of 3 govartimia -l & & gddarnmes depaAmant,
government agency, of ol & pubks [pRoraDklcngl crgnn@abon

v Policiars acd candulales for a palingal cifige
Ay il peresn wha is coaedarsd ia oa 8 puohc offisal acearding te agpheable laws, regulirons
ard indust!y cedas

Research and development activities

Achivl es condugsed 1o obtain scierl fic end ¢l nical knowledge In oeder o address ynnet redicsl neads

I heae a-wities incliede clirical anc son—slin 21 sludies, exalorsiary aarky alege rezearch, invastiga:cr
meelings, studies in human subjects or involving hurma voatient dala, ard amimals o £ ologizal matendls,

Scientific Exchange
Zallection, sublicalan, dislitsalon ard ommunication of scientific knowledge fanowledge ralateg B,
derwed [ram o uaed in sience for sharing), whizh may nclude ofar atler goacgiting £ Movarts product

Sponsorship

Agreemanl by waich Movartis, for fhe mulual benefit of Mowaris and The sponsared parly orowsdas [uncing
o esrpidish @4 assamation netween ke Navartis' imaga, Erands, w servesas and 2 sponsoed evert,
Aclwiy, ar OrgAnZEon

A



5 References

« B3 Guidel ne on Nems of Medical Urlihy ard Gulturat Acknowlecgemants
B3 Gukdelne ar Blarkat Rasearck
+ P iSwdebne or Interactions with Patlesis and Patierd Orgedizal ans
+ P35 delne on External Fanding
1+ P2 Guideline on Everts end Profassicnal Mestrgs
- P32 Guideline wn [ 158 and HOO Engagements
= P2 Guidelina on Prorotional andd Hon-Fremeol'ona’ Maicrials
= Mersartis Anti-Brib2ny Pal oy
v Maenrtes Pesttion on Clincal Sludy Transparetsy
Maverbs Gude ne far Lhe P ablicgtion of Results fram Movarls-Zogngored Researc
= Movania Quality Kanual
Mavarlis Gloha Adveras Evant Rapon tg Standard
v Moverlis Third Pary Gudeling

6 Implementation

Tralning

Associales misl ‘armalianze thenaalves wik this Podicy and the re'evant Sudeinaa referrad to i this
Polizy. Azsoniates must @t Faincd 0 ine weh the Movatis wwide complancs Sraening surriculy, m, Addizional
[P2umity regremerss for Aegociates and third peties conduching business on behalf o Nowarizs imay b
qdefined in local 50He.

Third partias

Thirg pearties inwowed in zancucting activilee cowerddk by 1hig Folcy ahd on behal” of Nowarlis are expacted
to coraply vk th's Policy, applably [2ws acd 1o 2dhate 10 #hickl business sractices. Mowurlis Assosiates
canzrasting thisd padies ane uRlmalely respoesibla for hiow thied oaries corduct these acinaties cn pehalf
af Navarlls.

EBraach of this policy
Failure Lo corply wir th s Paolicy may 1ead to dieciplirary anc othar aclizns, up B ang raluding
Temination of empkyment.

Reporting polential misconductmon-retaliation

Any Ascsociate with knowledge of suspasied vesconduct st repart his ar her suspes on promiply in
accorcance with Lhe Basness Prgdices Difce (BPC) procasa. Aesacistes wad repart Satental
migzanduct in good faith or wha provida in“ormatan o othesese 25500 any induiry or nvestigation of
prteTtial Tussandust will be pratected agalnst retallasey action

Exceptions
Mo expepiions can o8 grantes Tori comoliarce with epplicabla lzws mugolaticns and induslry ¢odes The
Compliance _aacerehis Team (CLT; will rewviow excaplices e abed ta s Palley.

Respansihilities

1 is -he responsibilty of evary Movartis Manager to adlheee i Lhis Pel oy wilhin Big o ner asea w7 funclianal
respnsil by [rad oy esamplz, anel provide goidanze 1o the Asaaciet=s apoting (o him or har, All
Azencizlea are 1eepaneible for adharing to this Poicy.
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Glossary

ABaaaclate — Jdirastors, oficess, r-anagess, and cmpleyess of Movarlis &45 and its aTliatss

Buginezs Dwner - The percon frgm e bueinees uni who requesie or sponscrs the engagarar
al a Third Pary and whois iespansible far be Bogingts Impact of guch engagéan et

Gampliancu Canfimation = & Campligroe Carpirmabin is a3 sdleatatioon rec ezled rom Lhe
Thisd Farty to confim taeir come iance with the 2w and o zofem o walleity Gf the énfarer & n
collected as part of the cue diligence. A famplale for the Sompdiance Gonfirmation is attachad o
Aonex 5 oof tag Gudeline,

Do Diligerce Checklist  The Dwe [(Moenga Cnecklisl 42 a documend taatl iz ceagnad to kelp
-he Due Ciigence Coordinator 12 conduct and document lhe 'tarls rededen b dbe e diligensse
This shagilist diaaued By Sroup &G 9 net an =xhaust va list ket ensuras that the main saumes of
infe:rinzlicey will be callesta:l.

Cu+ Diligance Caordinalor = The persca who recenves 1he regqueat ta param e rak-bassd
Cua Ciligerce or tha prespective Thind Faty

Executive Surmmary — The Execulive Surnrpary i% & declirmer lhal captures &nd somsr- anlzes
e infarmation collecled duning the due diligence procass, 1ve identificd Rad Flags, o propdsed
measyses b addredss the nske Idevified with the preoos=d Third Pary engegement, and Lhe
decision whethe- crnal Iv ercage e prespect.se Tined Fary.

Guidaling — Tha torm Guids e reberg bo s Anli-Britery Thed Perty Gudelme.

Meterial Change to the Stracturs of the Third Pary - A saleal grange ta the struciure ef e
Third Parly cowars tae lolowar g Two sAualions:

(8] Chanps i1 ownershipsontrgl: tne Th:rd =ary or ary peracr whe Controls ke Third
Farly itzs a changs of Sonlral. "Control® in b s conbex] meang R daec] ar ndiras?
awnershig ol more than S0% of -he equity isborcsl or woling eghts in a sorporalicn o
ousiness erlle, or b ablhky ih fagl to consral toe manegemenit dacizions of such
corporaficr or buairass entily (o4 . By the AppoRirtent & o mapanty o ihe diresms or
~Lanagement or athensmae)” of

(bl Thanga ta menbeablp of ke executosa body of tha Third Party; 1M & it a chanos o
‘ha rmermkerekip of the execdive body SFthe ~rd Pady  Toe exampls, a drange so the
execubne management of bee Thisg Aary (wy., CEQ, M=1t0 CRO]

Quetticnnare for Third Partles — The Quastionnairs is casinresd (o ass 57 e Due Dilganoe
Loanidirsales o gather Informatler from tha Third Pa1y amongst clhaes ab-oul sheir gt s thae
awrershlp: and struciure, gowacnment relations, com plianca wilh lass and carmneercial iebeences

Fed Flag = & Red Flag s nfarmnatlon thel indicates anincreased risk o7 corrupkion or anolhes
palential iss 4 with a Takd Party, such as any urdeglrak: 2 characteralic that parair to 8
cotpany s ownerahp, business scructure or selatianships andfior complla 1se witt Sws.

Third Party — Tha tarm Thire Pasly is dofifes s Secnon 2 & of the Anli-Bribery Poluzy as ary
natural paeson o lagal gntlty wik whom Hovartis ‘nleracts anc who pesgs. dusz g the nature of
IFelr by2inese, a particular lavel of brioery 5% Zechon 14 af this Guideane sels out the specifiz

lypes of aervices thal pose & sribery rlgs.

i
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List of Acronyms

DOG - Cua Ciligerce Cohordematar

Group IBG < Groap nbegnty & Campliarce
LS — Local Gerphanee Dffiaer

PEP = FPaolilically Exoosed Serson

RS — Regioral Comolianee OMicer

Fraup L&
Mugwienr L 0 0p
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1 Introduction
1.1 Purpose

£2Jr epnfimyed cormmtment to ahical buziness concwct i= central to earring and maintining the
rust zesd support of oygr Key slakaholder goodps and reahzing cor aspgeton o be a trualed lader

ir. charging the practce el medicing,

Ta achiewe tws aspiration, itis asserfia’ that YMovartiz only evgages Thitd Parlies IFal wre sullalie
from en anti-brikery porspoclvc, W sxpbo] Thiad Parlies wibh waim wee wark 1o carply with
bailirery @i carrupdle lanwa Bnd to ebaernde ouar requirerrents concerniyw anli-brikcry.

This Suideling clabarates an seclan 2.8 ¢f ke Movariz Anr-Bnbery Solicy, and Qives &960ci8LEE
irstruciians as Lo the recaliernesls foe the menagemeant af Third =art'=e itam an Anti-Bribary

porspeglive.

1.2 Scopa and Appllcability

Thix GZugehng apahea to ell Azsociases.

It antars into forcs 2% af Way 1, 2017 249 "eplafas the proy ous varsion of twe Hovartis THd
Pardy Gu'deline dales March 1 2072,

This Suiceline is mal wiended i¢ ¢yerr fe o- suzereeds rmora rastriclive aws relaing e Bekeey, In
wddibon |2 thilz Suldeine, othes Movartis prnciolas and pracl s or e nvesent Soculhents may
apply o the angagerment of ~hird Faftiog peg. prefeselonal pracices and precunsrent rukesy.

1.3 Roles and Responsibilities

The Bousinuss Qwier was o imale responaibilizy “ar managing ang rubigating the bnkeny naks
aggaciazed witn Thind S=digs are musl

= canhrmn ine legrimaza nead for e comds @nilion aenwee pronaded by tha Third Party

4 jdenlify whethe 8 Third Pardy fall's wihr the sécps of this Suldelne

= ensure that the Due Dillgeroe Coardinator (DG ie prov ded wik @l nesesSaky
Ionmaticr to fulfill e reguireTenls aubingg in e Guoida’na

+  ualigaie the nfarmation c=zplored in the Eseoubive Sunmimary ans decide on the
mrigagermeal af the Thind Parfy

»  arsure that the Agresme povers the cotlent of the clausms listed in Secton 2 2.1

« marder the THird Party in adfereree Lo the cantract end iy eccardance wih e meqsurgs
Idenitfies In the ExBzul we Su-nirm@Ery

» define anapdil plan il necessary, for the Thard Party it cansyltation with OG0 ard _egal

Procurement shal. appoint 0O [ the relevan: -1arkel, where pessible grosg-divisonally, ard
& mall Sty nizabe the appoint el

The OOC & respongiole for

r  Serforming the due iilioence of =nsJring that i is peafeeaned foral new Thind Parics or
ewiazing Third Parlies wa3 fall within the szope of this Guide ng by wirue of the prowisicr
af o new genica (E88 seclions 2 °.1 a1d 2.4 .2} »

{1 NOVARTIS
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1.4

a  Zuppering the Business Cranar i making an in‘ormed deeiilan eboul tha cngagenent of
the Third Pary {soo sochen &,1.5]
» Wl fer ng and perfoen g a0y subseques assessmrents afler thy Third Pary has been

crgaged fyes xechan 2.2.2]

Ftnz Trird Party iz donsded i g ditferent courtry o the Mardhs conlradting amicy, Lhe UG of
the combraciing ardity may dwide 16 req1es1 support fom tha 0RDC of Lhe counley 0w iz the
Thire Marly is demicilac. I su¢h @ reguest te reade tha DOC in tal eauntry = abhged o provide

suppart.

The Local Sempliance Officar {LED is iesporslbie for advie ng the Busi s Qwne - and the
JUG, Y he LCO muat approve any $odsios i aursue the engagement of 3y Third Pacdy thatis
clagsilied an rnedicm or high dak.

Lenal is resporslke for soppoding the Businass Qwnar, a5 réjquestad, wher eraagin z tha Third
Farby. nelading bus Aot lirted ks the owverall adeqaacy ol the cont-act and inclusion o all
NBCEERAMY TIAUSES.

Tiie Head Lagal of tha local division & unil must approve any decizion to paraae tha engagamiei
al any Thisd ¥arly Ik at 1= claesified as high nish.

Group Intagrity & Compliance [Grooo 1&C) provides resources supporirg the relgu gl [n s
Zuidelire {e.g., guidanze, com—amicalias :3olkits]). Erey are rezponsible for keaging a ¢eMrat
sepoemoy of thasa resources A database of A3oalnted COCs @ also “1aintzines by Groug L&,

Third Fartigs Subject to this Guideline

& Third Party és eubject to 1h's Guiceliny if By ergage In any of twe aztivites specified oalow:

»  Sell ar recell or essiat it sslling or resellirg Sovadis praducls hroagh derman s generaticn
alnliar aclive prometion o a Bovartis podual

+ Aclon behall of Movarls cr assisd Movartie ' cealing wity gove mment sgoncics 0 abtalr
aerrnits. kodenses wisas, regalalary anargyala, pricing eimbursemery, gadicipationir
landers, atc.

= Aol on behzi of Wavanis or ass st Movaniz in dealing or ingeracling wilkh heally care
arafessonals

v Tonducl clinical Irials on beEall of Nevalis

Further guidance 3 supparl ke tentification of Thirg Padies Ihal fell vathin the scape o7 this
GLideline cen ba Found in Annex 6.

Dwe diliganse o1 Thed Fart €8 that ars aslacted a5 mandaiey global praviders fer ong or mene o
th adiviliers lislead alupve sl e underahen Bt the glabai lave.. Local argarizations engaging
such mandatory global previdas M e aciwities 1hat pre peolect to global dua diligence sa not
raqaired o perfarm: & separale dum ciigance

o ! NOVARTIS
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Anti-Bribery Third Party Risk Management

Tre manageme of Third Padias requres she iderddicat on. azsessment, rhgaton and
~1onitoring of she risk associaled with ke gngagement of Third Padles.

Th dulleralrg ek bazed due o' genga Bnd post-eppraval processes must be implamg-ied io
cnsurn thal The nsé 1S adequemdely managed:

ALE-Zxod Do DIBgEME Frocess Poat-ppnprpd PrLesy
rre. (Fd 1 The Tt o e
LI "y ﬁ ..
Clawsilieaslan Fug DEgs e Blaking ‘?ﬁ'ﬂ reting . :.:Mmhv':l.; "

e

guirmmesplalign e mrme—e

Risk Based Due Diligence Process

2.1.%  [re-classiiicaton of Third Parly

Sefore e eormmensermenl gf the due d iigence -ha Third Pary ~gs] b pre-cassing aa "o,
“medium” or "higE" risk, ysing tha Novartie Rlzk Clezsfication Metaodelagy a4 por the Begaonsitde
Propuemert Bisk Gesessrmant Srocees. TRE provides an indrcatior of {be cdskeadjusled eTiabs
~equired far nach sleo of Fve menagemet of the Third Pary [e.g., dua diligence. dédisicr making,
corirasting arc mesdoring] Risk gresclasshcaton s based on nsk-related factors such as the
aaogrephy, tha type ol senaces provided ars packgrounc af Tried Perty.

217 e Diligeence

The parposa of tho due diigence: is Ly

+  Confirm the pre-classiiealean threugh e collecticn and varification o due diligence
procesd relavant ndonmalion eelaling 16 Lhe Third Fary _
«  |denbfy anc aseece apecific ereas of g'ovaies rgk and seek jo ranigale thase rieks

Zor all Thing Pardias. infarmaton an tha Thire Feffes” baniress ownership & Mmanacerans,
covernmart relations, comipdiamag wikh awe, lcenaes, ragistrations, avd corificalians (sush as
Icerast to trade) and com rorsal references must be collected. An asgenlial companent of 1y
epercie |4 the full and accorate compoelion of B¢ Nowartis Anh-Brbery * Suestionnaize fo- Third
Sart gt Magestanna re) by tha Third Pady

. NOVARTIS
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Deparding vn e ~heed Party nisk pre-cacsivication, B oo e due dlllgerce actvtizs musl be
cornplated.

iRisk | Minimum Astivifiey Reguired
i Clasar|cation |

.Low  Basic Due Gil gence.
« wenlication of Guesticnnadine resporses

« Gobal screening af Thire Pary {sanckions and watch lists. ete.)
2 Copd s adverse evetnel & media ezarch of Third Pary “nolass
. language(e} and'cr Erglizh
! Medium i Wik Lowel Dras Diligenes;

« AL lew-rak due diligensa Bclvitias o us:

«  Sereering of key indniduals fsanct ang ard waieh 152, Po.tically
Expcaad Peracr liat (PEP), aic.]

i
i «  Condoet achvarge imlerret and madia searches of key ifdivaduals
i

I it efal Rwuagels ardiar Eaglish

: High Ewnanced Dwe Crligapce;

1 .

Al lgw and madlurn-rlak $ae d.agance eclivities olus:

« Laocal public detabaze searchas “aclsing an in-caumiey puklic
recorda inzuding litigetion rogulatory, criminal, bankupdeyr ared
directarzhup rale of the Third Farty

i | »  Cvarificalian af referenies aokected In Cuesllonneine

Grodp 15C identiras extemal vandors that will provide the adivibes lisled abhowe

where Lhe aulecane of ihe d..e d igencea is unclear dus to conficting criradequsls irormaiics,
bwe D0 Gk conewet leAner ivestigation Thes rey requ re somm anication wika the Thine Pacy
ba clarify 3w validabe thy irformation ollecled, e gasher aoatongl infarmetion. The DODC
chould diecusa end slign with Leget endicr the Local Carpliandr OFrer a5 i whethar fadPer
investigslicr by Clobel Security is needad.

Whirie Rerd Flags Bzve Leen dentifed. milbgeting end ranitoring reeaures [if availab 2] rouds] be
arppcEeda b address (e associated rgks,

Ter canclude the dus difgencs, Lhe ROG musd prepare ar Executiva Summary of 1he irformanicr
ol eclac and varfied during the cue diligeréa. ihe Expcutivé 3asrndry mds! nclide:

« afiral rislk classiticat o dia, ew, medo™ o high fisk)
= any Red ~lagh ideniied
+  any propossd mifiganng measuree a4 manitcoing aclivibias

In ordar ;o support an imfarmaed decisicn, tho DOC st Send the Exendlyg Sor™ary Lo the
Ausees Dwner. Incases where the Third Party is classified as madias cr higF sk ik«
Sxeautive Surmmary shall alsa be eent to tha LSO (for mediurn and high risk) and the ead Leqal
ST Mgk pisk anly: of & Ll o elginn nr ik

arounito . NOVARTIS
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2.3 Ceorsion Kzking

The Businezs Crner s rasporsiboe for demdisg whetter or not ©o engage ke Third Farty basee
an 1he reaclls Af the sonduded dee Duligance. For Thnd Parbies [hal ore clussiied as mede 7 nisk,
tha LSO has ta aoprdwee the engagernent. For Toird Parliees that gre clagsifine as high rsk Fm
LD and (b 3 el o2 af the edal division ar unit have e aparove the engagerient.

Dazanding onthe ok dassifcation ol & Trrd Pary, e lollowirsg luactions and rees mgsl e
i uisd:

Fizk

' Decislon | Conaultation | Escalatian ity cazs oF digagreemgnt aboyt :
Classiligalign | L L
' j | Riak Classification, | Thitd PaHy
:  Mitigation andior Engapament '
: Manitoring '
" Low Risk Businass  COC | Lo -
Cwnar i
- Madium Risk Buginesa . COC Requtdia) Complanee | -
Caer % . O (RO A et
LCD § " Ipwed vignager of pie
. " Opamass Qwogr
 High Risk  Busnesa GDG . Regions) Coechence Oficer (RGO, &
~Dwaner ' Liviginne! Cowntne Heaid
LD A :
“1ldad Jennt .
Dof Ihe dasal .
D EhsIEn Or
F it i ;

Legal, Finarez, Irjegrily & Dow-aliance. a9 ater fusclions skould Ba eonsulied by the 3. w0is
Cwnar a3 appropriaks

1ne decis on corcamming the sngagernend af & Third Pady must 2e dasamented in iFe Exzcdive
Surnrnary. The concluded Exacutive Summary mo st b Ssigraed by the repeedentatnias ab lhe
lvncilor3 involved.

Where Red Flags nave seen [deviied durng the due diligenze shal cauld nof e fly iesclved
(0.4, dat 0 ineamplede infgnmaton), the Bug recs Ovma- can orby progesd if b alker fu=Hices
involyed in decision making appeovs $he engegemert. ard specific monitaring measures are
digymeriee in tha Exaoutva Sunmany.

Arpy due dibgence Ihat has been concluded mzy later be used by oiber Bugingss Swiers Tom
lFa same oe arealber Mewadia Sl gion ar cnit, previded 2ha? i) ke aoloie af the aenlse renisine
& game i} the dus dligence 1= ned pider thar 3 yeare, and (i, thera i ng Matenal Change 1o
It Sirasiura of e Thicd Party ang Lers are ro grouncs o believe tat bhe sk class Teakicn of
(ke T-ard Farty has increanad

Gruenp [ .-"Ir U N U.l"l-"r_"l:h. RL ]. 5
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2.2

& new due diligenee may be ganducted for any TRid Party Ikal “ailed to be approved afier a prior
Movartis due diligs vea if there @& reasonable grednds o balieve il the riss aasociated with the
Third Farly hes cecreased.

Post Approval Process

R | Contrarting

Befare & Thisd Party can be gnguoed by hidarls, of r2cehne any payment Tom Kovartis, a willer
aoiract ar a~other wr lten documens with 2 sirmllag lecally Brding affast Thamirsfor refered 1o a2
“Agrasment  must b conclude:d and st have come Into effect. The Agroomesd muesl cleatly
Jdegoroe the aubjest metter {8.9. pooes ands or samvides o Be perlerted), are the terre of
1errniesslion.

Clawsas that agddrmss the Fallawing soasepls ol be incloded in each Agrecment witk o Thitd
Party:
= An unequivocal statement that they wiT ngl promise, edler, pay, causa b0 pay, acceol
gayment or nduce payment or teka eny actor that could B congldesed & onka and any
suzh actian will ke ¢ rnunds bar emed gle terminetiaon
*  An uneguivorcal siatement, agreeing e camply with 1he law s wding those neatmd 10
britery ard comuplion such as the L& Foreign Darrupd Prachoesa Act UK Bhbary AZ
Fog SUE-coricacting of the eervizea withaut bovardis pric: writden corserd
fon assigro-ienl o he dgaeement without Hevaris geoor written canscnt
Obligation 1o in*arm kb 21 any WMatena: Change in the Structure of the Tlind Pary
The -ight -0 barr-inabe tha Agresment wean aecurense of any al the foliow ng events (bo
e ax=ant pemiittee urder looal L ;
n I e Third Pary kreachas the "Campliance wilh Lia® claute
o I 1Re evenl of any material omiesion @ misragre sl lion el yfareealon provided
Ly e T o FPanky In 1P cue dlligarce
o In e cuenl ff A materlal delay (3t (2E8 1y aya) or Failure Lo grovice o
Comalance Soalirmadivn (whese apphcable]
Tha t=rrrination right should be inmediale whesa pernllies uneer oLzl anw.

+ & &

Far Third Paries thzl posa a mediurn & vgh e sk she fallawing addrioral conzests should ba
ircluded in the Agroamaens

+  Fedat b3 audit the Third Pary

= Refizgal by he Third Pady Iz ba audided gy resu™ (onjecl talacsl law] in immediate
1eT nakan of the Agras=ant by Movaris

s Regsanubilily Lo dallver gurlng the e o the Agrecment a Somplia-se Conlmation far
pach catondar year TE& Cormplanse Conflimation shall be delivered du-ing e firskt
auartar of the ywar frdknwing he 2w ol Ine celerdar yaar 10 which the S s ognce
Comfier aticn v ahds

= Ressansibllity ko seovide training to tha personnel of Ewe Third Farly or ass gn
rasponsitilify for suz traimng so Trird Party parscesd] acceding 1o the Liamsdenss
Tiaimitiry Getiredtee for Exrsaals Nem 2: Companias drd Editima) Sonaedo Hio=aer3

Exampies of clawsas that Saptare e aferetenosed concaple &ra incluced nAnnex 4 of this
Cuidelire, Legal coprsal shal hage the sutnority 1o drafl thei- preferred contracl [2r g-agé which
sbl acequately addresses 1he above concepts. Furthermores, som-é of Lese concepls hay be
covered by sppropriate language in the Hovatis Supplier Cade f the Mowaris Supplie- Code ie
refarenced -r tha Agreament wWith he Thirg PAarly.

I I NOVARTIS
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233 WMenitoring

The Third Party must 22 moniored on 2n on-gedang basiz By e Basness Ceme ang tee
rezpacties J5C. 1he ronilading musl be aepeapriala to the dak claaaifzstion.

& ) EweEni Tegeperend donilon i g Aclivilies:
Ir. r4stanses whoro there is a8 change in circumsencea (e.q.. 8 Metes Bl Change [ e
Steughore af & Thlid Party of rewdy idortilind Red Flags), the impect on the decisior to
cont nue to angage the Third Pany and gy pasntde nitlgaling ard monilering meesares
rrusl be aseessnd. The Sxecutlve Sumnary muat ke wpdated acearidingly

Tnig recuires that tre DUG and Buaneas Qraner work giasely b nfdmm easy oshe of any
relewan: information thal Fey become awiare of that may kavs a negatlee snpae] s fhe
*int = AGKLLAE G AF the Tt Farty

("7 ] Berwasal of Wrr Dlw Dfgpgrsg
The Sue dilyewin prededs most oe ~enawad in lina with the Mowverts conzract hfe anc in
A%y cade al [RAAL avery three yealg

i) Pres-Delivrd Mortanng Activiies.
Arcaanig "Tormp anse Coalirpadion” shal. Be proviged b Nevadis by all Thirc Parkes
clagsfied a2 rredium anc high rek. An axampe of soch comiemnailo v s aa2ludse in &nnex
i of -his Suide ine.

Tha Business Cweer in conzultalicn with the L3O ars Lega: muat define, if necassary, ain
app-opriale audil gplan for ke Thic Farty,

" Crms U NOVARTIS
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Sub-Contracting and Assignment of Rights and
Ohligations

Ay subcontract £ of the edveicrs coniracted by Mowvaris is subjest fo prcr writl-.':f'l aoprual m
T-mwith 112 Declsion Making prosess detinac in sacicn 2.1.5. The rigk claeerfcation of the Third
Party ap3 e 0 18 suo-contracicr

Cruyses Lnat e matenaly @ 3unalant i hose that have been neored rie e Agraerent with
the Thire Sady a2 & result of applyving sectisn 2.2 1 shauld be included in the 2ontrac betivean
twe Third Saily andd s sub-condractar.

The requiremeants rulating t sub-cant-scting also apgly 1o ary assenment of righte o ebagationg
by tha Third Parsy.

! NOVARTIS
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Record Keeping

SJoeurme Vatiue rulabad 1o Ika engagerient of the Third Fady must be ratained to demonst-ae [Fal
Mewarts has taken regsanable srecauliang v aeoid invalvemer in corrusl acluvitjes ar wie
comupl actors By oraviding evidange of ae:dible due ailigeree, decleson raking contact ng &nd
manilcrca. The relevs W decumants showld a1 a rinimuon emaesds

e Dligance Frorsas Dooumaeiahg;

+  Compietac "Cuestonnaire for Third Parieg” includirg 5my documentahon provided &y the
Third Mary

= Feadlts of the Basic, Wid- cavel or =rhanoea Cue Diligarge

«  Resulls of inwestigations pedonmed by SGkba Securiy, i© requested

+ Corrpleted Bue Cillgence ChReck iss”

r  Exegalve Jurnrrury of Juc Diligence

«  [wecdsior: by tbe 2usmees Owner, by the LCQ (M miadium ar high risk Thirg Fadies), and
oy Fead Legal of the lacal dwasicn ca g @il (Far high risk. Thind Fertes?; tee shou.s b
ghared acroze business unlks | divigions th-augh the DOC

CAntrarT Retalen Cucuresnieiion;

+ Agreernernd (e g, oonlracd, Purckazse O-der, and evideroe cf velessant docum antaten
regJirad by Procurament]

= Docurrentetion 1o auppon the e asicon dhal sendzas anc goods are priced al o moce
lh=n mrarket value (e g, a lag marked va'ue ane ysis oe tha meulte of & pragarermee
bidd.r.g progess’

= Euwdence OF the arngler of va'ua andior pracf the sapaces o1 praducts were dalve -ed
8.5, invoitos)

Mariioring Relztza Cocemermtshon fas aomiosile pagssg on Guideting;

+  Uocumeetion o fraiung 2& cefired by the Camplianse Trainrg Guideling for Sxtermnals
Fart 2: Companlez and Exlemnil Service Providers

s Bwldends of an pninaal "Corolianee Confrmahon’ by ary mediam & bigh rsk Third Party
Ewidoree ¢ the resuda of any Thed Party Audil, wasie perforrmed
Evidarce of any asdit onal 1ocal romtariig, wHases pedoroa:d

L resvanl destensnls el he mads availacle al couning evel,

Srmupta . NOVARTIS
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5.1

&2

5.3

'S

Implementation

Training

pasnmates r1aed famil wive Iherncelves witn his Guadeling. Thoy mgst 2 trained in i ne vl ke
Mowen | -gade compliaaes tralmeg currcubam 3 the Mntegmy & Cerrpuianca Frainig for Warems
Infonal AERO0ERSS Framiwork 5 idetics. Adciioral ira ring requ'rements may be cefis e in
Iecul wampany procedures

Zraygp |A0 ancdier dyigicoal &5 provide tve seEpeclive Iianing E2OIE.

The lcca! eampllaree cryanization geifarms fralning aboul this Galdellne. Frocuement poanced
traiming abzal e svsienta and 1cols used Lo execule e Cuiceling

Breach of this Guldeling

Breaches of thiz Guide e v net ba tolerated apd =antesd 1o dissiplinary arc other actons Lp
I ard ing ding ermination cf eroloyme.

Responsibilities with regard to the implerentation of this Guidallne
Subject to local adapbon svary Movertis manage” must implamenl this Guidellra witk n his o~ Fer
arza of furclicnal responalblizy, lead by cxamaw, ano provide guidarsd 12 the Associstes
reparting ts him er her

Al Agsociates e responsibla fa achenrg to ihe princisles 2o ‘dles set out i this Cuidwlicse.

The ewne ¢f Ime Anti-Brbary Thicd Paly Suldehne s Group [BG They will prepara & Righ-lewe
olan Far the rollagl el hea Cuideling wiiss shall also define olas and respoes Jilbes.

Any queslons shouM be sddressad 10 8 represe vative frem [megrity & Cemplance or Legal.

oo 165 o novarTis
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Annexes

Qusstionnsire for Third Panies

Cae Diligence £ weoxhat

Exect live SUMmMary

sarmple Clauses

Zampla Compllance Coniirmat on

Celililaiteze b sudmaaet thee Ideadificelican af Thinl Parbies 3z f200 within b scope cof lba anbi-
Btibery Frird Party Grideling

A

(
»
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2.1

Anti-Bribery Third Party Risk Management

T managemert of [hird Parhes reaueos the identifeat on, aszessment mijlgation and
monitaring cf Whe fsk associaled wih o engagemant of Third Martles.

I't& *ollgsaiag nsk based due diligence end posl-appreya’ roogsses Tus: b bolemented 4o
#ns0ra 1hal e Mk 1B acequately managern

RisH-Bacad Zud D ipertcd PAo s Fort-BCArmal oess
ara. Saclelan s s
ClassiHeat cn e gllgence e ahirg, . Eﬂ"tmttr_“ . :'_1':'""5':_'!1"_“-

Prounppnfariar

Risk Based Oue Diligence Froceas

211 Pro-classifcation of Third Moty

Befare tne mamnencemsnl ¢f he dee ¢ lgence_ jhe Third P34y ¢t usl be pro-classified as “law”.
"raeddivrn® g high eigkovsing B¢ Movartis Risk Glass fication Methoddogy as per e Rlesponsible
Propurg nenl Rige Aszessment Propazs ~his providas an indication of tha rak-aopasteq etorts
required for eack alep of the ~anegemenl of the Third Parly 2.9 . due diligenaa, deciginn yaking,
candracting and monileeing). Riak pre-clasadication 13 bagec on nsk-relabad fackors sush a8 1o
aeography, the Iype ol 9an ces orovaded aad sassoround af Third Faily

217 R NiFige nce

The pa-poae of tha dua dil gence is to;

» LConfirmsha pre-zassificaticn thra xgh the collestion and waniicst on of du= d lganze
pracess rekeyvant indcmiatian relatrg o e Mg =arty
s Il and aasess speafic aread of alevated ik ane Seek B miltlgate fhose nsks

Far all “nird Paries. rformatias @ tha Third Parios’ businass, ownarship & rnaragarnant,
gowa o ent relat ons, complianca wily laws, Icanses, regisiraticns. and cetdications fsuzi- a4
licenzas tc trade! aird cocmmarcial mieransaa ruet be ol ected. An azsent &l so~1oanenl of this
exeiclse 19 he ful 344 axcurale completlon of the Nowart 5 Anti-Anbery “Cuestinne zre for Thrs
Padies” (Quastonialre: by IFa Thrd Tary,
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Dapending vr Lhe ~wrd Fany risk pre-cassifizator, e follewirg 4.4 dilgense aclkhines rausi be
wranprelac,

Riak Minimunt Activities Required

! Claaslfication

| Low Haziz Dua Diligence:

s Veificat on of Quesignraire raBDONs0E

. leosl 3craaring ok 10l Parky (sawtlans and wetch lisls #c.)

«  Coneur; adverse rlernet & media search of Third Party i~ lecal

languagels, ardior Znglish

* Madium - Mud-Leve! Due 0 igenge.
; v Al low-risk dus dilgence a2tivilies plus:

«  Serermeng 21 key ndivid sa s [gancces and watch lisly, Poalbcelly
Exposed Person llel (2=, gtz ]

«  Condadt acverse infemrel and mea searches of key irdw duals

it Lhe local languages » andtor English
Hgh . Enharqad Due Ciligance:
- r Aoy Bnd medivn-risk due diligerea actntles plus:

«  Locel public <alabase eearches focusing ar in-count-y pasli:
racords including il sabon, ragdiatory, & rnal, bankupts: snd
directore:p rala of 148 Therd Fany

»  Wenidicalion of raerances olecied in Questionare

Gulg: 180 ider ifies extaral vendors fhal val. pravica the aclvites | sted above. .

Whera te paicorme of the due diligence is unckear dus ba cealetng or inadequate sarsrrabon,
the DO musl eanduct ‘uther Inveetgahon. This rray “g3ulie communicatian with i Thied Sany
iz clarify anc validade 192 afarmahon callected. o ta gather additional 'rfcrmaliss Ths DL
erould discaas and align watn _enal andtor thae Loeal Soenplance CAlcer se to whether durther
Inwestigaticy by Global Zreuwrily 1 nesdad

Yhers Fed F egs bava Been identifed, ribigating &nd manitoring moasures (F availsce) mued be
prespoatad fo addeess the agsaciatad risay,

To conduon e e d hgeace ihe DD rrusl prapase an Teeadive Summery of ke i -lemalice
collecled and verified durirg the tue diicencs; e Exaoutive Summary mugt Inglu e

» 3inal risk clas=ifeabiah [i,2,. ok medium or Pigh fies)
= any Red Flags centif=d
«  any peapesed mbesang mesau-es and meniori kg Activ hes

In arder to suspart &n ‘riormed decsicr, ¢ 200G musl send 12 Executive Summany 1o [he

Buc ness Owne-, I cases whara tha Third Party is classifesd An ~ediom o high risk E&
Exsoutive Surnmary shall eiso be sgnt kathe |00 (R soediorn and gh neky and tha = eao Legsl
(T2 bugn reak anly) 2l Ihe local division ar unit.
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213 Becizfon [elking

The Buziness Cenar & respec sits & fer dediding whother ar rotto 2ngags the Third Hanly beged
wrn b meyplls gf the sonduded dee Jdiligence. For ~hird Parties chal are cazallec as mediumg sigh,
we L0 by 02 awpproen the engagement. For TE rd Peries that ere ¢ 285 lied 33 mwgh 5k, he
LCQ and Ibo Head _ega. a' she lacal divieian ar cnll hawa 1 appeaes the engaigernery

Cepending o the sk clagaifizdicre ol & Thied 2ady, he Fallewing “‘unctions and oles mas: oe
1l

Riek . Beclslon ) G0 nreultatlon ! Eealation in gase of disagrueinent o bowf :
Classificaton ; ! I
Rizk Claaatflcation, Thied Parky i
. hllligalicm arsifar Engagamﬁrt
I'|1-|':|r'|ilurinr_.|
Low Risk Buzinesa CcoC ele) : '
Ciwner :
Madium Fishk Businazs (5] i Raganal Somplsnce -
Cramer & Offoar (L0 & nesd
Loy Cleval managar of tha

C Euslasss e

High Risk "Hasress - JDC Seqonal Comolarce Uicer (RE0] &
Szl Oreisianal Countny Heed

Lo & )
Heac Legal
of Ihe lezal

* diwizlon ar
un:

Legal, Fience, integnly & Comphar<s, and athar funclions :nouls b2 carsubed Ey the Basinesa
ST 3% Appropriate,

The pogisioe l;:lru;r'_.rning e ermganorsanl of A Thire Pads e st b dncure snked it e S, e
Sdmmary. Tac corcl aded Excoulive Summa-y mus be signed by he rearesentatives of the
{upations moiyed,

et Bed Flage have heencentiied daring the due dilgence k2t could net ©e fuly resalvec
oo dug bo racme plels il angelicea), Lhe Businegs Svener car iy procsed al the alber lunstons
ruckyed ir oesisicss rrlali.irlg waurewe lhe ergagest2al, and soecihe momtering meaaures ae
dassmezntzd inthe Executive Surrrary.

Ay dee dligengzs Ihat has been Zoreluded raay later ba used by oter Business Cwners (Fram

iha samm ar anuther hisat £ diasan or anit), provided that (i) e "atura of the ey ce rermzie s
1he same (i) the ovo diligares is rol older shat d years, and (1 ) thame s n> Materal Charge o

the Sructure of she Third Pary 3= these a3 arunds i eelieve 1hat te tiss claesiTeation: of
e Third Pty nae roeased.
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A réaw due Aiganca may be conduesed fo- zey Third Farty that dailed 1o be approwe:d lbar a priar
Meonisrits due diigencs i thera wie #azanable gounds ie beleve that the rlzk ageom 5 e wilh e
Third Party has decressad

Post Approval Process

2.2 Ecntracting

Befare a Third Paly 233 82 engages by Mowa s oF receive any pay nent from Wevaras, awntten
ansiract or a=olt & wr ilen docurtent with & sirlar legaly bind ng eMecl (ereinafter -afeged 1o as
“ggrasment™ must be concluded and must Bives coma inlo effccl The Agreemear r.El glesrly
dezarioe the Eubjest mather 8 Q. go0Cs and! or services 1c be performed). an The 12 1s of
EFTILRE REL o,

Causes thay adiress e following concepts sl be includac inoeash Agreement witd & Thied
Party:

r &0 Lneguvcal shatement that they will ngl proenese, offer aay, cawss 1 20y, accepl
AEymart or induce payment of ke =ny ackon bzt con il b2 cdasidered @ oribs, and any
such achen will ba grounds fur inntediate Jarmination

¥ AN UASHAVGS Slalemeart. sgrasirg M cmpdy wn e Ew, inchud e shose relzlec o
oribery and cormupsice &ucn as the J3 Fonagn Gorrupt Pracices. Act, LE Brikary A

« Mo sub-comracting of bhe senees wathact Movaris peine wilben consent

+ Mo assignmert of the Agrocmenl wilwaul Mosartie pAor writde cerser

»  Obligat oo o Inkarmn Mewartie of any Matrilal Chance e fha SLruciuee of ke Tund Sany

a  Tha right ta {a-ma ke the Agreer-ent upon oidurrénse ol any o e ‘Dllewing dvens do
tme ayran: oemmibtes uacer ocal a2

- Wihe Third Pady ascaches :be *Camphanca wth Law® clapsa
= In Ihe event of ny matarial nrniss G0 of Misrepresa Tation o' rfoenaios povded
Ly the Third Farty in bo gua diligerge
o Ir the event ed 2 matenz delay (at eqst Baly Jaya) or failura 1o provize o
Corpliance Conl maboy MWhets applicabla)
Tne tarminalios rig s shauld be imrrediate where aermilles urcer wocal aw.

For | ard Parties that pass & mediom ar higl rlsk, 13 following acel anal sencepts sheuld be
includeg in the Agregment.

+  Righl I& 2wl the ~ard Party

»  Rafuaal by tha Tird Party lo T Audiled ray rasult isuleel G 1ocal law nommsciats
fermirater of tre Agreemonl by Mavans

v Respoeslodily 1o delver daring e term of she Agreement a Comalidnge Lenkmehon for
each calendar year. The Compliarce Confirraton shai be celivered durieg the Hrg
quarter of -he yea l; anang the enc of the calcadar yeor bp wick the Campl af 24
Caonf raticn relates

«  Rasxaonsblity Lo provida fraining e the personrel ef e Third Parly or assiz®
responsibidy “or such rainrg ie " Paly peescnnal aocorcing 1o Lhe Surimisans
Troneiiosy vinieine Jor Sxtamals Pan & Comodmos ars) Laaerts! Senses Froeicers

Examples of dauscs Lhal caplure te alererentonad concepts areg ingluded iy Annes 4 2f s
Guidel e Legal counsal aRall Fewe the autharity to drafl L+.r sieterree cantract lang_ega which
il adecy ptely addreases e 20ove conceprs, Fudlerngss, same of hes2 concars may be
coversd oy apRropriats language m e Novarhs Sepplier Coda if tha hovsrt s Supplicr Deode e
raferancad in Ure dgresnes) wilt e Th il Sty
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Thea Third Pary must b= merdcred on an on-gong bazis by the Busicess Qwner ang the
respschive QOC, The manibbring musl ba apsropriala b cha sk clasafeation.

(&) cvant Thioperss fdomilonng Aslivibes:
n nelarcas wners [Lere is 3 chenge in circ. ralances 2o o Materiz Chargm ‘o tha

Auuglag gl Thid Party or sy idendified Red Fisgs), tha impact on e dec gioa o
conkmpee Lo angacs the THire Pady and any possibie mitigaing arc menistng ~1essoras
ruzl be asseesec. ~he Exscallve Surmrnery must b= uadaezd acomadiog oy

fia requres fhal the UOC and Eusiness Swedr werd chagely o rfom aach othar of 5w
ralewart infarrnation that they becor-e 2eane of IFAL may Pawe & vegalne irmpd on i
risk clazsification of the " nird Party

ro.p Rerewal of the Dws Divgenies:
Tne due dihgence procesa r-ast be renawad in linge with jhe Mavaie cantiag) e aps @

any casa at ‘aa=! svary three waarg
‘o) Pre-0sfned Mannarisg Adienes:

An annual “Comphance Confimator ' ans | 22 provided B2 Hovaris oy all Thord Faclles

clxs5ified a5 mecism and Figh tiz«<. An example of such cenfimatior is incwvdad in Annex

B o I G dlellne
Tae= Hosyness Owner in consultst onosalh tre 258 and Legal st dafire, IF regessary, o

Appreeariata audik alan B the Thrd Party
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3 Sub-Contracting and Assignment of Rights and
Obligations

Any suboanlracting of (he s2vces contraziod by HNevarla ia suzee 16 pror wnkban s ppe2adl in
W& with the Decie on K4y process gefinad in sechan 24,3 Toe risk desesifizaticn of the Third

Faily applies Lo its subE—anlracar

Clauses 14l ame maserialy couvaledl o hosa sl have beer inserted inta the Agreeman: with
the Third Pacly 2 3 rasult of applying seciion 2.2 shead be g waed in ke contiact Betwean
the Thirg Partv and e scb-contracle,

Tha requircmenlz relating to aub-zo-draziing also spply o any assiganent of rghls ar caligallogs
by *ha Third Pary.
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Record Keeping

Aneupmeriakion mlales 1o ke ergagea et of the Thind Paty mes! be retzine: B demanstsle hat
“ovartiz ha= takon reasonaosle preceutiona 1o svald Inealvernens oy coiopt astivilies orowilk
carrepl aclore by providing evidengs ¢ sredible dye dlgence Cecisisn making, contracirg a=d
mcr o, The relayar | docornerts shoxd sl =dnimor incide:

Dus Cuhgenes Mrceass Dasoymaifalicn:

* + w ¥

Compketed " Cuestonnars for Third Famies® ineldieg any dédemsntalion prav <ed oy tha
Thi-d Farly

Segllks o [he Bag <. Bid Level ar Enharced Que Diligence

Sasults o7 investigatiors parfomed by Glekzl E2monity of req s2eed

Completed "Due Diligenze Cheskhzl®

Exrcidive Sunirary of dum Qiliganca

Cracic on by the Businaas Cweer, By he LOC for rrgdium or high: risk Third Farbes, . and
by Heed Lega ofihe loeal diasan ar wnk e bugh <gi 7 il Parlies): this shewdd o
sharad 3oroes bug ness unds £ dic song Lirough fhe QDS

Confoe! Relzifoy Cospemsrlzhion

dgresmmnt Ye.5. SovEct Purchasa draer. ard ewdence of releyanl decumsnlallos
raquired by Pracaremert)

Gaourrentahen ic SapECe 12 eorclusicr thal Kervices A gl_u_l-:_i's iy priced = a9 nare
IFan arkat value (2 g, & ta e macded v e Enalyd s or b esalls 2f 3 precuremant
Litlel g rncasst

Evidenca of the transfe- of va.ue and!'or pmoof tre sarvices or products were deliverad
re.q. invcices)

Mendevnig Sefated Socunietdshio (a5 agphashle based on Guidelie;

Cocumentaticn of fra ning as defned by the Cormplaree |rameg Buidehng o0 Sxlerrals
Parl 2 Conmganjes wid Celemml Seryine Providers

Ewidanca of an annual 'Campliarca Confimmation” by army maciur or hohrak Trord Saty
Swdence af tne resdlts af aay “hard Party Aadlt, where padorae:]

Swclencs OF aby addiklgral Gl mGneon g, wheed seforrned

All ralevan: dJocumente shoul 2 meaca svaiable at coanry level.
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5 Implementation

51  Traimng
Aspcciatas e st larnlllaize tnemscives wilh his Cuideling. ~ey must ke waines in line with tha
hovartis-wide carmpliancs training cuiriculun and ettty & Compliance Tradning G Novariz
Infsrnal Asgucieles Prarmeaont Guideing dditiana. trainirg réquirementa may be detied o
Iocal company prasedures.

C3roup 184 andie- divisions 1&C Srow de the respactive & rg ocis

The Ineal 20Manance orgarizstice pefon-s Iraining abo sl s Gwedsling Procura et preades
srair ng abous the syateme a7 0o s ustd 19 cecule thie Guidaling,

5.2 Breach of Lhls Guldeline

Braachas of this Fuidnhre will nas o oleraled and $aa lesd to disciplinary and alher A2licng up
Lo and Ircluding to-mingtion af emgloyment.

53 Responsibilities with regard Lo the implemendatlon of this Guideling
Sun ek fe lozal adaphon, every Movarlis manager muosd wmplemens ihis Suiceline wilh a3 or har
arez of frnztional respons bilily, 2ad by example, and previde gueance 1o the Asseclates
resart nig o3 him or b

& b=t nles are respong ble for adieeing la the prnciples and rles sel o n s Guide ina.

The ownar of this wnl:-Enmery Thind Fary Guidelice is Gieao &C. They wil' preoarc a high-level
glan far tha rollcud of this Guldelre which enall alzo oofne #3163 and reeponzibilizies

Any quattiona s ould ba addrossed b g representatne Tom Intagrty & Compllaaoe of begal
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Hn bBocd by =

Cucslonmace dee Third Parlea

Luve Diigence Chechlis)

Eaxeo dve Summnery

Sample Clavses

Sampla Campllared CHnfieenal on

Guigancea ta sapport he idenlificalion af Thinl Pabes dhat {all witnin re acope ofthe Anki-
Eril:ler:ll Third Party Grdehre
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Sub-Treasury Officer,
Vasai.

| 27 aus 07y

Sul-Treasury
; Vasai,

: Mu}mmls-HEAL"rHcAEE PRIVATE LIMITED(First Part)

2
AND
Hfi-ﬁ.Genrga's Medical University {(Second Part)

A‘NE’J

'c*i(;shu Kumar Dwivedi (Third Part)
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FIRST AMENDMENT TO CLINICAL TRIAL AGREEMEMNT

T
Thiz First Amendment is made at Mumbai and enterad into on E day of f—':":-] . 202
by and between;

NOVARTIS HEALTHCARE PRIVATE LIMITED, a comparny incarparated under the Indian
Companies Act, 1958 and having its registered office at 7th floor, G Block. BRC Main Road
-~ Bandra Kurtla Complex, Bandra {East), Mumoal — 400051, Maharashira, India (hereinafter
?\{h " raferred 10 as “Novartis®, which expression shall, unless repugnant to the context or meaning
: thereof be deemed to mean and include its successors and assigns) of the First Fart;

AND

King Geerge's Medical University, Erstwhile Chhalrapal Shahuji Maharaj Medical University,
Chowk, Shah Mina Road, Lucknow-226003, Uttar Pradesh, india; reprosented by Dr. Shally
Awasthi whose designation iz Faculty Incharge Research Cell ; hereinz!iz2r referrad to as "the
Institution®, (which expression shall unless repugnant ic the context or meaning thersof be
deemed to mean and include its successors and assigns) of the Second Part;

AND

Dr. Sudhanshu Kumar Dwivedi consulting al King George’s Medical University (hereinafter
referrad 1o as “the Investigator’, which expression shall, unless it be repugnant to the context or
meaning thereaf, be deemed to mean and incluge hisiher heirs; executcrs, administrators ana
successors) and the Third Part;

(Novartiz, Investigator and Institution may herainafter be incividually referr i to as 'Party’ and are
collective'y referred as "Parties’).

WHEREAS

A. By a Clinical Trial Agreement dated 17-July-2020 entered into belwoen the Parties hersto
(“Agreement’}, the Investigator and the institution have agreed to provide certain services to
Nevartis on the terms and conditions contained in the Agreement.

B. Now: by this First Amendment, the Parties are desirous of modifying nd restating the sub-
clavse on 'Trial Staff Personal Data’ under the Data Privacy clooseon the terme and

conditions herein after appaaring

- v

& NOW THIS AMENDMENT WITNESSETH AND IT 1S HERE BY AGREE" BY AND BETWEEN

THE PARTIES AS FOLLOWS:
' Page 1ol 8



1. Clabse 153 (Trial Staff Personal Data) is modified by replacing the second sentence of
this clause so that the revised clause 15.3 is a5 set forth below:

15.3 Trial Staff Personal Data. Prior to and during the course of the Trial, the Principal
Investigator and Trial Staff may be required fo previde personal dala which falls within the
scope of the Applicable Laws andior (s needed for the implementation of the Agreement, The
Institution and the Principal Invastigator agree ta iform Trial Staff that thedr personal data
will ke processed by Novarfis and are responsible for sharing an aporopnate privacy nolice
with such staff members following the framewark allached as Annex ...

2 The Partles also hereby add Annex....(Global Template - Privacy notice for clinical trial site
personnel) to the Agresment pursuant to sbove clausa 15.3.

3 Thiz Amendment shall be effective from 5-Apri-2021 and shall be cotemminous with the
Agreement read with the Prior Adgendums/Amendmerits for.all interts =nd purposes.

4 Save and except to the extent aforesaid, all other terms and condil nng of the Agreement
shal continue fo remain unaltered, valid and binding upon the Partie=

IN WITNESS WHEREOQF, the Parties to this Amendment have caused their duly authorized
representatives to enter inta and execute this Amendment,

Movartis Healthcare Private Limited KING GEE-FE.GzM “mICAL UNIVERSITY

& ﬁ’“ﬂ*ﬁ i =T

=
Mame: 'llll'l Mame: Dr. Sudhriiﬁ. 1 Humar Dwivedi
Tile:  Country Mm Lead | Title:  Pringipa ?/{ kﬁﬁ?

Data: @™ mer-A0AY Date: “}D ;
i | A

Name: Dr. Shally Awasthi
Title: Faculty Incharoo Research Cell

Crate: -3

Member Secretary
Institufional Ettics Commities
Ki 3 Gecige's Madical Unijersity P
==l

-
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Annexi: Payment (and Equipment) Scheduls

Financial Break-up

STUDY NUMBER: CTQJ2304A12301

STUDY NAME: A randomized double-blind, placebo-controlled, multicenter trial agsessing the
impact of lipoprotein {a) lowering with TQJ230 on major cardiovascular events in patients with
established cardiovascular dissase

Investigator's Name: Dr. Sudhanshu Kumar Dwived

Institute Name: King George's Medical University

Fayee Name: Vice Chancelior, KGMU

Pan Card Mumber; AAAAKASODK

GETIN: CoAAARASOOK1E]

Committed Number of Siudy Subjects” 45

s CRC Fees of INR 20000 per month will be paid by sponsor from effective date of this
addendum — 01 8l close out wvisit

Page3 of 8



ANNEX 2: PRINCIPAL INVESTIGATOR — PERSONAL DATA DISCLOSURE FORM

1. You undersiand that Movartis may wish to process your personal data for administrative and
commercial purposes for example in a database to be used for the organization of future clinical
trials, You further understand and agree that your persenal data may || necassary for these
purposes be transferred to third parties, including other companies related to Novartis inthe form
of a groug and their advisors and third party service providers, as well as 1o regulatory authofities
and tax authorities, as required by applicabie law or relevant stock exchange rules.

You are rot required to give your consent to the re-use of your personal data and your refusal
may not impact the conduct of the current Trial, Just further communicatizns.

2. Novariis wants to ask your pemmission to include certain elements ol your personal data in a
databasa maintained by a third party. The GrantPlan database, which is maintained and provided
to pharmaceutical research sponsors by @ company called TTC in the United States, is intended
to assist resaarch sponsors with transparency relating to clinigal trial evprnses_ The database Is
used to support country specific forecasts for clinical trial costs and 1o provide benchmarking
information in order to achieve transparency and fairness in setling cests for performing clinical
trials.

The information is entered into the database in such a way that it is no! possible for anysody
axcapt the personnel of TTC to view your name ar link your site to o particular clinical tnal or
SPONSOr CHMpany,

In that regard. Novartis Is asking for your permission to submit your nam=, clinical trial site contact
infarmation, name of the clinical trial, spansor, copy of the clinical tria! =0 -ement, and costs and
fees relating to your site’s retention, toa third party administralor of this do’shase, This infermation
will ba maintained in that database for five years.

You are rot required to give consent to this disclosure in arder to proco e with this clinical trial.
However, by daing so, you are helping to collect information on fair costs i1 clinical trials.

General tarms of consent

| accapt and agree thal my personal data may ba transfemed to and rocessed in countries
outside Irdia, including the United States of America, where the level o “ota protection may be
lower than in my country of origin. | have noted that Novartis will protect my data in thiz instance
by entering into spacific dats transfer agreements. as established b ‘he applicable privacy
requiatiors confracis

| am @ware of my rights to access, ask for a free copy and/or reguest modification or delstion of
my data as applicable by contacling Novartis's Data Protection Officer o' ' naneric amail address].
| alsa acknowledge my righis o fodge & complaint in front of the want Data Protection
Authorities as needed.

i ¥es. | hereby agree thal Novartis may use my personal data for 'he sdministrative and
commercial purposes described in Section 1 above..

n Ng, | do not give permission for Novarlis to use my persanal dat T 1oe administrative and
commercial purposes describad in Section 1 above.

o Yes, | hereby agree that Movartiz may disclpse my parsonal datn 1 connection with the
GGran:Pian databese:
= Na, | 4o not give my permission to disciose my personal data in connean with tha GrantPlan
dalapase. r-,J i,
ofl et
Place and Date; _I||': ! I '

=

Name: ¢ 1shanshu Kumar
Crverv di

%ﬂ Pringipnl In =sligator
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ARMMWEX 3
Applicable Andll-Corruption Legislation

Tre |natitution, Ene Pringwa: lovastigator, the nwastazhcnal sail ol oy other person
eartriputirg ba the Trial (the Teizf Parfies) shail af a lumes nile conane [ 1k Trial camply with
the Bribesy Act 2017 of the Lmiled Kiagdor, [Bribery Acth, te Foreign Coe ot Practizes At 197y
of e Uniber Stetes of America (FCPA), the Preverliaon of Corupton # @ " DES and gy other
azplizabls anti-bricery ard anti-comupbicn legislalion (ocesner the Appd cable Ant-Corrupiion
Legislation).

It ‘5 the responsibiity of iFe Trial Partics Lo ersuie thal they ere familiz’ wth, and comply with,
ihe pravisiass of 19e Applisab e Anti Corrupticn Leg 2 alien. Meverllclesa, fhe fallowing 1%
intanded o2 2 summary of the key prociples undesdying the Srbery Acl o ks FOPA.

()

{7

i)

(0

(E)

iy

(G

Tne Triai Parties mos @l al froaz act with indegr iy and hene, o ans comply with the
higras; athical zlandards.

The Trial Pariss most rol make, give, or afer any pagreon!, i or othes cergfht or
advantage to Ay perssa for the purpoges ol

in SECUNNG ary impropor arvatlene o

it indrog 1o sec piart ar aclher persos toods or ot - ey wet in violat on of
theT duties o resaansill lies (or fo- b gurasses of 2o - 7 ruch condust),

The restrclion zpplos at al tnres and n &L contexls. Ferthe = “asce of any doubt,

applies bah to dealings witr "puble sfficiats” ond to dealkge - ~royees and agenis

af cammersial enlerpites.
Mevertheluss, particular care must be exercized wih dezlrgs « b pubic oF zials The
Trial Pares must not maka, zive or of2r any nayrmoal cift or o - 2Ereh! or advartage

for the purposes of inffuencing ary ast ar deecigion: of @ puRic -7 «al {or indee’rg such
off cial ta Lae their inf uencs wilk anatner person, snlity o oo ent irsirumentaty o
1o affect or iMfluenze aay act or fec s on ol tush othes prs entdy o7 gowverriment
inFrumenta ty).

Thz tarra "Public DFcial' includes any perscd acenc o = B oof any gevarnmeoil

denartment, agensy ¢f inslrunentality ar asy state ownad grconn lod creorprise. By way
of example, this inzlades hoath cars crolessonals erg’ovsr oy 2 shate- o lacal

mun gipehly-ren  hospilnl o0 chie,  are represenlathes o oo inte nanenal
proanizatons.

Thz Trial Parties wost not teka. give o offer any peyss-. 0 & othor benefit or
advanlagr: Lo any cerson whis! <rowng or guspes rgthstal - o wicn af such money,

g ft benefit oo sdvanliage will be uzsd, whelher dirgctly orindirecs | nbreach al {Bh ar ()
aopove.

THa | nal Parties shall make ars <eep hooks. rancres ans ao e e ol ik raasnailc
de-gil mcorralely and fairy rsflest the trarsactions and disp~s! ~ of the assets of lhe
Tral Farlizs

k2 Trial Paries shal devise ard maintain a syslem sharles | acsounlng combrols
sufficien: 1o provide ieasonable ssurances tha:
(i Larsactions are exec.ied in aceordaroe swilk moese 0 s gonzal oF spacific
authorization,
fi trarsactions aie recaded a3 NELESRATY
)] o peorril prepacetion of francial galerroets o ety witn generally
gucopled gocountira ok o 2ng oot o b ~rleoble to such
statzments. and
[l ta maintain oecouniaa iy {2r 98503
(il accEss 1o assets 15 peemiltad cnly in ascondatoe wil ey “agement’s ganerai of
goecific outha weallsn; and
(s tie recorded ascountabTity don assols T comzanst -0 o owisting zesets at
reasponable indervals and appreprate aclize i3 oo cvish respacl toooany
iy onces.
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AMNEX 4; NOVARTIS PROFESSIONAL PRACTICES POLUICY
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AMMEX 5 Global Templata - Privacy nuhce for clinical Idal sile zersannst
[Month Year]

Tk & privacy netoa iz aderessnd o

«  Clinical myeatigators (poncipd inveslicalon saiaevesineer ar Be-lrwC S igatar;

1 Other Sita stoff such as nurges, phasmac stz or lechnieans, whose Porsonsl Jramm may be
srocasved 14 Lhe canse of 1o ol gical izl sponscred by Hovertis.

“ou are roceiving this Praacy Notog becaase Movarhs ©Fealthcare Pyt LTR Phlavaris) will precess
infarmaticn @bt wod, whesh congtitutes ' Farsonal Dala

Ths privacy nodicy is proveded b youo lo eosla transpasoasy oo ation to collesl 20, woe 2nd cisclosurs of
yoJdr Jersgna; Data by Movartis for peipases relased b e condod of cinigai s spangored oy Mevarlis
lleaithoare Put LEL | Nowvartis Climgal Trials"] whick a'e Beitg cartied al g Clacal Trial SHe e
‘Slte™!. Fo! [ pytposes dezcnbon nothis =rivacy hoocs, Moy artiE 1% ress Lin 87 IFo prosessing of
your Persenal Daa acting 25 0 wonlrokler”.

Gollection of Personal Data

For the purposes dessribed in ks Frivacy Matize, we iy Sl 2o sba 10licsan infor—ation abaul yau
e uding:

" pame. identificatice. numbar, acd-ess ong olher conlact RS,

. spa-cigl informabsn (0. Bank accear! ambar finar ow narasts 11 0y of the Movarts group
COMpArIes),

. gualfications, sualeatinns and ivfomatian zoelamed e oy prons 1S where racassary,

- praw pus expArience it civcal tials wilhin or esics o Hovartis £~ ox ol e ZCP wanirg
rens wed

. bechencal data ralaled 10 yaur ysa of Movarhs 1T sy slems

Purposas &d legal basis fer processing your 2ergocal Data

Procegsing purpose Legzal basiz

1 *m cundact Movard s Claicgl Thals o Movarls  eommzbs inleresl i cendact clircal
acenrdance with gocd alinical orachice  rals 1 1ask pelenlal freatre s 28 wi | ma

 applizable aws: -
and apphsable mws: camphance  with  legal d regulaloy

ok wahnns

Ttz support apal eobions lot srd lcomEly  corrouE e 1% | N [y i S iy Ty
yrh e cond fions of @ rarssting waliyatiena
arproval grarize ¢ orespect of any
medication stucizd uncer = Movaris
C nical Tnal "Study Medicatlon ')

7 {a suppet aoplicabarns o wEty thafers Novat s 2giirals Iaterest Io sonduck cllwical
uf any merkebns conravel granied e trals Lo teet poleatialtrazlne 5
resprcs ot a Studyidnaiced oo,

J

4 o camy out rescarcn reaed la e Movards leg ' ngle infercsl - wedlnl 2 imzal
deveaamenl  of pharmasaul ol trisls lo lesl pelertal e T
procicis o agnaice or med &h 5135
and impiowe Sheical ai praclice;

5 tr comply with 1ng S Firaswsa, Legin—wle nlerest and comoaance w1 lagal
Desclosue  reculakicn whek 05 ard e lalany obhgal ong;
irenced W enszLce 1val fnanoal
irferasls a4d a-renaemcrts of Cinszal

| irvestigetors chat uould gFext Lo
'_,..--"'i"‘ rebly ity af dala f.oortcd o o

! Federal D &dseisisonar of the
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uEA TFD&) AR ‘dentific] and
disclosed b2 the FOAT

§ to ensdre haceanily And folam up of  complasse with lega one regulalor
drieg safely natlics o cblgalars.

Il asplicable to Mowarag Clnical Toal, your Perscnal Dats cname and conkac; informalizn may be
Incaracratac i7 sukjest recruitman adveriseneals Jpent medz 27 on ‘nlenri} Any such adverizerent
wiallld be appreved oy [he Bt Sommillge De1Gre 15 nade p. Llc.

Sharng of Personal Data

I 1he canrse of oun acivies ans fon Ihe purpsses liswed in kis i rivasy Nobiee, your Personal Data can be
accessed oy, o) ranzkered o Lk o lGwng calegeics of recpents, ar 4 reed lo wnewr basig o Achieve
BLICT Pl Ipss,

. the sacnsor of e <iriza Toal,

. ou- peesoanel finclud ng persaanel, depzimens or olher companies of Hio Novar s aroup),

1 aur ndooencert agenls of hrakers Jif any,

' aur suppr s @nd s2rvices mevidacs that snovid s sgiccs and produis o us,

’ aur partrzrs in e sor et 20 Sangsria ar incustry e ibg] wes,

. gur [ gystems prowders sipud service prvice s, database poov ders ard conscllaals,

* cur businass antrers who cfer amducls o surezes 0 ntly sl 55 67 vitn oar subsld@nss ar
aHihales,

. any chie party b wiom we 255 R ar novate ary @ oo ngnks of poligatons oul adwisors anc

exle NGl IAwye s o thc vrnem of e szl or transtes oF ary part of aur bLsirzss of k5 naeets
* nafizra anciar nbeenzhicesl gl Gicny ood e ot L ar Cammitlaes.

The abowe “hird panies 378 obned 10 protest e confidentizliey sl secuniy of your Persara Deva, in
corpla e with sop iZable lawes

If wee tranzker your Fersnaal Caty (o oliss jurisd of ons, we will mzka gL [0 profect your Farwonal [ata fy
i 1 8pply ng ke lese of prolzcicn edaired wncer thes sl daa crolochon'p -ivacy [aws aophcanle in the
cou-lny of deshination, (i} wetiag i Rocordaroo w b eolicies atd stzncarda and, i bar eniives ocatad
in the Buropean Esencmis Ared e the EU Yemnes Btales prus I0glens, LiackLar &4y ang Momeay, the
LA, Lnlese athopeasn rpeclel, by ianseeing podr Surzana Naka anire Soi. o' stardard convactual
clausea sopesved by the Euraposn Dommission. Yol mEy ren.Jesl uod Lu-a v farnauon in rekasion fa
‘m-emational tronsfers of Forzanal Nma 2nd obtan § copy 2° 08 acscuanm eafeguatd pJbn Dlege by
axermsing waur fghts as doescnaed felow,

For Inra-group trensfers of Prosaral Datw, the Nevanis group Bas edopted Bindlag Goracrale Rues. a
syator of principlas. roies ara 12ols, sond2c Ly Eucaocen k., 17 an elort i eng.ane effective leve & ol
data protection retateg lo re~shos of Persanal Sate outcde e FEA anu Switzenznd, Resc med a2out
the Movarlle Sinding o potais TNes 30 navans. oo v pivany-policy

Duratlon of starags

Wi w 1| ¢2E yrar Posoral J:l5 55 lng ai reedad for legel a7 saqulzlary 1ogui=nranis Pleaza cie sha
we are equ e 1 relain Sl Thgl Decomentat ar for g e e 3025 puars

What ara your rights and how can you exarcise them?

Uneer consitlons proviceds by e L3 yow neve a tight s regocel @ CEpy = *ha rorapnal ‘n'oomatan we

| 27 nold ghoul i, You may alsn ek et o ks vee or ask ine | ko ke ppdatad, resyr e, geletec, of lionstermed
b another greanizalicn, It yoo sl ks COnEEE] J5 "Bqardiig Jur a5e =1 wour Pornans DAk of you wiak bo
EXNOrG S8 y0ur daza predcy MEms, Fid My 880 Jn crrml t @ Plemzil 10 >

& -

M-I nical |I'I'-|'EE'||E3|'-'!'“5: |:|||n:i'.:1-5 |I""a-7‘$-::;!.-'-'-ﬂ-'. EU'.I-i'I'.'EEl.ng':Ir a- IZD'II"H‘EE!";-"I::“' who e Qorarl 7 irvaher in Vg IN@AIOMT Gr
coauaten aF iesrarat subposs i BT S Slisicel Trigls afatied by DS idw, mast discicae Irizrmalion b2 Howars ragarding
fhei- fiznzial intaresls o compan o kelrngirg tobe kgwatk = grovs v wbfs 2 e al et spesse ond cach depcnoert chis

—
TI,_‘:!S' Mage & 219




It wou arg not satisfied s 15w we process your Peiscnel Dala olaase asoress your Fequest o oar Data
Hyzioctinn Dficer al qlobal srivasy ollcef@e e aris, oo, wnn &1 meesLi]ate yous Congem. In ary cAsc,
wou alsa hzve the nphi i fle & camalanl witk 2 e3nsnsibie sopevizory oalhal’ly, i adcition 2 four gt

=E0Cve
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WA MgHEE P gk

Icm 2 qariea AFTEET BT Enwa v afar
eI FATET, MIRA T

indian Counsil of HMadical Ressarch

Doparimeant af Haalth Bessarch, Minitry of Health
and Family Wallara, Government of India

0. VIR/1/2015/ECD-1{vol-1) /11 Dated: 18/08/2021
.aid for the research scheme entitled,

Subject: - Payment of gt and finsl o oliment of 1" year of grant-in
and National Calamities”

~satting up of Nation-wide Network of Laboratories for Managing Epidemics

MEMORANDUM

Reference this office letter No. VIR/1/2015/ECD-1{val-1) dated

3,72,000/- (Rupees Three lakh and seventy two
rant for incurring expenditure in connection
72,000/- may be debited in the provision of
urrent financial year 202 1-22.

The Director-General, ICMR sanctions the payment of Rs.
thousand only) as the 1™ ™ jnstallment of 17 year the g
with the above mentioned research scheme. The amount Rs. 3,
Rs. 3,72,000/- made for the above mentioned research scheme forthe c

by RTGS to The Vice Chancellor, King George's

A formal bill for Rs. 3,72,000/- is sent herewith for payment
Uttar Pradesh -226003.

Medical University (KGMU), Shah Mina Rd, Chowlk, Lucknaw,
vours faithfully,

-

(Harjeet Kaur Bajaj)
Administrative Officer
Division of ECD

Accounts Section-V (Mandate form Enclosed]

University (KGMU), Shah Mina Rd, Chowk, Lucknow, Uttar
t of Rs. 3,72,000/- 1st instaliment will be sent to you in due
laicl down in our letter referred to above.

Vice Chancellor, King Gearge's nMedical

Pradesh -226003. A bank RTGS for the amoun
course. The grant has been sanctioned on the conditions

fassor and Head Department of Microbiology, King George's Medical University (KGMU]),
Uttar Pradesh -226003. It is requested that an audited statement of

rtificate for the grant received and utilized in may be sent to this office

Dr. Amita Jain, Pro
shah Mina Rd, Chowk, Lucknow,
accounts together with utilization ce

in due course,

Online Team, ICMR.
5

Sr. T.0 (2) %
<ol
inistratide Ofhicer P‘l

yision of ECD
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WORLD HEALTH ORGANIZATION
ORGANISATION MONDIALE DE LA SANTE

Global Service Centre

Block 3510, Jalan Teknoksat 6,

Cyborjaya, 63000, Selangor. Malwysin
Corraspond To - globatsenicedeskgwho nl

GSC ACCOUNTS PAYABLE

PAYMENT ADVICE
AVIS DE PAIEMENT

World Health
Organization
08 Febra
e KING GEORGES MEDICAL UNIVERSITY
Department of Microbiology
shahming Rosd
Chowk
Lucknow, 226003
India
Payment Detalls | Détails du palerment
Processing Dale [ Currency | Amount Paid (
Date de Traltament Davise Montani Payé
E-FEB-2022 IR AE3,131.85
Involce Delalls / Détails de la faciure
Roference ! Purpose/ Raison invoice Date /| Currency / InvoicaAmount
}':':rnnﬁlg:r { :Fd-.hdnﬁ' Date da 13 Davisn Montant de la Tacture
pommands faciura
"'m‘.'ié'g‘,'”" HFTOE4A HGEML, Lucknow 03-FER-2022 INR 44 788,85
1281087- Datection of Diphthana
508337 and Parussis baciena
from throat swabs,
nasopharyngeal swabs
and sarm for the pericd
1 August 2021 1o 31
December 2021
|Nv-ERS- 2n2702802 FGMU, Lucknow 4FEB-2022 MR B3R 343.00
1281413 Detection of Diphthania
&0O052 and Pertussis bacleria
fresm throa! swabs,
nasephanmgeal swalhs
and serum for the period
1 January 2022 31
Decembar 2022 @#&
o sy
Payee Bank Detalls / Détails bancaires du béndficiaire i W 4
Q-;l_ﬁ" P'P:.:E.!l l'.'?" \-Fﬁ& Jeh
uﬁ':' 1:-:'3- d"“""f

Fagu 1ofd

LR et
4




HEALTH ORGANIZATION
TION MONDIALE DE LA SANTE

Giobal Service Centre
giock 3510, Jalan Teknokral 6,

Cybeaya, 63000, Selangor, Malaysia

Carrespond To - giobalservicedesk fwho inl

GSC ACCOUNTS PAYABLE

PAYMENT ADVICE
AVIS DE PAIEMENT

World Health
Organization
07 September 2021
KING GEORGES MEDICAL UNIVERSITY
of Micrabiology
ghahmina Road
Chowk
Lucknow, 226003
India
Payment Detalls / Détails du palement
Processing Date | Currency / Amount Paid
Date da Traitement Devise Montant Payd
or-SEP-2021 INR 304, 5TR.00
Involce Detalls | Ditalls de la facture
involce PO Roference |  Purpose/ Ralson involce Date /|  Currency / involceAmount/
Number | N® de bon de Date de la Devise Montant de la facture
N® de facture  commande facture
INV-ERS: 202695664 KGMU, Lucknow 05-JUL-2021  INR 63,336.00
1182499 Detaction of Diphthana
ATOA22 and Pertusss baclend
fram throat swabs,
nasopharynpeal swads
and serum for the period
1 July 2021 31 July 2001
[MV-ERS- 202661450 To conduct pllot testing of  18-AUG-2021 IR 331,240.00
119926%9- preservice
477253 competencybased
training tools for
undergraduate medical
students (intems) and
provida fesdback on the
content, duration and
training methods.
oW
@2&

Payes Bank Detalls | Détalls bancaires du bénéficiaire

Pagn 161
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ICMR "I e T, T
INDIAN COUNCIL OF | Research
MEDICAL RESEARCH e ':i"”":j::f:: it
A this ynee th seaf
Sarving the nstien snce 191 U!P“tﬂ“'::d“;::l:r re. Government of India
Mo, 317299 Mewra/2018-NCD-I Date:- 27- £ - ol
To
[Die.Rishi Pal,
Assoc, Prof.,
Depariment of Pharmacology & Therapeutics,
King George Medical University,
Lucknow-2 26003

Sub:  Sr. Research fellowship to Ms. Shipra Kartik, SRF on the projoct entitled, “Role of autophagy
and necroptosis in pathogenesis and their modulation by phamacological ageats in Parkinsons
disease” under your guidance

Madam, |

In continuation of this office letter of even number dated 24.9.2018 the Director-General 'f"f
the Council sanctions the ﬂfa}mmt of Rs.2.53,600/- (Rupees Two lakhs fifty three :dm!smd and six
hundred oaly) asthe 2™ instalment of 1% year of the pmlfﬂ:mutiﬂgnffﬂlﬂuﬂhlpahpmdmﬂﬁl:
funds for contingent cxpenditure in respect of to Ms. Shipm Kartik, Sr. Research Fellow (NM) for a
periodof & monthsie. from 33201910 2.6.2019 ;

I. Stipend @ Rs.35,000/-p.m. Ras. 2,10,000/-
From 3.3.2019 to 2.6.2019 (6 months)
2. HRA (@ 16% of basic (Rs.360(/-) Rs. 33,600/
From 3.3.2019 to 2.6.2019 (6 months)
3. Contingency @ Rs.20,000/-p.a Rs. 10,000/—
From 3.3.2019 10 2.6.2019 (6 months)
Total : Rs.2,.53,600/-

The above amount will be sent 1o you by online wransfer. The grant has besn sanctioned on
the conditions laid down in our letier sanctioning the fellowship.

L‘f-'-""
,p’r* tl1 Yours faithfully,
J A
x ¥ _ gﬂ el
i '.1"}_ {1shwar Likhar)
Administrative Officer
For Director General
| Accounts Section-V, ICMR  alonwith a formal bill of Rs2,53,600/- for payment at an early

date.
9 Head of the Instt. : The Vice-Chancellor, KGMU, Lucknow -226003
esearch Fellow ; Ms. Shipra Karik, SRF, Cfo Dr. Rishi Pal, Deparument of Pharmacology &
Therapeutics, King George Medical University, Lucknow-226003
4 RIS (D NO. 2017-3792)
5 A0, 6 Mr Hemant Kumar, Sr. Technical Officer, NCD.

For Director General
& i) v, dee i T aen, Tel: #31-1-2658B855 / 76588580 / 26585794
el . R e - no o2, W : +91-1-26569336 / 26588707
\ Ramalingaswami Bhawan, PO. Box No. 491, : FC- 9P THesBRERGE | beaicn

ansar Magar, bew Dalhl - 110 028, India
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Assog, Prol, !
Pranaetasent af Fromucalngy & Thempentics, ||
King George Medical University,
Lichnow - 126003

Suly  Sr. Research fellowshap o Ms Shipra kanik, SRI
pulophagy and necroplosis n pethogenesis and i modultion by pharmacological agens
in Parkinsons discase™ under your guidance

Sir,
This is reference to your e-mail dated 18.2.2000 forwarding the due & dravwn
statement of M. Shipra Kartik on the abave mentioned project

The Director-General of the Council sanctions the payment of Rs.14.000-
J (Rupees Fouricen thousand only) &8 the arrear of fellawship stipend in respectof  Ms,
Shipra Kanik, 5 Hesearch Fullow in the sbove  mentioned praject for a period from
11,2009 1o 28.2.2019 as per details given below .
Arrear of budget from 1.1.2019 0 28.2.2019

. 1.1.194031,1.19 Rs40600- Rs33600- Rs7000-
2, 1.2.1910 28210 R=40.600-  Rs33600-  Rs7.000/-
Toaad : _ Rsfl2000  Rs67.2000- Ra 140K

The nbove amounl will be sent to you by online transfer.  The grant hs been
sanctioned on (he conditions laid down in our better sanctioning the fellowship

Yoaurs faithlully,

’,.""
{Ishwar Likhar)

y Adminisirative Officer
r Far Director General
I Acebunts Seetion-V, ICMR
dof the Instt.  The  Vice-Chancellor, KGMU, Lucknow ~226003
Research Felbow © Ms Shipra Kartik, SRF, Cia Dr, Rishi '], Depanment of Phamacology &

Therapeutics, King George Medical University, Lucknow-226003
4. RIS (1D NO. 2017-3792)
5 A0 B Mr Hemant Kumar, Sr. Technical Officer, NCD. M'

) b

For Director General
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