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CLINICAL TRIAL AGREEMENT

Made between Dr. Vardara] Gokak, having a place of business at KLEs Dr. Prabhakar Kore
Hospital & Medical Research Certre, Nehru Nagar, Belagavi - 560010, Karnataka, indis {the
“Investigater’}, KLEs Or. Prabhakar Koro Hospital & Medical Research Centre, having a place
of business at Nehru Nagar. Belagaw: - 530010, Karnataka, India (the “Institution™}, GDD Experts
India Pvt. Ltd. having a place of businessat Geound Floor, Gulmohar Apartmenl, Oppesite Histap
College, Nagpur- 4400014, Maharashtra, India (the “Research Company™), F Hofimann-La Reche
Ltd, having a place of husiness at Granzacharsirasse 124, 4070 Basel. Switzerland (“Sponsor’)
and Quintiles Rescarch {India) Private Limited, having its office at B-101-106, Shapath IV, § G
Road, Ahmedabad- 380 051, Intfa (“Quintiles”).

PROTCCOL NUMBER: GAZ8931
An Dpen-labal extension and safety menioring siudy of
PROTOCOL TITLE: modzrate io severe Ulcerative Cofitis patients previously
enrglled in Etrolizumab Phase M) studies
PROTOCOL DATE: 22 October 2015
EPONSOR: F. Haffmann-La Roche Lid

PRINCIPAL INVESTIGATOR: Dr, Vardaraj Gakak

KEY EMROLLMENT DATE:
(date by which sile Is tg enroll
al least one (1) subject)

100 Calendar Days after Site Initiation Visit

WHEREAS, the Investigator and tnentutian [or 2nd Research Company'], if any, (hereafter, jontly,
the “Site”) are willing to corduct a chrical trial {the “Stuagy”). In accordance with the above-
referenced protocol and any subsequen! amendments thereto (the “Prolocel’y and Sponsor and
Quintdes request the Site 1o undertake such Study:

WHEREAS, Quintiles has been duly authorized by the Spensor to carry out cenain obligations of
the Sponscr in the conduct of the Sludy, cansistent with the lerms of 1his Agreemenl;

i

NOW THEREFORE, the lollowling is agreed )

i Quintiles end Sponsor hereby appont thz Site to conduct tha Study, and the Site agrees
lo ensure lhal the Site and the Site's amployess, agents, and staff will conduc! the Study
in accordance with the Prolocol (as may be amanded from time to ime by Sponsor), the
lerms of this agreement, including the Terms and Condilions allached as Attachment A,
the Payment Schadule and Budget allached as Attachment B, and any other altachments
herato, which all are incorporated by raference herein {the “Agreement™), gaod clinical
practices, and all applicable taws and regulations. The Site hereby confirms thal it has
enough time and resousces to perfonm the Study according lo the highest quality standards,
The Sie understands and agrees that if Sita has nat enrofled &t least one (1) subject by
the Key Enrcliment Date then Spansor may lerminate this Agreament in accordance with
Section 5 of Aftachment A,
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Enroliment of Patients

The Effectiva Date of tivs Agresment 1s as listed in Saation 3. Consequenily, the Sita will
nat be permitled fo sereen pabienis, randemize pabents, roceive Investigational Product or
recaive any payment until the validity date of this contract is reached.

In addition. Sponsor has a righl 10 km4 or increasa unilaterally and at any time Lhe number
of subjects paricipating n the Study,

2 Payments shall be made in accardance with the provisions szt forth in Attachmant B, with
the last paymenl being made aker the Site completes all ils chligations hereunder, and
Guintilzs has received ai complaied case repod farms ("CRES™) and, if Quintiles requests,
all other Confidential Information as defined in Atiachment A, Section 2 {Confidential and
Proptielary Infarmation}. The Site witl act as an independent contractor, and shall nol be
considered lhe-employee ar agent of Quintiles ar Spansor. Naither Quintiles nor Sponsor
shall be responsible for any emiployee benefits, pensions, workers' compensation,
withholding, or employment-related taxes as to the Sie. The Site acknowledges and
agrees tha! Investigator's judgment with respect te Investigator's advice to and care of
each subjact is no} affected by tha compensation Sie receives hereunder. The parties
agree that ths payes designated below is the proper payee for this Agreement, and that
payments under this Agreement will be mada only fo the follawing payee (the *Payae”):

Institution and Investigator acknowlenge and confirm that if lnvestigator is a named payee
hereunder, such payment arrangement is in accordance with the modalities laid down by
tha Instilution for receipt of funding for the Study and s not in violation of {he MCI
Reguiations.

PAYEE NAME: GDD EXPERTS INDIA BT, LTD.

PAYEE ADDRESS: Ground Flocr, Gulmohar Apariment, Opposite Hislep College,
Nagpur- 440001, Maharashtra, (ndia

PAN OF PAYEE | AADCG03330

It should he noled that all the payments made 10 the Payee are subject to Tax
Deducted at Source [TDS) in accordance with India tax laws, as amended from time
to lime. Quintiles will deducl the tax at the time of making payments unless a valid
Certificate (Form 18 AA — for no TDS} from fax authority is made available.

Site will have thirty {30) days from the receipt of final payment to disputa any
payment discrepancles during Lhe course of the Study.

The parties acknowiedge thal the desigrated Paves is autharized to réceive all of tha
payments for the services performed under this Agreemant, I the Investigator is not the
Payee. then the Payeg's cbhgalion o reimburse tne Investigator will be determmed by a
separale agreement between Investigator and Payse, which may involve different payment
amounts and different payment ntervals than the payments made by Quinliles to the
Payee. Investigator acknowledges Lhat if Investigator is not the Payee, neither
Quintiles nor Sponsor will pay Investigator, even if the Payee fails to reimburse
Investigator

3. This Agreement will beceme elfeciive on the date of approval of \he Study hy Drugs
Coniroller Gegneral India or on the date on which if is last signed by the parties, whichever
date is later, (the “Effschive Date™) and shall corttnue untl completion or until terminated in
accordanse with the prowsion in Attachment A, Quintiles snadl atlach a copy of tha lelter
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frem the Drugs Controfler General India approving the Study o this Agreement as
Allachment C, and the parlias agree that such letier shail be incorporated by reference
hersin.  such approval lettsi has nol been received as of the date the parties sign this
Agreament. Quiniiles shall keep the original signed Agreements unlil receipt of such
approval leltar. and upon receipt of such leiter, Guintiles shall attach a copy of ihe leter to
each original Agreement 5 Aifachment C and forward an eriginal Agreemant to each ather
party, while retalning one original Agreement its files, H such aparoval letter alraady has
been received pricr 1o the signatutes of the paries, Quintiles shall immedialely attach a
copy of the letter hereto 25 Atlachment C, and upon signature of all parties, each party
shall receive an ariginal of the Ag:eament. which shall include such tetter 25 Attachmant
C inihe event of a conflict bebween the Protocol and this Agreement, Lhe terms of this
Agreement will govarn.

4. The date of execution of this Agreement Is as istad in Section 3 above. Consequentiy, the
Site will not be permitted to screen patients, randomiza patients, receive Investigational
Producl or receive any star; up paymenl until the validiy date of this contract is reached.

5. Prior to and during the course of the Study. Quintiles or Study Sponsor may request 1o
coflect persoral data whizh may ba subject to data privacy laws or ragulations {cotlaciively
‘Data Privacy Legisfation”) relaling to the Study frem the Sie, including from its
invastipaters, sub-investigators. other Site slaff or parsonnel invelved in the conducs of the
Stidy. The investigator hereby consenls o the processing of Investigator's personal dala
collected by Quint¥es or Sponsor, and Investigator and Instituton agree to obtain any
consents, as may be necessary In accordance with applicabls Data Privacy Legislation, for
the piocessing of any personal data collecied by Quinliles or the Sponsor from its
investigatars, sub-investigators, staff and persennel invalvad in the canduct of the Study.
Such consenl shal authorize the transfer of persoral data, o countries other than the Site's
own country, Including without limgation 1he United States, even though dala pratection
may not exist or e as developad in these countries as in the Site's own country, for the
following purposes: a) the conduct and inferprelation of the Study; b) review by
governmental or regulatory aganmias, Sponsor, Quintiles, and their agents, and affiliates
and collaborators; ¢} satsfying legal o regulalory requirements; d) publication on
werw clinicatitials, gov and websilas and databasas that serve a comparable pupose: and
&) storage in databases for use in selacting sites in fulure clinical trials. In the event any
She parsonnel participabng n the Study are nol willing to provide such consent, Stte
acknovdzdges hat such personnel will not be zable lo padicipaie in the Study.

6. Institution and Principal Investigator agree that the compensation (hey receive from this
Agresment doas ol exceed the fair market value of the services they are providing, and
that no payments arg being provided to them for the purpose of inducing them to purchase
or preseribe any diugs, dewices or produsis, Sile agrees Lhat it wiil not bl any patient,
msurer. or governmental agency for any dems, visits, senvices or expanses provided of
paid for by Quintilzs ar Sponsor, N

Insutution and Principal invesligator and G2D Experts India Pyt. Lid. represent and watrant
that nesher they nar any individual ar entity acting en their behal, nor any payee under Lhis
Agreament, will, doresily or indirectly, offer or pay, or aulhorize an offer or paymant of, any
meney or anylhing of value te any Puble Official {definad below) ar public entily, with the
knowizdge or intent thal the paymeni, promise or gift, in whole or in part, will ke made in
orcer ta influence an official act or dacision that will assist Quintiles, Sponsor ef the Sile in
securing an impropar advantage ar 1n oblining or retaining business or in directing
business to ary persan or entity.
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In addition 10 olher rights or rernedies under this Agresment or at law, Sponsor and/or
Quintiles may lerminate inis Agrerment it Site and GDD Experts Incia Pvt, Lid, breaches
any of the representations ot warranties contaned n this Section or if Quintiles or Spansor
learns that improper payments are bHeing or have been made to Public Officials by Sile or
any individual or entity aciing or its behali.

For the purposes of this Agreemen, “Pyblic Official” means any officer or employes of a
government, a public inlernational erganization or any department or agency tharecf, or
any person acling in an official capacity, including, lor a public agency or amerprise; and
any poliical paity or paay offic:al. or gny cendidale for public office,
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ACKNOWLEDGED AND AGREED BY QUINTILES RESEARCH (INDIA] PRIVATE LIMITED:
)b . o .
By:_etinalal Judbiinad

———

Name: Subashri Shivkumar

Title: Head Clinigal Oovelopment Services

Date: G?{':f/ (_‘-:Hif')f' /2 &6

ACKNOWLEDGED AND AGREED BY SPONSOR (Quintiles executing on Sponsor’s behalf):
By llgjvl-* iﬁ."—"‘j‘«“‘]{ \k [R.{‘.ai,-'f;f_[ it i -~

Name: Subashri Shivkumar

Title:_ Hoad Clinical Development Scrvices

Date: FQ:? /&if{)f‘. /';'..C'Jf{f, .
[ A

ACKNOWLEDGED AND AGREED BY THE PRINCIPAL [NVESTIGATOR:

By: @’\)b/

Name: Dr. Vardarai Gokak

Title: Principal Investinator
Date: \%)\ \U\\G -

ACKNOW{ EDGED AND AGREED BY KLEs Dr. Prabhakar Kore Haspital & Medical Research
Centre:

By: { L&://
—

Name: Dr. M.V, Jali  fl2:hcal Drector &

_ KLES [

Title: Medical Directotladic

Date;_ 2. \l“ll—ﬂ\ﬁ

ACKN&NLEDGED ND AGREED BY GDD EXPERTS INDIA PVT, LTD.;
5
e
By: "3\,} A

_‘«‘-N\

Chief Execunve
Prabhakar Kore Hospilal &
al Research Contre, BLEAGAVI

Name: Vined Gyanchandani

Title: Head- Cliniczal Operations

Date: 30/5(’.!9!20[6
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ATTACHMENT A
TERMS AND CONDITIONS

Capitalized 161ms nel defined herein shall have the meanings assigned fo them in the attached
Agreement,

1} Conduct of the Study. The parties 1o the Agreement agree that the Study will be performed in
stricl aceordance with Lhe Pratose!, il applicable laws, regulations and guidelines, and good clinical
praciices  ("GCPs’). and Indian Medical Councit (Professional Conduct, Etiquatte and
Ethics)(Amendment) Requlations, 2009 ~ Part-1 (*MCI! Regulations'). The Invesligaler shali raviaw
all case report forms {"CRFs") to ensura their accuracy and completenass, shall review and
understand the infermation in the mvesugaior's brochure, shall ensure that all informed consent
requirements are met (including any noeded aulhorizations for the use, storage and icansfer of
personal data), shall ensure thar all reiivired reviews and approvels {or favorabla apinions) by
applicable regulatery authonties and insltulonal Review Boards ("IRBs"y ar Independan Ethics
Commitiees (*IECs") are ohtamed and shali provite a copy of such approval to Quintiles prior to
enrollment of any subjecls. A sample informed consent form has been provided by the Sponsor for
use in the Study: any medifications to this form must be appraved by Quintiles or Sponsor prior to
its use, such approval not to be vnreascnably withneid. The Site agrees to ensure thal all clinical
data are accurate, complete, and lzgible  The Site shafl promptly and fully produce all data, records
and information relating to the Study 1 Quintiles and Sponsor and thair rapresentatives during
normal business heurs, and shall assist hem in nromptly resolving any guastions and in performing
audits or reviews of original subject racords, reports, or data sources. The Site agiees lo cooperate
wilh ihe representatives of Quintiles ang Sponsos who wisil the Site, and the Site agrees |0 enisure
thal the employees. agents and represantativas of the Sile do nat harass, or otherwise create a
hostile working envirenmant far, such rapresentztives, The Sile warrants that it has lhe lagal
zuthorily ta share the clinical data and Study-related records and information with Quintiles and
Sponsor. The Site shall use the product being tested (the "lnvestigational Froduct"), and any
cemparator products provided in connectlon with the Siudy, solely for the purpose of properiy
cemplating the Study and shall maintain all Investigationa! Product and any comparator products
in a Iocked, secured area at ail times  Upon complation or leminaten of the Study, the Site shall
refurn all unused Investigational Product, comparator preducts, equipment, and matedials and all
Coniidantial tnfarmation (as definad belaw).

2) Confidentiai and Proprietary Information. A# information tincleding, but nol ¥mited 1o,
documents, descriptions, data, CRFs, pholographs, videos and instructions), and malerials
{including, bul net limited to, the Investigational Product and comparator products), pravidad fo the
Site by Quintiles. Sponsor, or their agents, {whether verbal, written or eleclronic). and ail dala,
reporis and information, relating 1o the Study er its progress (hereinafler, the “Confidential
Infarmation”) shall be the property of Sponsor. The Site shall keep the Confidential Information
strctly confidential and shall disclase it only to its employees invalved in cenducting the Siudy, who
are subjest o confidentiality obligations that are consistant with this Agreemant, on a nesd-ip-know
basis. These' confidenlizlity obligations shal! canlinue uniil ten {16) years after completion of the
Study. bul shall not apply to Confidential Inlarmation 1o the extent that 1. a) is or becomes publichy
available through no faull of the Site; b) 15 disclosed to the Sile by a third party not subject to any
obligation of confidence; ¢} must be disclosed to IRBs, IECs, or applicable regulatary authorities;
dy must bz included in any suhject's infermad consent farm, e) is publishad in accordance with
Article 3 herein; or, £) is requirad lo be disclosed by appliceble law, provided thal the Site shall give
Sponsor and Quintiles prempl, advance written notica 1o permit Quintiles, Spansor or their sgents
tor objecl o or othenwise limit such disclasure  The existing inventions and technoiogias of Sponsor,
Quintiles. or the Site are their separale properly ana are not affecled by this Agreement. Sponsor
shail have exciusive ownership of any inventions or discoveries arising in whele or in pan fram
Conlidential information or arsing from the conduct of the Sludy, The Site will promptly nofify
Spunsor in writing if it or investigator conceives ar makes any such invanlions or discoveries and,
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al Sponsar's expense, execulz any documanis and give any testimeny necessary for Sponsar to
cbiain patents in any counlry o fo olhervise prolect Sponsor's inferests in such inventions or
discoverics. The Site agrees lo conwly with any spplicabie data privecy or data protection
legistation of the country in which U deta onginated.

3) Publication, Site understands that this Study is being connucted at mutltiple research sites. Site
is free (o publish or prasent [he Study results obtaned at the She, buf only afler tha first publicatlon
or presentation thal involves the muiti-center data or eighteen {18) months after the completion of
the muli-center Study, whicheves is st Af [easl sixty (B0) days pricr Lo submitting or presenting
a marusciipt or other materials relaling to the Study to a publisher, reviewa:, or ciher outside
persons, the Sile shall provide to Sponsor 2 copy of all such inanuseripts and malerials, and allow
Sponsar sixty (60) days lo revicw and coinment an them If tha Sponsor requaests, the Site shall
remove any Confidential Information {other than Study results) prior to submitting or presenting the
materials, in addition, at Sponsar's request, the Site shali delay publication for an additiznal ninely
{90) days to allow Sponsor the spoadunity ta file for paiem protection, No party hereto shall use
any other party's name in connection wdil any adverusing, publication or promotion without pricr
wntten permission.

4} Inspection and Debarment. When given reasonable notice, the Site agrees 1o allow authorized
Quintiles, Sponsor and regulatory avtherity personnel direct access to tha Sito's records refating lo
the Study, inctuding subject medical recards, for menitoring, auditing, and inspection purpcses. If
any sourci thata are kept on computer ffes anly, the site shall make print-cuts of all patients’ data
refevant to the Study for the purpose of source data verilization, signed, datad and fetained as
source documents. The Site shalt imimediately notify Quintiles of. and provide Quintiles copies.of,
any inquiries, correspondence or communicahons to of from any gavernmenial or regulatory
authority relating to the Study, including, bul aot fimiled to, requests for inspection of the Site's
facilities, and the Site shall permil Quintiles and Sponsor ta allend any such inspections. The Site
will make reascnable efferts to saparate, and nol disclose, ali canfidential matarizls that ara not
required to be discidsed during such ingpections  Site and Investigator each represents and
warranis that thare are no pending for-cause regulatory audits, investigations or proceedings
mnvalving Sile. Invesligator, or any of their employees or agents periorming Sitdy activities which
relate 1o compliance with laws regarding the conduct of any clinical research. The Investigator and
the Institution shail be joinlly responsible for mamniaining essential Study decuments in the manner
specified by current good clinical practice ("GCP™) quidelines and applicable laws for fiteen (15)
years after the completion of the Study or such longer period as specified by current GCP guidelines
ard zppliceble laws. In addition, Site shall take measures to prevent accidental or premature
desrruction of these documents. If the Investigator leaves an institution, then responsibility for
maintaining Study records shall be deterrmned in accardance wilh zpplicable regulations. During
the Stwdy and for 15 years thereafrer, il an investigator or sub-investigator leaves an instilution or
otharwise changes addresses, he or she shall promplly nolify Sponsor and Quintiles of his or her
new address. The Site represents and warraris that neither il, nor any of its employees, ageats or
ower persons performing the Sutdy under s direction, has been debarred, disqualified or banned
from conducting clinical trials or is under invesiigation by any regulatory authority for debarment or
any similar regulatory action in any country, end tha Site shall notify Quintiles immediataly i any
such investigation, disqualification, debarmenl, or ban occurs

5) Termination. Sponsor may suspend enrolimant or lerminate this Agresment eifective
immedialely upan wrilten notica. The Sile may terminale this Agreement upon written notice il
cirsumsiances beyand the Site's reasonahle control prevent the Site frem completing the Study, or
it the Site reasonably determines that & is unsafe ic continue the Study. Upan receipt of notise of
termination, the Site shall immedialely cease any subject recruiiment, follow the specified
lermination procedures, ensufe that any required subject follsw-up procedures are completed, and
make all reasonable efforts 10 mininnze furher costs, and Quintilas shall make a final payment for
visits or milestones properly performead pursuant to this Agreement in the amounts specified in the
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Attachmert B; provided, howaver. thal ten percent {10%) of this final payment will be withhetd until
final acceptance by Sponsor of all subject CRF pages and all data clarifications issued and
satisfacticn of all other applicaniz conditions st forth :n tha Agresmsnt.  Neither Quintiles nor
Spensor snal be responsitle to the Site for amy lost profits, iost opponunities, or other
consequential damagas

6} Claims and Disclaimers, The Site shan promptiy notify Quntiles and Spansor in writing of any
ctaim of ilness, injury or death or damage actually or allegedly arising from the conduet of the
Study Sponsor agrees 1o indsmrily and hald harmiess the Site and Invesligator from any ihird
parly claims of illness, injury or damage directly arising cut of the conducl of the Study in
accordance with the Protocol, except 19 the extent any such Tllness, injury or damage is caused by
the Site or Investigalor's neghgance misconduct failure o follow the Prolocol or breach of
applicabie taw or regutation, Sponsar thall have the right to control the defense of any such ¢laims
and the Site shatl cooperate fully with Sponser in hardling suech claims, Quinsiies exprassly
disclaims any fiabiity in connection with the Investigationa! Produet, inciuding any liability for any
praduct elaim arising oul of a conditian caused by or allegedly caused by the administeation of such
praduct except to the extent thal such habifty s causae by the nagligenca, willful miscenduct of
Breach of this Agreement by Quintiles Neizher Quintiles nor Sponsgr will be responsib!s for, and
the Site agrees, lo the extent sllowed by law, to indemnify and hold themt harmless from, any third
party claims of illness, injury or damaga resuiling from the Site's negligence, failure lo adhere lo
the Protocol, failura fo obtain informed consent, unauthorized warranties, breach of this Agreement,
breach of applicable law or reguiation or willful misconduct.

7) Financial Disciosure. In order lo aflow Spansor 1o comply with its U.S. regulatory requizements,
the Silz agress thar, for each fisted or identified investigator or sub investigalor wha is directly
involved in the treatment or evaluation of research sutjects. it shall promptly return to Quintiles a
financial disclosure fonm that has been compleled and signed by such investigatar ar sub
investigater, which shall disclose any appiicable interests held by those investigatars or sub
investigaters or their spouses or dependent children, Quintiles may withheld payments if it does
nol receive a completed form from each such investigasor and sub investigator The She shall
ensure thal all such forms are promplly updsted as needed to maintain thew accuracy and
completeness during the Study and for ona (1) yaar afier its complation. The Site agress that the
completed forms may be subject to review by governmental or reguiatory agencies, Sponsor,
Quintiles, and their agenls, and the Site consents 1o such review. The Site further consents o the
wransfer of its financial disclosure data to the Sponser's coundry of origin, and to the U.S, if the Site
i5 culside of tha U.S., aven though data protection may not exist or be as devéloped in those
countnes &z in the Site's own couniry.

8) Shipping of Dangerous Geads and Infectious Materials. The shipment of dangerous goods
ana infectious malerials {including infectious subject specimens) is subject to tocal, netional, and
international Taws and regulations, The Sie is responsible for ensunng thal each Individual who
packages or handles any dangeraus goods of infectious materials for shipping from the Site
complies with afl applicable laws and regulaticns

8} Adverse Event Reporting. [nvestigater agrees o repont any serious advarse events (SAEs)
as required by iaw, regulation ane the Protocol. Within 24 hours {or such other time as specified
in the Protoeel) of first knowledge of any SAE or any event that could affect the safety of the Sludy
paricipants, Investigator will notify

Investigator will notify Quintiles and the Sponsar via the alectronic data caplure system (s0C). In
the case of the eDC being offline, the responsibie Site staf! will fax the paper SAE form to Quintilas
Lilecycle Safety using the tolf free fax numbear (+353 1 809930} and 2nter Lhe SAE nto the eDC
system as saon as i is back online
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10) Additionzl Gontractual Provisions. Thig Agreement, including thesa Terms and Conditions,
constiwles tha sole and complate agrezment betwssn the pacies and replaces all elher written
and oral agreements relating 1o the Siudy  No amesdmanis or madifications 1o this Agreement
shall be vald uniess in writing ane sighed by all the padies. Fallure to enforce any term of this
Agreament shali not conslitute 2 waiver of such ferma If any parl of Ihis Agreement is found to be
unenforceable, the rest of this Agrasmant ‘will remain in efigct This Agreament shall be binding
upon the parties and thelr successors and assigns, The Sile shali not assign or transfer any nghts
or ohligaions upder his Agreesent waboul tha written cansent of Spansor, Sponsor may, andfor
Quinstles may upon Spunser's renuest, assign this Agreement 1o a third garty, (and Quintifes may
upon Sponscr's request assign its rights and obligatians under this Agreemant to Spansor). and
Sponsor andfor Quintiles (as the case may be} shzlt ot be responsible for any obligations or
liabilities under this Agraement ‘hat aris2 aftar the datz of the assignment, and the Site hereby
cansents o such an'assignmeni. Site will be given prompt notice of such assignment by the
assignae  The tarms of this Agreement that contain abligstions or rights that extend beyond the
completion of the Sludy shall strvive (ermination or compietion of this Agreement, including without
limiation Sections 2, 3, 4,6, 7 and 10 ol this Attsshmant A,
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ATTACHMENT B

BUDGET AND PAYMENT SCHEDULE
A. PAYMENT TERMS

Cuintiles wilf reimburse the Payee every monlh. cn a completed wvisit per subject basis in
accordance with the altached ttdgel. dinety percent (80%) of esch payment due, including any
Screening Failure (see Ardicte G beluws, wil ba made bases upon pricr enralimert data confirmed
by subject Case Report Forms ["CRF3%) received from the Site suppering subject visitation, The
balance of monies earned, up to 1en percent (10%). wifl be pro-rated upon verification of actual
subject visits, and will be paid by Quinnles to the Payes upon final acceplance by Sponsor of all
CRFs pages. al! data clarifications issued, the teceipt ard approval of any cutstanding regulatory
documents as required by Quiniies andior Sponsor, the retumm of afl unused stipplies fo Quinties,
as well as confirmatlen that all eiectironic patien! dianes hava been fetuinad and upon satisfaction
of ail ether applicable conditions set forih in the Agreement  Siie shall have thirty (30) days from
the receipt of the [linal paymant to dispute any discrepancies relating to payments made pursuant
to this section. Sile understands that al scme point following such period, Quintiles will close 1ts
bocks relaling 1o the Study and any disputes recewed afiar suzh period may be forwarded to
Sponsor for resolulion,

Site represents that the services it provides under this Agreement are taxable services under the
laws governing service tax in India, and thal it is requirad to charge service 1ax for the services
rendered o Guintiles al the prevailing rate. Site rapresents that it is enfitled fo require such payment
of the service tax under the faws of India. Site undenakes to provide Quintiles with an invoice, to
be senl to Chiintiles at the address mentionad in Secticn E of this altachment, in respect of such
taxable sarvices and such invoice shall ba in accordance with the lerms of the Service Tax Rules
of 1594 as may be amended fram (ime 10 time or any successor legislation

it should be noted that all the payments made to the Payee are subject lo Tax Deducted at Source
{TDS) n accordance with India tax laws, as amended from lime to lime. Quintiles will deducl the
tax 2\ the time of making payments unfess a valid Cerlificate (Ferm 15 AA — for no TDS) from tax
authority is made available.

Major, disqualifying Protocol violations are not payable under Lhis Agreement
8. DISCONTINUED OR EARLY TERMINATION PAYMENTS:

Reimbursement for discantinued or early termination subjecis will be prorated based on the number
of sonfirmed completed wisits.

C. ORIGINAL INVOICES:

Original Invoices pastaining to this Study fer the iollowing fems must be submillad to Quintiles for
reimbursement at the fellowing address

Quintites Research India Privata Ltd., Bangalcre

Attention: Finance PSC - Accounts Payable {Investigator Payments)
il Floor, Etainin Block,

Prestige Technology Park,

Sarjapur - Marathahalll Outer Ring Road

Bangalore — 560103, India

Plzase note that invoices will not be processed unless they referance the Sponsor name, Protocol
numbar and Investicator and will be included with the regular payments  After raceipt and
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veniication, reimbursemant for invgices witl be includad with the next regulary scheduled paymant
for subject activity,

= Instiution Review Boards ("IREs"} or Independent Ethics Committees ("1ECs™)
Payments

IRBAEC costs will bo reimaursad on a pass-through basie and are not included in the attached
Budgei. Any subsequent re-submissions or renewals. upon approval by Guintiles and Sponsor,
will be reimbursed upon receipt of appropriste decurnantation.

+ Study Stan-Up Fee

A ong time, non-refundable paymenit of Sixty Thousand Rupees (INR 60,000) to cover Study
Stan-Up activities [which includas instiwicnal overhead]. will be made upon completion and receipt
by Quintdes of alk original contrsctual ana regulatory documentalion and receipt of original invoice:

« Record Storage FeelArchiving Fes

A record slorage payment of One Lakh, Twenty Thousand Rupees (INR 1, 20,000), [which
includes instituiional overhead], will be made upon racaipt of original supporting invoices from &
third party vendor and are not included in the altached Budget. In accordance with Sponsor's
Protocal requirernaents, institution shall maintain all site study recerds in 2 safe and secure location
tc allow easy and {imely retrieval, when nesded.

+ Palient Travel Expenses
Patient rravel expenses will be rembursed upon receipt of onging! supporting invoices from Lhird
party vandors at a fiat rate of Five Hundred Rupess (INR 500} or up to (INR 1000 } per visit per
palient per round trip} and are not included in the atteched Budgst. Invoices must contain the
following information in order for 2 payment 10 ba 1ssued- Subject number or initiafs, amount paid,
visit number in which patient travel is being requested.

+  PREGNANCY TEST, ALCOHO!L. AND GAUZE:

Quintiles will provide the Site with pregnancy fests, alcohol pad and gauze during the course of the
Study, In rezsonable and nzeded amounts. Site will provide such materials to patients (study
subjegts) 10 take home for the purposes of Slugy protocod procedures.

=  ADVERSE EVENT REPORTING:

Investigater will repert any sericus adverse events {SAEs) as required by lsw, regulstion and the
Protocel, Within 24 hours {or such olher time as specified in the Protoco!) of first knowledge of any
SAE or any event thal could affect tha safety of the Study participants. Investigator will notify
Quinliles and the Spansar via the electronic data capluré system {eDC), In the case of the eDC
‘being offline, the responsible Site stail will fax the paper SAE form to Quintiles Lifecycle Safety
using the toli free fax number (+353 1 B09850) and enter the SAE into the @DC sysiem as soon as
it is back ordine. ¢

F. INFRASTRUCTURE f EQUIPMENT:
1. e-Diarles and Tallet Return.

Section 1. The fnal payment will be made afler Spensor has jeceived copies oi all
caompleted Casa Repert Forms ("CRFs™) for 2ach of the Subjects paricipating in the Study
wilh !t queries resolved as well as confirmelicn thal all electronic patient diaries have baen
returngd,  Site shall have Lhirly (30) days from the recaipt of the final paymenl to dispute
any distrepancies relaiing to paymenls made pursuant to this sectlon 1. Site understands
that at some paint following such period, QUINTILES will close its books relating 1o the
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Study and any disputes recaived ailer such nenod may be forwanied 1o Sponsor for
resaiution, \

Section 2 Sublect to the conditons se! forik beisw, Sponsor of QUINTILES will provide
HTC-HD2 TB58S Handhela Computer (eDiary) and Ater lconiz WS10F {eQuastionnaires),
which Is required for usn in the Shudy and thal Site does not oihenwise own o5 have access
to {the "Equipment’) 1o Site for use s the Stucdy.

{) Equipment Use Maintenance. Site agress to heuse the Equipment on site and to
use the Eguipment sclefy in conneclion with the Study during the term of the
Agreement, Site agress o maintain the Equipment in good working condilian,
reasonable weer and lear excepted In ine event that she Equipment malfunctions
or ceasas to operate during the conduct of the Study through o fault of Site,
Sponsor of QUINTILES wilt arrange Tor appropriale maintenance ar replacement
of the Equipment incluting. al Spansor's option, seimbursing Site for reasanable
mainlenanca or replacemant expenses.

(i} Return or Purchase af Equipment. Upon completion or any earlier termination of
the Sludy =t Site, Site shall, a! its option, elther. (A) return the Equipmenl to
Sponsor/Sgonsor  at  Sponsors/Sponsors  expense; or  (B)  reimburse
Sponsor/Sponsor for the residual fair markel value of the Equipment as of the date
of lesminztion, SponsarSponsor ar QUINTILES may. at its option, either withhald
the final payment to Site until the Equipment Is raturned, of unlil Site reimburses
SponsoriSpansar for the residual fak markel value of the Equipment as of the date
of completion or termination of the Study. IN THE EVENT OF TRANSFER OR
ASBIGNMENT UNDER THIS PARAGRAPH, THE EQUIPMENT SHALL BE
TRANSFERRED AND ASSIGNED "AS IS,” AND SPONSOR/SPONSOR MAKES
MO WARRANTY OR REPRESENTATIOM, EXPRESSED OR IMPLIED,
INCLUDING BUT NOT LIMITED TG FITNESS. MERCHANTABILITY, QUALITY,
CESIGN, COMDITION, SUITABILITY DR PERFORMANCE OF THE
EQUIPKIENT.

1. Bioclinica Devices:

Subject 10 the conditions set forth helow, Sponser or QUINTILES will provide Lenove
Thinkpad E450 Laplop Includes Power Supply and Ethernet Cable-, Dazzle Video Creator
Patnum HO- Video Input Adepter and Transcend 8GE USB Memory Stick which is
required for use in the Study and that Site does no! othenvise own oF hava access o (the
“Bieclinica Devices®) 1o Site for use in the Study.

(i} Bioclinica Devices Use: Maintenance, Site agrees lo house the Bioclinica Devices
an site and to use the Bioclinica Devices solzly in connection with the Study during
the term of the Agreement. Site sgrees i inaintain the Biotlinica Devices in good
werking cendiion, reasonable wear and tear excapied. In the evenl thal the
Biocknica Devices malfunctions or ceases to operale during the conduct of the
Study through no faull of Site, Sponser or QUINTILES will arrange for appropriate
maintenance aor replacement of the Bicclinica Devices, including, at Sponsor's,
option, reimbursing Site for reasanable maintenance or replacement expenses.

{#) Relurn or Purchase of Bioclinica Devices Upon complation ar any earlier
termingtion of the Study =t Site, Site shall, return the Bieclinica Devices to
Sponsor/Quintiles atl Sponsar's/Quintiles’ expense. Sponsar or QUINTILES may
vithhold the final paymanl 1o Site unill ths Bigelinica Gavices is returmned.
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G BUDGET DETAILS:
The Budget 1 &5 follows:

It is agreed thal the Site wilt recsive INR Five Lakh Ninety Eight Thousand One Hundred and
Eighty Four only {INR 598,184} par compicted panent for the Study accerding o the schedule

indicated below. This par patient amount s intended 1o covar the Tollowing study- related casis
inturred by tha Site:

casts refated lo the patients wsits (day care cost. stay)
costs for study relaled communicalicns

salaries of study staff and Investigater

Institute service charges and ovarheads

Budget Table:

Per Patlent Amount
Visit No. Inciuding 20%
Overhead (INR)

In-Clinis Etrolizumab :,{:::: E :;:ig
Administration Every 4 - :
Weeks Visit 8 5,920
' Visit 12 16.817
i Al-Home Etrolizumab | Clinic Visil at Every 12-Waek Interval 353,048
, Administration Every 4 | Clinic Visit at Every 48 Week Inlerval 123,83%
v Weeks Clinie Visit at Week 108 B .. 15,983
I 12. Week Safety Follow | Week 6 5348
Up Weex 12/ Early Termination 16,2494
! 24, 48, 68, and 92 Weszks afier
| 92-week Extended PML | Patient Disconfinuation from Study
Monitering Perlod OR Symptomn-Driven Unscheduled
! Telzphene call OR Eary Termination 21,314
TOTAL Amount Per Completad Patiant Including 20% 598 184
Qvarhead {INR) o o
Unscheduted Visit” 10,897
Early wilthdrawal from Treatment Visit® 17857 ]
\1ﬁ25-“}‘\fcek Safety Follow Up - Unscheduled 10,897

*Unschoduled Visit Fee and Early Withdrawal from Treaiment Fee will be paid upon receipt
of completed ¢CRFs, not Included In the tolal cosl per subject.
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Additional Invoiced ltoms:

Nole;

INVOICED ITEMS: l Unit Cost (including OH)
| (INR)
Serum pregnancy fest - r. 300
Uising pregnancy tast ! 200
Informed consenl for patiens anrolling onlyin Par 2
{80} 1.133
Etrelizumab administralion, per vegurrence 622
In clinic Etralizumab administration an 4th and 8th week
of every 12 weeks 4,474
ECG 300
Concomitant medicatons 02
Adverse gvents _ 688
Limitzd/Symptom drivat physical examinaion, inciuding
Gi (includes Vital signs {8P. puise rate)) 2,928
Flexible sigmoidoscopy, wih calonle biopsies g.100
PML neurologic examingtien 2,000
Colpnoscapy, with coloric biopsies 6,500
Biopsy; Staining ard preparation of the sildes including
 shupping and bandling 800
Caniral Labs (JCV anlibody. storage for JOV, Anti-
therapautic antibody) includes Collection, Preparation
and Processing 402
Partizl Mavo Clinic Score {pMCS) 284
Mave Clinic Score (MCS) 4440
Central Labs (Hemalalogy, Chemistry (including LFTs),
Hepatitis B DNA, CRP) 191
PK sampling (serum) 200
Neurolsgist - Per Hour 1,000
Brain MRI with contrast, includes interpretation and
repart 11,000
Brain MRl without contrast, includes Interpratation and
report 6.000
Lumbar puncture L . 2600 ]
Cerebraspingl fluid {CSF) analysis for JCV by PCR;
inctudes lakr handling for shisment to central 1ab 500
Reconseniing Fee 932

¢ This Budget includes all study costs related o the Protocat {including but net fimiled to
laboratory costs, patienl travel oxpenses and sie overhaads), excep! for any other paymants
contained within this Attachment. .
« Al questions regarding study payments or the financial arrangemenis should be directad lo

Quintiles at the address noted ahove during normal business hours (IST).
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CLINICAL TRIAL AGREEMENT

PROTOCOL. MYL-14020-3001

(the nAgreement") is effectiv
and between

e on the date fully executed by the parties

This Clinical Trial Agreement
(tie “Effective Date) and entered into by
¢ Cotnpanies Act, 1956
ev, Ahmedabad —
e context of

incorporated undes th
ges Bunglows, Bodakd

n, unless repugnant to th
subsidiaries, nominee

H LIMITED, a compafly
Pushparaj Towers, Nr. Jud
«CRO” which expressio
s, employees, assignees,

CLIANTHA RESEARC
having its Registered Office at Opp.

3;»30 054, India (hereinafter referred to as
n and include its affiliate

s, agents

n’i;-aning thereof shall mea
and successors-in-interest)

AND
i
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hndings that could adversely affect the Subject’s safety, could have an impact on the coﬁduct
the Study, or could alter the ECs / IRB’s approval to continue the Study.

CRO will be responsible to notify on time the health authorities in India.

MISCELLANEOQUS

. Use of Names; Publicity. Except as otherwise requited by applicable law, regulation or cor

order, no Party to this Agreement will use the name or other identifying matks of any other Pa
or its affiliates or its staff/employees, agents in any advertisement o sales promotional material
in any publication, press release, or other public statement without prior written approval of |
other Party; provided however that Sponsor may identify the Institution as a participating clini
site and the Principal Investigator as an investigator in a Study. T'he Institution and the Princt
Investigator shall have the right to acknowledge the Sponsor's support of the research perfors:
under this Agreement in scientific publications and other scientific communications {any st
publications or communications shall be made in accordance with Section 7 herein). Each of -
Partics hereto shall not disclose to any third party the terms of this Agreement even existence
this Agreement without the prior written consent of the other Party, except to advisots, investe
and others on a need-to-know basis under circumstances and cnsure the confidentiality there
or to the extent requited by law, regulation or court order.

. Independent Contractors. The Partics acknowledge that the relationship between the Spone

CRO, Institution and Principal Investigator created by this Agrcement is that of independ
contractors and shall not to be considered as partner, agent, employee, or representative of C)
or thé Sponsor. That neither the Principal Investigator nor Institution or CRO may create

assume any obligation on behalf of the Sponsor.

. Limitation of Liability. In no event shall the Parties be liable to each other for any spec

incidental, or consequential damages adsing out of or rclating to this Agreement, or the sub)
matter hereof, however caused and whether such claim is based in contract, tort (includ

negligence), or otherwise, even if an authorized representative of the Sponsor is advised of
possibility of such damages.

. Notices. Any notices required or permitted to be given hereunder shall be in writing, shall

addressed to the Party to whom such notice is intended as follows, or such other address and,

number as such Party may substitute by written notice hereunder, and shall be effective
receipt.

Any notice to Sponsor shall be addressed as follows:
Addzress : MYLAN LABORATORIES LIMITED INDIA,
| Clinical Research Centre, Saradhi Chambers, Plot No. 4-A, Beside
Poulomi Hospjtal, Rukminipuri, Dr. A. 8. Rao Nagar,

Hyderabad 500002 aie
Adéan e The Qqn;ppxR!—g"{qur](‘..
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D:"T Mahesh Kalloli, the Principal Investigator presently employed  at KLE’s Dr. Prabhakar Kore
Hospital & MRC, Belagavi-590010, Karnataka, India(bereinaftcr  referred to as  the "Principal
Investigator' which expression, unless repugnant to the subject or context therein, shall mean and include

his legal heirs, administrators, executors and assigns)

AND

KLE’s Dr. Prabhakar Kore Hospital & MRC, Belagavi-590010, Karnataka, India hercinafter
reforred to as the “Institution” which expression, unless repugnant to the subject or context therein,
shall mean and include its authorized representative(s), administratots, executors, assigns & successors-in-

interest).

Dr. Ravi C, CMS Clinical Research Pvt.Ltd., (hercinafter referred to as the “SMO” which expression,
unless tepugnant to the subject or context therein, shall mean and include its authorized representative(s),

administrators, exccutors, assigns & successors-in-intercst).

CRO, Principal Investigator and Institute is referred to herein individually as a “Party” and

collectively as “Parties”.

Whereas, Mylan GmbH (hereinafter referred to as the “Sponsor”) through its Agent CRO desires the

Institution to study (add study drug in compatison with reference and/or placebo) and the Insdtuton 1s
willing to perform a clinical study of the Study Drug (defined herein below); and

WHEREAS, the Study (defined below) is of mutual intetest and benefit to the Sponsor, CRO, Instiruton
and Principal Investigator and will further the investigational and research objectives of the Institution

and Principal Investigator;

WHEREAS, the Principal Investigator and the Institution have the qualified personnel and the facilities
equipped according to Good Clinical Practices (GCP) to undertake the Study with the responstbility for
the proper conduct of the Study (defined herein below);

Now, THEREFORE, in consideration of the promises and mutual covenants hetein contained, the Parties

agree as follows:

1 THE STUDY AND THE PROTOCOL

A. The MYL-14020-3001(the “Study Drug”) shall be conducted, under the direction of the
Principal Investigator, in the treatment of patients (“Subjects™) in accordance with this
Agreement and the protocol identified as Protocol ID No MYL-14020-3001 and entited
Multicenter, Double~ Blind, Randomised, Parallel-Group Study to Assess the Efficacy and

Safety of MYL-14020 Compared With Avastin ®, in the First —line Treatment of Patients

with Stage IV Non Squamous Non _—_S;rpall"TCeli Tung Cancer” a copy of which is attached

hcreta?s'E}EiﬁEiE_A_(ﬂTET‘Pfr;)tocol”), includ—i;l\g affy subsequent duly authorized amendments, and
which is hereby incorporated by reference (the/“Study”). The Study will be monitored by the

CRO as per the Protocol.
Dr. VA Kothiwale
, Registrar
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ing Party, at its own Xpense, shall bave the exclusive Hght W,
O P - arty, - : : R
D. Claims. The md:_mmf}'l?g and litigation, and select counsel, including the right o Cotny,,
. : 1pation
cleims, contro] mvestiga

B i i 1 P m
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i ent.
withour such Party’s wrtten cons

.

My N,

f liability or wrongdoing by the indemnificq ]"Atuj

Representation. In the event a claim or action is or n'lay be asserted, t;l: r;o::j::;m;?ii ]::2
<hall have the dgbt to select and obtain representation by sc.parate . Eﬂ : n—.in i

indemnifving Party exercises such rght, all costs and expenses .mcur_re‘ .y e no. ot g
Party for'su;h separate counsel shall be fully borne by the non—ulademmfyu-]g Party; provide : at
v:ith'out the Indemnifying Party’s prior written consent, the non-indemnifying Pa-rf.}.r shall make no
admission to, or any settlement or agreement with, any person or party who Is in any manner
related 1o the liabilil-:ics for which indemnification may be sought by an non-indemnifying Party

Indemniree.

F. Subject Injucy. Subject shall be entitled to Anancial compensation as well as reimbursement of
reasonzble and necessary medical expenses from the CRO in case of Subject injury or death

durng clinical trial in accordance with Rule 122DAB of Drugs and Cosmetics Rules, 1945 as may
be amended from time to time.

INSURANCE

A. Pardes represent and warrant that they

upon request

B. Institution Insurance. Institution and Principal Investigator shall maintain during the term of
this Agreement, general liability insurance and professional liability insurance coverage sufficient

to meet 1ts indemaification obligations on appropriate conditions and wil] provide to Sponsor and
CRO thirty (30) days prior written notice of cancellation of its coverage.

This Claunse 12 shall survive termination of this Agreement.

TERM anND TERMINATION

Term. This Agreement shall begin on the Effective Date and shall remain in full force and effect

u-mil the completion of the Study and the submission of the Final Report pursuant to Clause 4(F)
(#), 2bove, unless earlier terminated in accordance with this Agreement.

B. Termination,

Dr. VA Kothiwale
Registrar
KLE Acedamy of Higher Educalion and Research, 8
{Deemed-to-be-University u's 3 of the UGC AcL,1556) 1 5
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termination, the Inst . d
. :on with the Study, . N
daty colectet 2 Conn;czz:)ed ini Clause 4(F), sbove, and, except as othe'rwlse Provide
snd the Fine! Repor ih Sponsor any and all materials and Confidential Inform;Ttio“
herein, shall return to the Ph nct of the Study, at the Sponsor’s expense, provided,
ec

providcd by the Sponsor fort (1) copy of the Confidential Information for

t the Institution may rerain one '
howe:;e;’ thaing purposes and shall make no further use of, all Sponsor ;:lonﬁdenual
ce . - .
;ecfof ﬁog and any other records, data, materials and information that are the property
nformation, ,

of Sponsor. The CRO shall remain liable for payment for any CRFS. subnntt;dn[; :?;i'tﬁ tthhz
effective date of termination, or within ninety (90) days thereafter, 1n c'omp 2 q
terms of this Agreement. Notwithstanding any termination Of elxplratlo‘rl of the S.tu y ot
this Agreement, Institution shall remain responsible for compliance with fiﬂ obligations
under Applicable Laws and other requirements as pet this Agreement with regards to
disposition of the Study Materials. ‘

Survival. Termination of this Agreement by cither Party shall not affect the rights and
obligations of the Parties accrued prior to termination. All provisions in this Agreement
which, by their nature, extend beyond termination of the Agreement, together with the
provisions of Clauses 4(F), 5, 6, 7, 9, 10, 11, and 12 shall survive any termination of this
Apgreement for any reason.

Drug Safety and Reporting. The recording of adverse events (AEs) is an important aspect of
the Study documentation. It is the Principal Investigator's responsibility to document all AEs
according to the detailed guidelines of the Protocol. The Principal Investigator agrees to answer
any questions of Sponsor and/or CRO’s Medical Monitor concerning any AEs. According to the

Protocol, the Principal Investigator will assess at each visit whether any adverse event (AE)
including abnormal laboratory values has occurred. The details of all AEs, whether reported by
the Subject or observed by the Principal Investigator / Study personnel during the entire Study,
will be recorded onto the appropriate source document. Each adverse event must be recorded in
the AE section of the case report form (CRF), regardless of the causal relationship.

The Principal Investigator must immediately report all sedous adverse events (as defined in
Protocol), which occur during the course of the Study and up to the date of the Subject’s last visit,
to the addressee given below, The SAE Report form will be used for documentation and
reporting,

Initial and follow up SAE tepotts are to be faxed / Mail the Medical Affairs Department of CRO
for onward transmission to SPONSOR

If the event is unexpected and fatal or life threatening and is considered by the Principal
Investigator possibly related to the Study medication, the Drug Safety Department of CRO shall
be informed immediately by telephone and followed immediately by fax/ Mail.

CRO undertakes to notify the Principal Investigator and SPONSOR of all serious unexpected
adverse events, which occur during the course of the Study in any other location and arc reported
in an expedited manner to health authosties. Yhe Principal Investigator will inform the local

Confidential Page 19 of 28
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By:

(Signatute & Date)

Dr. M.V.Jali

BY EXECUTING THIS DOCUMENT IN THE SPACE PROVIDED BELOW, THg
PRINCIPAL INVESTIGATOR HEREBY ACKNOWLEDGES AND AGREES TO COMPL
WITH THE TERMS OF THIS AGREEMENT AND THE APPLICABLE PROTOCOL, AS

AMENDED FROM TIME TO TIME

PRINCIPAL INVESTIGATOR
\”’\1
o

By: M/ \b

(Signature & Datc)

Dr. Mahesh Kalloli

CLIANTHA RESEARCH LIMITED

- —Zon It
By: \()"

(Signature & Date)

Dr. Dharmesh Domadia, Associate Vice President- Global Clinical Operations

ys

Confidential Dr. VA Kotfiwale
Registrar . : 1 5 8
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H. Severability. isi i
ty. In the event that atly provision of this Agreement is determined to be illegal, invalid
or unenforceable by a court of competent | ’

len jurisdiction, the remainder of this Apreement shall
remain 10 full force and effect without said p y

substitute clause for any provision declared

roviston. The Parties shall negotiate in good faith 2

. P tllegal, invalid or unenforceable, which shall mest
nearly approximate the otiginal intent of the Parties in entering this Agreement.

I. Execu

tion, The Institution’s IRB/IEC shall be the authorized representative of the Institution (o
approve the Protocol and any amendments thereto. This Agreement may be exccuted in one or
mote counterparts, all of which together shall constitute one and the same agreement. “This
Agteement may be exccuted by facsimile or other electronic signature.

J. Changes to the Protocol. If at a future date changes in the Protocol appeat desirable, such
changes may be made through prior written agreement between Sponsor and Institution. If such
changes affect the cost of the Study, Institution will submit to Sponsor a written estimate for
approval. If in the coutse of performing this Agreement, however, generally accepted standards of
clinical research and medical practice relating to the safety of Subjects requite a deviation from the
Protocol, such standards will be followed. In such case, the Party aware of the nced for a

deviation will immediately inform the other of the facts causing such deviation as soon as the
facts are known to the Party.

K. Covenant Not to Hire. Sponsor shall not, and shall not permit any of its affiliates to, employ or
offer to employ any Key Personnel (as defined in this Section) until one year following
tetrnination or expiration of this Agreement, unless Institution, or Institution’s affiliate, as the
casec may be, gives its written consent thereto. “Key Personnel” shall mean those individuals
employed by Institution, who perform research related services for Institution or any of its
affiliates, including, but not limited to, persons serving as research coordinators and grant account
managers.

IN WITNESS WHEREOQOF, the undersigned have entered into this Agreement as of the date first set
forth above.

Dr. V.A.Koth'\wa!e

Registrar = Research, 159

. jon and
of Higher Edu;i: the UGC Act,1256)
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The further details for the payments should be provided as

Cheque in the favor of: CMS CLINICAL RESEARCH PVT. LTD.
PAN Number: AAFCC8457TM

Name of Bank: HDTFC Bank

Branch: Hyderabad

Account No: 50200007478582

Branch Code: 000368

IFS CODE : HDEC(000368

RN N

E. Reimbursement. Upon completion of the Study ot eadlier termination of this Agreement as
provided herein, the Institution shall reimburse the CRO for any amounts that were paid by the
CRO to the Institution which exceed the amounts to which the Principal Investigator was entitled
for completed Subject visits under the Budget and Payment Schedule of this Agreement.

F. Payments for Screen Failure: CRO shall pay only per Subject charges for screen failure. The
maximum ratio for screen failure Subjects shall be 3:1 i.e. maximum one screen failure per three

randomized Subjects.

G. Payment for Study Coordinator: PI will make sute payment to study cootdinator / involved
study team to ensure that the Quality and deliverables of the Project are not affected at any phase

of the study.

H. All payments payable by CRO are subject to deduction of taxes at soutce (‘TDS’) as per applicable
law unless relevant exemption certificate is produced by the Site. Service tax will be paid, if
applicable, on generation of valid invoice showing the amount of setvice tax to be charged before

any payment is made under this Agreement

4,.  OBLIGATIONS OF THE INSTITUTION AND THE PRINCIPAL INVESTIGATOR |

A. IEC/IRB Approval. The Principal Investigator shall be responsible, with the cooperation of the
Institution and CRO/Sponsor, for obtaining approval from the IEC / IRB of the Protocol and
the Subject’s Informed Consent Form. The Principal Investigator shall provide the CRO or
Sponsor’s designee with written confirmation of the IEC / IRB’s approval prior to the treatment
of Subjects. If the IEC/IRB withdraws apptoval of the Study, at any time, the Principal
Investigator shall be immediately notified by the Spomsor or CRO, providing a written
explanation of the circumstances leading to such withdrawal of approval, and the Principal

Investigator shall cease the treatment of all Subjects under the Study.

B. Petformance of the Study. The Prncipal Investigator shall conduct the Study solely at the
Institution. Principal Investigator will personally conduct or supervise the investigation of the
Study. Principal Investigator will ensure that all persons assisting in the performance of the Study

are informed of their obligations with regard to the Study. Principal Investigator agrees to repott
promptly, in writing, any non-comi]’izi:;,of the Protocol. The Principal Investigator shall

exercise due care in the conducb? t/}\]t/othn'] }rf, and represent and warrant that it will be conducted
. - VARGINIVale
Confidential _ Regisirar Page 6 of 28
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i ® Daticnt hospital charges like room chatges and meal charges
i ® Institutional overhead

! @ Stationary and Miscellaneous

! 11,000/- Patient compensation INR 500 pet visit x 22 visits

324200/- Total Amount |

Budget Bifurcation

R SR L
SR ri \f ?]

; ; 0‘3

w’i ?ze"fm-wm el Dy -'-"1}31»' '

3 St Blchargessds et
b ‘fz”"mfa&%mw?,ﬁ;g; R e L}i%s? i?:ijSi s

X Isfmsnmg 0 10000 10000
.E an ormzﬂanon .. e ‘ _2000

i h ;;%ﬁz‘&{ﬁf‘z»‘%ﬁgﬁﬁ e
' 3500 8000

| 3500 10000

. 3500 8000

¥ 3500

’ 3500

: Cyclc 6 3500

; r?&;-.':*:ad‘z H»;%?‘;& i TR = __

" N S R e

!; Cycle 701 ' ‘ 253;7 ‘7"-«;5:..-17. SR R f

H Cycle 702 > 6000

g

;! Cycle 703 2532 6000

x Cycle 704 6000

k : Cycle 705 2500 7000

i Cycle 706 2500, 6000

i ; Confidential ZSOd 6000

o Page 25 of 28
Dr. V.A Kothiwale
Registrar

. .KLE Academ

y of Higher Education ane: ‘Research, ~ — - -

(Deemed 10_be Umvn
rsity ws 3 of the USC
Belegayi 590 010 Kamnateka 161



/ Lither Party may terminate this Agreement immediately upon written notice to the other
if:

. the authorization and approval to petform the Study in India is withdrawn by
the DCGT and/or other applicable regulatory authority in India;
c. animal, human and/or toxicological test results, in the opinion of ecither
Sponsor or Institution, support teemination of the Study; or
d. the circumstances require termination of Study in order to protect the safety,
riphts, or welfare of Subjects enrolled in the Study. In the alternative, either
Party may immediately dis-entoll any Subject to protect that Subject’s safety,
rights or welfare without terminating this Agreement, but shall promptly give
the other Party written notice of the dis-enrollment.
f. ‘I'his Agreement may be terminated by cither party, upon thirty (30) days prior written
notice, if cither of the following conditions occurs:
a. if cither Party fails to comply with the terms of this Agreement within thirty
(30) days of receipr of written notice, with opportunity to cure, from the other
Party; or
. if the Principal Investigator is unwilling or unable (for whatever reason) to act
as Principal Investigator and no mutually acceptable replacement has been
found in accordance with Clause 4C of this Agreement..
. "This Agreement may be terminated by either Patty for any reason other than those
listed in Clause 12(B) upon thirty (30) days prior written notice.

. Upon the effective date of termination, there shall be an accounting conducted by
Institution, subject to verification by Spoﬁsor. Within thirty (30) days after receipt
of adequate documentation therefrom, CRO will make payment to Institution for.
a. all services properly rendered and monies properly expended by the

Institution until the date of termination not yet paid for; and
b. Reasonable non-cancelable obligations (as evidenced in writing) properdy
incurred for the Study by Institution prior to the effective date of termination.

v. Immediately upon receipt of a notice of termination, the Principal I_nv_cstigator shall stop
cnrolling Subjects into the Study and shall cease conducting procedures cn Subjects
alrcady cnrolled in the Study as directed by CRO, to the extent medically permissible.

. Immediate Termination by the CRO/Sponsor. The CRO/Sponsor may tetminate this
Agreement, in whole or in part, effective immediately, upon written notice to the Principal
Investigator; a) if the Sponsor, in its sole discretion, deems that the safety of the Subjects
will be¢ compromised by a delay in termination; or b) for any violation of the Study
Schedule set forth in Clause 2) prior to the shipment of the Study Drug to the Institudon.

vii. Effeet of Termination. In the event this Agreement is expired or terminated prior to
completion of the Study, for any reason, the Principal Investigator shall a) notify the
IRB/IEC that the Study has been terminated; b) cease enrolling Subjects in the Study; )

. cease treating Subjects under the Protocol as directed by the CRO to the extent medically
permissible and appropriate, and d) terminate, as soon as practicable, but in no event

more than thirty (30) days after the effective date of termination, all other Study activities;
provided, however, upon the CRO’s request, the Institution and the Principal Investigator

shall continue to collect data and prefare and complete CRFs for Subjects treated in the

Co;;[i(fef{(:tzl Lr - ‘; Page 18 of 28
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A. Budget and Paym ted direct and indirect costs reasonably incurred by e

D.

at Schedule, attached hereto as Exhibi y
d Payment Schedule”). Payment shall b,
de within thirty (30) days after CRO has received invoice
ade

i irectly the IEC / IRB for all
s CRO shall reimburse directly : / fo
oo at Schedule mentioned 1n Exhibit B,

arse the Institution all undispud e e
Institution in accordance with the Budge “a e
herein by reference (the “Budg

reimb

and incorporated
made by cheque. Payment shall be m

inci 1 In ad
from the Principal Investigator. : '
costs associated with the Study. Notwltbstazdmgb thespffuﬂ;;d onl payment sayable by CRO a6
Il be deemed to be a
the payment made by CRO sha

L ; inci ipator, Institution and
consideration for the services provided by Site including Pancip al Investigato

SMO.

t
. Payment of Costs Outside Budget and Payment Schedule. Payment for any costs no

specifically described in the Budget and Payment Schedule must be approved in advance m
writing by the CRO’s Project Manager.

Payment Terms. CRO shall have no obligation to make payments for any subject WhO- 15 nf)t
qualified to participate in the Protocol based on the inclusion and exclusion criteta described in
the Protocol. Queries pertaining to a subject’s eligibility shall be addressed to and resolved by the
CRO and sponsor’s clinical and/or medical monitor identified in the Protocol prior to entry of

any such subject into the study.

The foregoing notwithstanding;
Upon submission of such documentation as may be requested, to the extent not already paid

by CRO, CRO will pay the actual cost of completed visits in accordance with the Budget and
Payment Schedule for the Subjects who are dropped from‘the Study or withdraw from the
Study; provided, however, such costs were incurred at a time when, in the good faith judgment
of CRO, none of the Institution, its employees or agents, or the Principal Investigator knew or
could have rea‘sonably determined that such Subject was not or would not be an Eligible and
Evaluable Subject. “Eligible and Evaluable Subjects” are defined as Subjects who have
satisfied all the Protocol requirements, including compliance with dosing regimen and visit
schedule, and are eligible to be included in the statistical analysis for the Study; and Institution
and Principal Investigator agree that all payments made under this Section are made solely for
the performance of activities relating to the Study and for no other purpose.

Payment Recipient and Mailing Address. All cheques shall be made payable to the entity /
person mentioned in the Clause 3A.
"The mailing address for checks shall be:

A

Dr. V & Kottiwaia
Registrar
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tice of Intent to Disqualify »ha LE?HCR’I(‘)h 31;1]% hi-!.ve the |
immediately without further cost or liab ty. Lhe Anctpal lan;;i.l%‘
behalf that he has not used, In any capacity, the SCtvigy
g fion, partnership, tion which has been del'aan:ed, and neithe, Sh:\\
any 1.1'1d1V1dl121, :;‘—'Poze se;.'V'iCcs of any individual, corporation, partnership, or association whig,
use, in any c;lP ;Y:In the event that the Principal Investigator becomes aware of the dCbarm(:pt
has been debazzed i divt tion, partnership, or association providin
or threatened debarment of any individual, cotpora : ’_P Principal T ) ,g
services to the Principal Investigator which directly or indirectly relate to nncq? nvc.:sngator s
cipal Investigator shall notify the CRO immediately and

activities under this Agreement, the Prin _ ! .
the CRO shall have the right to tetminate this Agreement immediately without further cost or

respect to ifs debarment

terminate this Agreement

o1l his own
esents and warrants _
Fept or associa

liability.

. Of the CRO. The CRO represents and warrants that (i) it has the legal authority and right to

enter into this Agreement, (ii) it has no obligation to any other party that is in conflict with the
CRO’s obligations under this Agreement, and (i} this Agreement has been duly executed and
ldeh'vered by it and constitutes a valid, binding obligation enforceable against it in accordance with
its terms.
CRO represents and warrants to Institution and Principal Investigator the following: 1)
any Study Drug or device administered of used in carrying out the Protocol has been
'appro-ved. by the DCGI or FDA or by the other regulatory agencies if applicable for
mvestxgatlfanal use; and (i) CRO has at all times complied with and will continue to
comply.w:lth all DCGI or FDA and comparable foreign rules, regulations requirements
andl guidelines regarding administration, manufacture, and production ,of drugs 2 d’
dewc:t.es t;fnder regulatory control of the DCGI or FDA and/or comparable %orein
agencies in conn-ection with any drug or device administered or used pursuant to r_ﬁn
Protfacol: In particular, CRO shall comply with all DCGI or FDA tepotting rules th .
tequire 1t to inform Insttution and/or Principal Investigator of ap sin' .
unexpected adverse experience associated with the Study Drug or device, ’ o and

0. Governing Law
This Agreemen sh
if any, shall be ar;lilt::: iovamed by and construed in accordance to the Laws of India Disputes
¢d upon d . . . . R
language and the venue shaﬂpbe II—;nder It;he Arbl_tmuon apd Conciliation Act, 1996 in English
Confidentiat yderabad, India. It is ssly agreed that the arbitral award
Dr. V.A Kothiwale
Registrar Para 16 _ran
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without. limitation all source documents and data, and correspondence involving the IEC/IRB

and applicable regulatory agencies); (i) inspect and copy, at Sponsor’s expense, any or all written
and electronic data and work product relating to the Study; and (iv) collect financial billing and
economic outcomes (including expense reports) provided that collection of such information is
clearly described in the Informed Consent Form and appropriately authorized by the Subject and
the IEC/IRB. The Principal Investigator and the Institution shall cooperate with the Sponsor and
use reasonable efforts to promptly provide all of the information requested by the Sponsot.

The Institution and the Principal Investigator shall also cooperate with the Sponsor and with any
regulatory agencies in the event of announced or unannounced monitoring, audit or inspection by
such regulatory agencies. The Institution and the Principal Investigator shall notify the Sponsor by
telephone of the intended or possible inspection within twenty four (24) hours of becoming
aware of it; in addition, notice of the intended or possible inspection shall be sent to Sponsor
within forty eight (48) hours of the telephonic notification. If a written response is required, the
Institution and Principal Investigator shall permit representatives of the Sponsor to review and
comment on such response prior to its being sent to the regulatory agencies. The Institution and
Principal Investigator shall provide Sponsor with a copy of any report received in connection
with, or as a result of such inspection within three (3) days of its receipt.

F. Supplies.

a.

The CRO or Sponsor’s designee shall supply to the Prncipal Investigator, at no charge,
sufficient quantity of the Study Drug to conduct the Study, as well as the materials, equipment
and informaton which the Protocol specifies. The Principal Investigator acknowledges that the
Study Drug 1s experimental in x.mture, and therefore shall use prudence and reasonable care in
the use, handling, storage, transportation, disposition and containment of the Study Drug and
any of its derivatives. Within thirty (30) days following the completion or termination of the
Study, all unused Study Drugs, devices and other materals that were furnished to the
Institution by or on behalf of Sponsor shall, at Sponsor’s expense, be returned to Sponsor, or
if Sponsor so directs destroyed in accordance with instructions provided by the Sponsor. The
Sponsor shall solely own all rights, title and interest in the Study Drug, including any materals
dedved therefrom and all intellectual property rights therein. The transfer of physical
possession of the Study Drug here under, and/or the possession or use of the Study Drug by
the Principal Investigator, shall neither constitute nor be construed as a sale, lease, or offer to
sell or lease the Study Drug or other transfer of title in or to the Study Drug. Further, the
Principal Investigator shall use the Study Drug solely for the conduct of the Study and in
accordance with the Protocol unless they obtain the pror written authorization of the Sponsor.

Any instruments, materials or other equipment supplied/provided by the CRO to the Principal
Investigator shall be used solely for the purpose of conducting the Study and as per the
Protocol/ Study requirements/ Study manuals under the Agreement. Also, any damage cm.;ls:ed
to the equipment supplied/provided by the CRO under the said Agreement or any repainng
cost incurred in order to maintain the said equipment or repair the damage done while
conducting the Study shall be borme solely by the Principal Investigator and no liability of the

same shall be placed upon the CRO.

Dr. VA Kothiwale Page 8 of 28
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without. limitation all source documents and data, and correspondence involving the IEC/IRB
and applicable regulatory agencies); (iif) inspect and copy, at Sponsor’s expense, any or all written
and electronic data and work product relating to the Study; and (iv) collect financial billing and
economic outcomes (including expense reports) provided that collection of such information is
clearly described in the Informed Consent Form and appropriately authorized by the Subject and
the IEC/IRB. The Principal Investigator and the Institution shall cooperate with the Sponsor and
use reasonable efforts to promptly provide all of the information requested by the Sponsor.

The Institution and the Principal Investigator shall also cooperate with the Sponsor and with any
regulatory agencies in the event of announced or unannounced monitoring, audit or inspection by
such regulatory agencies. The Institution and the Principal Investigator shall notify the Sponsor by
telephone of the intended or possible inspection within twenty four (24) hours of becoming
aware of it; in additdon, notice of the intended or possible inspection shall be sent to Sponsor
within forty eight (48) hours of the telephonic notification. If a written response is required, the
Institution and Principal Investigator shall permit representatives of the Sponsor to review and
comment on such response prior to its being sent to the regulatory agencies. The Institution and
Principal Investigator shall provide Sponsor with a copy of any report reccived in connection
with, or as a result of such inspection within three (3) days of its receipt.

F. Supplies.

a.

ezt Recistear

The CRO or Sponsor’s designee shall supply to the Prdncipal Investigator, at no charge,
sufficient quantity of the Study Drug to conduct the Study, as well as the materials, equipment
and information which the Protocol specifies. The Principal Investigator acknowledges that the
Study Drug is experimental in ﬁature, and therefore shall use prudence and reasonable care in
the use, handling, storage, transportation, disposition and containment of the Study Drug and
any of its derdvatves. Within thirty (30) days following the completion or termination of the
Study, all unused Study Drugs, devices and other matetals  that were fumished to the
Institution by or on behalf of Sponsor shall, at Sponsot’s expense, be retumned to Sponsor, ot
if Sponsor so directs desttoyed in accordance with instructions provided by the Sponsor. The
Sponsor shall solely own all rights, title and interest in the Study Drug, including any matedals.
derived therefrom and all intellectual property nghts therein. The transfer of physical
possession of the Study Drug here under, and/or the possession or use of the Study Drug by
the Principal Investigator, shall neither constitute nor be construed as a sale, lease, ot offer to
sell or lease the Study Drug or other transfer of title in or to the Study Drug. Further, the
Principal Investigator shall use the Study Drug solely for the conduct of the Study and in
accordance with the Protocol unless they obtain the prior written authorization of the Sponsor.

Any instruments, materials or other equipment supplied/provided by the CRO to the Principal
Investigator shall be used solely for the purpose of conducting the Study and as per the
Protocol/ Study requirements/ Study manuals under the Agreement. Also, any damage caused
to the equipment supplied/provided by the CRO under the said Agreement or any repairing
cost incurred in order to maintain the said equipment or repair the damage done while

conducting the Study shall be borne solely by the Principal Investigator and no liability of the
same shall be placed upon the CRO.
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«Disclosing Party” shall mean the Party disclosing Cogy,
. . . The term _ .
Disclosing Party: .

Information to other Party.
* y receiving Confidenys,
Receivi > chall mean the Party receiving i
fvi : “Receiving Party” s
Receiving Party: The term
Information from the other Party. for purpose of completion of Study and who arc

All Confidential information shared hc:_r:undcfbl, Hons, no less restrictive than those contained

. oy _ ) Iga N .. . .

llv bound by confidentiality and non-use e itution

?egihfs zlg:tneemint and any other confidentiality agrecment exccuted. In addition, Institution,
mn F

: ati pose other
Principal Investigator.and Site shall not use any Confidential Information for any purpose othe
rm 4 :

than the conduct of the Study and shall ensurc that the co-investigator who has acc';js t}:o
Confidential Information is informed of its confidential naturc and agrees to comply wi ¢

b : eme her
obligations of confidentiality and non-use, as set out in this Agrecement and any ot

confidendality agreement executed.

In addition to any other rghts and obligations contained herein or elsewhere in the Agreement,
Sponsor, or CRO on Sponsor’s behalf, shall be entitled to seck an injunction from a court of
competent jurisdiction for the purpose of stopping ot preventing any existing or anticipated
breach of the terms Confidentiality and of this Agreement.

B. Notwithstanding anything to the contrary in this Agreement, nothing herein shall (i) prevent the
Instimtion from disclosing to the DCGI or any other appropriate regulatory agency Confidential
Information (including Study results) that indicates that the administration or use of the Study
Drug or device is associated with a serious risk of harm to the Subjects, provided that Institution
furnishes at least fourteen (14) days advance wrtten notice to the Sponsor and Sponsor fails
during such time to either make the disclosure requested by Institution or to adcquately
demonstrate to the Institution that it has complied with all applicable disclosure requirements, or
() prevent Institution and/or Principal Investigator from informing the Subjects or potential
Subjects of any adverse experiences or risks associated with the Study Drug or device.

C. Non-Disclosure and Non-Use. Except as otherwise expressly provided herein, for the term of
this Agreement, and for a period of ten (10) years thereafter, the Parties shall not disclose to any

third party Confidentizl Information and shall not use for any purpose other than as expressly
provided for herein any such Confidential Information, without the express written consent of
the Disclosing Party. Without limiting the foregoing, the Parties shall disclose Confidential
Information only to those employees of the respective Party who require such Confidentdal
Information for the purposes of this Agreement and who are bound by an obligation of
confidentiality and non-use no less stringent than set forth herein. Upon disclosing Confidential
Information to any employee, the employing Party shall advise them of the confidential nature of
the information, and shall require them to take all necessary and reasonable precautions to
prevent the unzuthorized disclosure thereof. In the event that the Partics are required to disclose
Confidentia] Information pursuant to an order or requirement of a court, adminjstrative agency,
or other governmenta] body, the Parties, as the case may be, may disclose the Confidential
Information provided that the Receiving Party pjﬁ‘«ifdes the Disclosing Party with reasonable

advance notice thereof to enable the Disclosing Pgfty to seck an appropriate protective order or

Confidential
Dr. VA Kathivale Page 11 of 28
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to prevent the disclosure. In such a situation, the Receiving Party shall provide reasonable
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assistance to the other Party to obtain 2 protecﬁvc-or&cr or to prevent disclosure.

D. Medical Confidentiality. Notwithstanding any of the foregoing, Sponsor and CRO shall
maintain the confidentiality of all medical records, case history, test reports, fitness data and
charts to which it may have access in accordance with all applicable federal, state and local
confidentiality Jaws and regulations and its corresponding regulations issued under DCGI or
other applicable regulations. Sponsor shall not use, disclose, maintain, store, ot transmit any
individually identiftable Subject information except as permitted by such laws.

E. The PI and Institution hereby acknowledge and agree that in accordance with the applicable laws
and codes, and in particular with any transparency obligations contained therein, certain value
transfers between pharmaceutical companies and healthcare professionals and/or healthcare or
academic institutions or hospitals, are subject to mandatory publication. The Parties acknowledge
that, in accordance with said obligations the Sponsor is responsible for the publication of the
relevant information in the appropdate format and within the applicable timeframe. Such
information shall at least include the amount, purpose and recipient of the value transfers. The
Pl and Institution hereby explicitly agrees with such publication by Sponsor, provided the
publication js in accordance and strictly limited to the requirements of the said laws and codes,

and does not go beyond the requirements of the applicable privacy laws.

6. Protection. Without limiting the foregoing, the Parties shall maintain reasonable procedures to
prevent accidental or other loss of any Confidential Information of the Disclosing Paty, and shall
use at least the same procedures and degree of care which each uses to protect its own
confidential information, but in no case less than reasonable care. In the event of loss, disclosure
or use of any Confidental Information in violation of this Agreement, the Receiving Party shall
immediately notify the Disclosing Party. The Parties shall prevent the disclosure of medical
records and private or pcrsonal information, whether confidential or not, to the extent required by

applicgblc laws ot rcgulations. -

7. PUBLICATION
Subject to governing law, the Sponsor shall have the sole right to review, use, publish, and
disclose any data, information, or results developed or arising out of the Study as the Sponsor, in
its discretion, deems appropsiate, including, without limitation, in submissions to the FDA and
other governmental agencies. If Principal Investigatot wants to publish information arising from
his/her participation in the Study, the prior written approval from Sponsor is required.

8. OWNERSHIP OF MATERIALS, DATA, INVENTIONS, AND DISCOVERIES

A. Materials and Data, The Sponsor shall solely own all right, title and interest in and to the Study
. Drug and any and all information, data or other materials delivered to the Institution or the
Principal Investigator by or on behalf of the Sponsor as well as any derlvatives, progeny, Of
improvements developed thetefrom, and all inte ectual property rights therein. Further, all data

and work product arising out of or relating to the Study, including, without limitation, the Study

Records, CRFs, reports, and specimens, an intellecrual property rights therein, shall be the
Sons Dr. V.A Kothiwala Pace 17 of 2R
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.+ Investigator becomes debarred as per i nation

be free to dispose of its interest in accordance with its technology transfer policies. If
Sponsor and Institution fail to reach agreement on the terms for an exclusive license of a
particular Institution Invention within four (4) months after Sponsor provides notice that it
wishes to exercise its option, then for a period of one (1) year thereafter, the Institution shall
not offer to license the Institution Invention to any third party on materally better terms
than those last offered to the Sponsor without first offering such terms to Sponsor, in
which case Sponsor shall have a pedod of thirty (30) days to accept the offer.

C. No Other Rights. Except as expressly set forth herein, none of the Sponsor, the Principal

Investigator, or the Institution transfers to any other Party heteto, by operation of this Agreement
or otherwise, rights to any patent, copyright, trademark or other intellectual property dght of any
kind.

REPRESENTATIONS, WARRANTIES AND COVENANTS

. Of the Principal Investigator. The Principal Investigator represents and warrants that (1) he has

the legal authority and right to enter into this Agreement; (i) he has no obligation to any third
party that is in conflict with, or has the potential to conflict with, its obligations under this
Agreement; (iif) he has and will maintain throughout the conduct of the Study, all training,
information, licenses, approvals and certifications necessary for safely, adequately, and lawfully
performing the Study; (iv) he will not enter into any agreement with any third party to directly or
indirectly fund or support the Study without the express written consent of the CRO (excluding
laboratory investigations, radiological investigations or any other requirement to fulfill Protocol
criteda), and (v) this Agreement has been duly executed and delivered by it and constitutes a valid,
binding obligation enforceable against it in accordance with its terms.

'The Principal Investigator represents and warrants that no clinical study or tral in which he was
involved was terminated for any reason prior to completion that was due, in whole or in part, to
the Principal Investigator’s non-compliance with the applicable protocol and/or safety
requirements of the study or any applicable local, state or federal law. The Principal Investigator
further tepresents and warrants that he has not received any wrtten notice from the DCGI/FDA
or NTH of any violation of any applicable law relating to clinical studies that has not been
disclosed to the CRO and attached to this Agreement as an Exhibit hereto. For the purposes of
the prior sentence, “wtitten notice” shall include, but not be limited to, DCGI ot FDA lists of
Inspectional Observatdons (FDA Form 483), Notices of Adverse Findings, regulatory lettets,
warning letters, notices of intent to initiate clinical investigator disqualification proceedings under
national regulations or under 21 CF.R. 312.70 or 21 C.F.R. 812.119 or any similar regulation
(“Notice of Intent to Disqualify”). The Principal Investigator further represents and warrants
that he has never been disqualified from receiving investigational drugs or medical devices by the
DCGI or FDA or NIH or any other federal governmental body. In the event that any of the
foregoing events in this paragraph occur during the cgurse of this Study, the Principal Investigator

shall provide the CRO with a full written explanatign of the circumstances of such an incident

ithin ten (10) days of the occurrence of such¢an inlcident. If the Institution or the Principal
V /B Methivale ) ' '
\ fg nal “or local regulations, this Agreement will
gy Glidi ;
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CLIMICAL TRIAL AGREEMENT

tdade belween Dr., Vardaraj Gokak, having a place of husiness st KLEs Dr. Prabhakar Kore
Hospital & Medical Research Centre, Metuu Magar, Belagavi - 580010, Karnataka, India (the
“Investigatar’). KLEs Dr. Prabhiakar Kore Hospitai & Medical Research Cenlre, having 2 place
of business at Nehiu Nagar, Belagaw - 390010, Karnatlaka, Indla (the “Institution”), GDD Experts
India Pvt. Ltd. having a place o! business al Ground Floor, Gulmohar Apartment, Opposite Hisiop
Cotlage, Magpur- 440001, Maharasttra, india {the "Research Company’), F. Hoffruann-La Roche
Lid, having & place of business al Grenzarherstrasse 124, 4070 Basel, Switzarland {*Sponsor”)
and Quinliles Research {India} Private Limited, having its office al B-101-108, Shapath IV, 5 G
Road, Ahmedabad- 380 051, India ("Quintiles™).

| PROTOCOL NUMBER: | GA2g102
Phase . randomized, double-blind, placeho controlled,
mullicenter sfudy to evaluate the efficacy (maintenance of
PROTOCOL TITLE: remissicn) and safety of Etrohzumab comparad with placabo

in patients with moderate lo severe aclive Ulcerative Colitis
who are naive to THNF Inhibitors

PROTQGQOL DATE: 2B August 2015
SPONSOR: F. Heftinann-La Roche Lid

FPRINCIPAL INVESTIGATOR: | Dr. Vardaraj Gokak

KEY ENROLLMENT DATE;
{date by which site is to enroll
at least one (1) subject]

100 Calendar Days afier Site Initiation Visit

WHEREAS, the Invasligator and Institution [or “and Research Company”]. if any. {hereafier, jointly,
the "Site”) are willing to conduet = clinical irial (the "Study), in accordance with the above-
refzrenced protocol and any subsequent armendments thereto {the "Prolocol™) and Spensor and
Quintffes request the Site 1o undertake such Study,

WHEREAS, Quintiles has been duly authorized by the Spensor 1o carry out cenain obligations of
the Sponsor in the conduct ef the Study, consisten! with the farms of this Agreemeni;

HOW THEREFORE, the foflowing 1s agreed:

1. Quintites and Sponsor hereby appeint the Site 10 candoct the Study, and the Site agrees
1o ensure tha! the Site and the Site's employees, zgents, and stafl will conduct the Study
n accordance with the Prowoccl (as may be amended from time to lime by Sponsor), the
ierms of this agreement, including the Terms and Conditions attached as Altachment A,
the Payment Schadule ard Budget altachad as Allachment B, and any other altachments
hereto, which all are \ncorparaled by reference harain {the “Agreement’), good clinical
practices, and all applicabile laws and regulations, The Site hereby canfirms that # has
enough tima and resources to peifarm the Study accerding Lo the highest quality standzrds.
The Site understands and agrees that if Site has not eorolled at least one (1) subject by
lhe Key Enroflment Date then Sponsor may terminate this Agreement in accordance with
Seetian 5 of Allathment A,

Enrollment of Patients
The Effective Date of this Agreement Is as iisled in Section 3. Consequently, the Site will
net be parmitted to screen pationts, randamize patienls, recejve Invastigational Product or
rccgive any payment unli the validily date of this conlrast is reached.

Piotocol Numbar GAZ9102

GenznigchyQuintiss Master Templats
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In addilion. Sponsor has & right to bmit o Increase urdateraliy and at any time the number
of subjects participating in the Shudy

1. Payments shall b2 maoe in aczordance wisth the provisions sat forth in Altachment B. with
the last payment being made aiter the Site completes all its obligations hereunder, and
Quintiles has received all completed case repor: forms (*CRFs™) and, if Quintiles requesls,
all ather Confidential Information as definad in Altachment A, Section 2 {Contidential and
Froprietary Information}. The Site will acl as an independent contractor, and shall not be
cansidered the employze or agant of Quintiles or Sponsor. Neither Quintiles nor Sponsar
shall be responsible for any employee benelits, pansions, workers' compensation,
withholding, or employment-related taxes as o the Site. Tha Site acknowledges and
agrees thal lnvestigalor's judgment with sespec! fo Invesligator's adwice fo and care of
gach subject is not affectad by the compensalion Site receives hereunder,

Instilution and Investigater acknowledge and confiim that if Investigator is a named payse
hereunder, such payment airangemenl is in accardance with the madalities laid down by
the Instittion for receipt of funding for the Study and is not in violation of the MCI
Regulations.

The parties agree that the payee designalad below is 1he proper payee for this Agreement,
and [hat payments under this Agreement will be made only to the following payee (the
“Payea™):

PAYEE NAME: GDD EXPERTS DA PYT LTD.

PAYEE ADDRESS: Ground Flear, Guimohar Apartment, Opposite Hislop College.
Nagpur- 440001, Maharashlra, India

PAN OF PAYEE AADCGEO3630

It should be noted that all the payments mada to the Payee are subject to Tax
Deducted at Source {TDS) i accordance with [ndia tax faws, as amended from time
Lo time. Quintiles will deduct the tax at the fime of making payments untess a valid
Certificate (Form 15 AA ~ for no TDS) Irom tax authority is made available,

Site will hava thirty (30} days from the receipt of [inal payment to dispute any
payment discrepancies during the course of the Study.

The parties acknowledge Lhat the designated Payee is authorized to raceive all of the
payments for the services performed under this Agreement. i the Investigator is not the
Payee. then the Payea's abligation 1o réiniurse the invesiigator will be determined by a
separate agreement between investigator and Payze, which may involve differant paymenl
amounts and different payment intervals than the payments made by Quindiles to the
Payee. Investigator acknowledges that if Investigator is not the Payee, aeither
Quintiles nor Sponsor wlll pay Investigator, aven if the Payee lalls to relmburse
Investigator.

3. This Agresmenl will become effgctive on the date of approval of the Study by Drugs
Controller General India or on the date on which it is last signed hy the parties, whichever
date is iater, {the "Effective Data™) and shall continua until completicn or until terminaled in
accordance wilh the provision in Allachment A. Quintiles shall attach a copy of the letter
from the Drugs Coatrolier General India approving the Study Lo this Agreement as
Attzchment G, and the parhies agree that such lelter shall be incorporated by reference
heram, If such agproval letter has not been received as of the defe the parties sign this
Agreement, Quintiles shall keep the criginal signed Agreements until receipt of such

Protocal Humber GAZH102
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approval lelier, and upon raceipt of such letter. Quintdes shall 2ltach 2 copy of he letter to
eath original Agreement a3 Atlachmant C and forerard an oniginal Agreement to each other
party. whila ralgining one orlyingl Agreemant lts fifes. If such approval letter already has
been received prior 10 the signatures of the padias, Quintiss shall Immediately attach a
copy of the letter hereto as Attachmenl C, and upon signature of ali parties, each party
shall receive an original of the Agresmant, which shall include such lztler a5 Attachment
C. Inthe event of a conflict between the Pratocel and this Agreament, the terms of this
Agreemen will govern.

The date of execution of this Agreement is as hstad in Saction 3 above. Consequently, the
Site will not be permitted to screen patients, randomize patisnis, receive Investigationa!
Praduct or receive any stait up payment until the vahdity date of this contract is reached,

. Pricr to and during the course of the Study. Cuintles or Study Sponsar may request to

collect personal data which may be subject to data priyacy laws or regulations {colleclively
‘Data Privacy Legislation”) relating to the Study from the Site, including from s
investigaters, sub-investigators, other Site stalf or personnel involved In the conduct of the
Study. The investigator heraby congents 1o the orozessing of Investigator's personal data
collected by Quintiles or Sponsor, and Investigator and Institution agres to obtain any
consenis, as may b2 necessary in accoidance with applicable Cata Privacy Legislation, for
the processing of any personal data collected by Ouintiles or the Sponsor from its
invastigators, sub-investigatars, staff and persannel involved in the conduct of the Study.
Such consenl shall autharize the transfer of personal data, to countrias ather than the Site's
own ceuntry, including without limitation the Urited States, aven though data protectian
may nol exisl or be as developad in these countries as n the Sile’s own couniry, for tha
folloving purposes: &) the cenduct and interpretation of the Sludy; b} raeview by
povernmantal or regulatory agencies, Sponsor, Quintiles, ard their agents, and affiliates
and collaborators; o satisfying legal or requlatory requirements; d) publication on
www.clinicaliriats.gov and websites and databases that serve a comparable purpose; and
c) storage in dalabases for use in selecting sites i future clinical trials, In the event any
Site parsanne! paricipating in tha Study are not willing to prowide such consenl, Site
acknewtedges that such personne? will not be able to parficipale in the Study.

Institution and Principal Investigator agrae that the compensation they raceive from this
Agreement does not exceed the fair market valire of the services they are providing, and
thal no payments are baing provided (o them for the purpese of inducing them to purchase
or presaribe any diugs, devices or producls  Site agreas thal it will nof bill any patient,
Insurer, of governmantal agency for any itams, visils, services or expenses provided or
paid for by Quintites or Sponsor

Inslituton and Principal Investigator and GGD Gxpers India Pyl Lid. represent and
vzarrant that neither they nar any individual ar entity acting on their behalf, nor any payee
under this Agreement, wili, directiy ar indireclly, cffer or pay, or authorize an offer or
payment of, any money or dnything of value lo any Public Official {definad below) or public
enfity, wilh the knowiedge or intent [hal the payment, promise of gift, in whaole ar in par,
will ba made in order to influence an official a1l or decision tha! will assist Quintiles,
Spansor or the Site i secunng an imprepsr advantage or In abtaining or retaining business
or in direcling business 1o any person or anlity,

In addition to olher rights or remedies under this Agreement or al law, Sponser andfor
Quiritiles may terminate this Agreement if Sile and GDD Experis India Pvi, Lid breaches
any of the representations or warrantizs camamed in this Section or if Quintiles or Sponsar
leams that improper payments are being or have been made to Public Officials by Sile or
any individual or emity acting or ¢s behalf.

Protocal Mumber: GA2§102
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For the purposes of this Agreement ‘Public Officia” means any officer or employee of a
government, a public intetnafianal crganization nr any depastmert of agency thereal, or
any person acting in an ailiclal capacily, inciuding, for 8 public agency ar enterprise, and
any political party or party official, or any candidste for pullc office.
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ACKNOWLEDGED AND AGREED BY QUINTILES RESEARCH (INDIA) PRIVATE LIMITED:
& Y
By:___LlLiED 2h s S!‘HJ;’ HPerites

et

Name: Subashri Shivkumar

Title: Head Clinical Cevelopment Saervicas

Date: ‘{’1\6{/ G?];O{ (/?('}'/

ACKNOWLEDGED AND AGREED BY SPONSOR (Quintiles executing on Sponsor's behalf):
By: '«)J.-Lf.ﬂ.ﬂﬁ 14 S}\ £ K L_.«_,r_mw )

Name: Subashr] Shivkumar

THle:_Hoad Clinical Development Services

Date: —f’){/: ,/ ‘Cf?{/}i. / ?,(Jf f

ACKNOWLEDGED AND AGREED BY THE PRINCIPAL INVESTIGATOR:
Ay
By: .(? 2
,/
Name: Dr. Vardara] Gokak

Title: Principal Investigator

Date: \_5"\ \‘—7\ \“Ev"'
/

ACKNOW_EDGED AND AGREED BY KLE= Dr, Prabhakar Kore Hospital & Madical Rescarch

Centre ; Madical [ireepor & Chief E

. < Lo & Chief Execu

By: ‘ff,/ L HLES Dr Brapnaas ?Gi’i ;x;s;l:tlgﬁ&
Medicat Researet e, AE

Netme: DY dai  Centre, BELAGAYI

Title: Medical Director

Date: 2! ‘[ﬂ}l"‘ (\

ACKNC)\WLEDGE‘\:J AND AGREED BY GDD EXPERTS INDIA PVT. LTD:
R

WS
Mame: Vined Gyanchandanl

Title: Head- Clinical Operations
pate:__ 30 /S€P | 2016,

Pratocol Number 3A20102

GeperlgchyGuntles Masier Template

Vergion® 10 Novambar 2010

india Specidic CTA lemplate gated 25 May 2018

KLES 1 Frabitoker Kom Mespital & Medieat Reseancn Conte _ O Vandare Gokeh 27 Sep 2050_AS_ Glean
COHFINENTIAL 5

Dr. VA Kothiwale

Registrar
KLE Academy of Higher Education and Rasearch, : 1 7 5
{Deemed-1o-be-University wls 3 Gl the UGC Act 1936)
Belzgavi-590 010, Karnataka




ATTACHMENT A
TERMS AND CONDITIONS

Capitalized terms nat defined harain shat have the meanings assigned to them in the attached
Agreement,

1) Conduct of lhe Study. The partes lo the Agreement agree that the Study will be perfarmed in
strict accordance with the Prolocol, all applicakte laws, requiations and guidelines, and goed clinical
praclices  {"GGPs"), and Indizi Medicai Councl (Professional Cenduet, Etiguette and
Ethicsj{Amendment) Regulations. 20089 — Pan-l ("MC| Regulations™) Tha Investigator shalt review
all case report forms ("CRES™ lo ensure thelr accuracy and completeness, shall review and
understand the information in the invesligator's brochure. shalf ensure that all informed consenl
requiremaents are met (including any negoed authozations for the uss, storage and transler of
persanal data), shall ensure that all required reviews and approvals (or favorable opinions) by
applicable regulatory autherities and Insttutional Review Boards ('IRBs™) or Independent Fthics
Committees ("IECs") are oblained and shall provide a copy of such approval to Quintiles prior lo
enrollment of any subjecls. A sample informed consent form has been provided by the Sponsor for
use in the Study; any medificalions 1o this form must be approved by Guintiles or Sponsar pric! lo
Its use, such approval not to be unreasanadly withheld  The Site agrees to ensure that all clinical
data are accurata, complate, and legible. The Site shall promatly and fully produce ali dala. records
and informalion relaling to the Study to Quintilas angd Sponser and their representatives during
normal business hours, and shall assist them in prompily reseiving any queslions and in performing
audits or reviews of original subjecl recards, reports, or data saurcas. The Sile agrees to cooperate
with the representatives of Quintiles and Sponsor wha visil the Site, and the Site agre=s ta ensure
Lhat the employees, agents and representatives of the Sile do not harass, or othenvise create a
hostile working environment for, such rapresentalives. The Site warranls that it has the legal
autherity to share the clinical data and Study-refated records and informalion with Quintilas and
Sponsor.  The Site shall use the product being lested (the 'Investigational Product”), and any
comparator products provided In connection with the Study, solely for lhe purpose of preperly
completing tha Study and shall maintain all Investgalional Product and any comparate: products
ina loched, secured area at all limes  Upon completion or lermination of the Sludy, the Sile shatl
return all unusad investigational Product, comparaler products, equipment, and materiais and afl
Cenfidential (nformation {35 defined below:.

2} Confldential and Proprietary information, Al informalion (inciuding, bu! rot limited to,
cocuments, descriplians, data, ORFs, photographs, videos and instructions), znd materials
(including, but not limited to, the Inveshgational Product and comparaler products), provided to the
Sie by Quintites. Sponsor, cf their agents, (whelher verbal, wniten or electronic), and all data,
reports ang information, relating lo the Study or fis prograss {hereinafter, the “Confidantial
Infermation”) shall be the property of Sponser. The Site shall keep the Confidential information
strictly confifential znd shall disciose i anly to its employees invelved in conducling the Study, who
are subject lo canfidentiality.obligations thal are consisient wath this Agreement, on a need-{o-know
basis. These ednfidentialty obligations shall continua until ten (10) years after compiation of the
Study, but shall not apply to Confidential information o the extent that it: a) is or becomes publicly
availabil through no fault of the Site; b} is disclosed to tha Site by a third parly not subject to any
cbligation of confldance: c) musl be disclosed o IRBs, [ECs, or applicable regulatary authorities;
d) must be inciuded in any subject’s informad cansent form; &) is pubfished in accordance with
Article 3 herein: or. {) is required to be disctased by appleable law, provided thal the Sile shall give
Spaonsor and Quintiles promps, advance wiitten notice fo pemil Quintiles, Sponsor or their agenis
to object to or otherwise fimil such disclosuse. The existing inventions and technologies of Sponsor,
Quintiles, or the Site are thelr separate propery and are nol affectad by ihis Agresment. Spansor
shall have exclusive ownership of any inventions or discoverias arsing in whaole or i part from
Conlidential Information or arising from the conduct of the Study. The Site will prompily notify
Sponsor in writing if it or lnvestigator cancaives ar makes any such inventicns or discoveries and,
al Sponsor's expense, execule any documanis and give any testimony necessary for Sponsor to
obiain patents in any- country or 1o ofhervise protect Sponsor's interests in such invenlions or
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discoveries. The Site agrees to comply wiln any applicaple data privacy or data protection
legislation ¢f the caunlry in which the dala originated

3) Publication. Site uriderstands that this Study is being conducted at multiple research sites. Site
15 free Lo publish or present the Siudy resuns obtained 2t the Sile. but only after the first publication
or presentation ihal involves the muli-centar data or eightaen {18} months alter the complehion of
he multi-centar Study, whichever is fust At least sty {600 days prior to submilting or presenting
a manusenpl or other malerials relaling to {he Study o a publisher, reviewer, or other oulside
persans, the Site shall provide o Spunser a copy of all such manuseripts and materiats, and allow
Sponsor sixty {60) days to raview and camiment on them if the Sponsor requests, the Site shall
remove any Confidential Information tothartnan Siudy rasults) prior to submitting or presenting the
matarals. In addition, at Sponsor's réquest. the Site shall delay publication for an additional ninety
£30) days to aliow Sponsor the cpparunity io fle lor paient protection. No party hereto shall use
any clher parly's name In connection with any advertising, publication or promation without prior
writlen permission.

4) Inspectien and Debarinenl. When gwen reasonable notice, the Sile agrees o allow aulhorized
Clinliles, Sponsor and reguiatory autharily peisanne! direct access lo the Site's recards relating to
the Study. including subjest medical records, far manitaring, auditing, and ingpecticn purposes. f
any source data are kepl on compuitar filez only, the sile shaill make pnnt-outs of all patients’ data
refevanl to the Sludy for the purpose of source dala verification, signed, dated and relaned as
sourca detuments The Site shall immediataly notfy Quiniiles of, and provide Quinliles copies of,
any Inquiries, carrespendence or communications to or from any governmentat or regulatory
aulhonily relating 1o the Study, including, but no: imited to, requests Tor inspection of the Site's
facilities, and the Sie shall permit Quintlles and Sponsor to aitend any such inspections. The Site
will make reaszonable efforts to separate, and not disclose, all confidential materiats that are not
fequired lo be disclosed duning such inspections.  Site and Investigator each represents and
warranls that there mie no pending for-cause requiaiory audits, invesligations or proceedings
involving Site, Investigator, or any af their employees or 2gents performing Study activiiies which
retale Lo compliance with lpws regarding the conduct of any clinica) sesearch. The Investigater and
the Institution shall be jointly respansible fer maintaining essential Study documents in the manner
specified by currenl good clinical prastice {"GCP") guidslines and applicable laws for fiteen [15)
years after the completion of the Study or such longer pericd as specified by current GCP guidelines
and applicable laws, In addition. Sile shall lake measures to preven! accidantal or premature
destruction of these dacuments. Il the tovestigalor leaves an instiution, then responsibilty for
maintaning Study records shall be delermined in accordance with applicatie regulations. During
the Study and for 15 years thereafter, if an invesfigator ¢r sub-investigator leaves an institulion or
otherwise changes addresses, he or she shall promplly notily Sponsor and Quinlilzs of his or her
new address  The Site represents and warrards that ngithar it, ner any of its employees, agents of
other persans performing the Study under its direcuen, has been debarrsd, disgualified or banned
frorn conducting clinical vrials or is under investigation by any regulalary autharity fer debament o
any similar zegulatory action in any country, and the Site spal! nofify Quintiles immediately if any
such invzstigation, disqualification, debarment. or ban acouss,

§) Termination. Sponsor may suspend enroiiment or teninate this Agreemant effective
immedialely upon wrillen nofice:  The Site may lermingte this Agreement upon written nolice if
cireumstances beyond the Site's reasanable control prevent the Site from completing the Study, or
& the Site reasonably determines hal it is unsafe lo continue the Study  Upon receip! of notice of
termination, the Site shall immediately caase any subject recruitment, follow the specified
lermination prosedures, ensure that any required subject follow-up procedurgs are completed, and
maka all reasonable effons 1o minimize further costs, and Quintiles shall make & final payment fot
uisits or mifesiones properly performad pirsuant o (his Agreement in the amounts specified in the
Asachment B: provided, however, that len percant (10%) of this final payment will be withheld until
final acceptance by Sponsor of all subject CRF pages and all data clanfications issued ang
satisfaction of all other apglicable canditions set fanh in the Agreamenl.  Neither Quintiles nor
Sponsor shall ba rasponsitée lo the Site for any lost profits, lost opporunitias, or other
consequential damages.
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&) Claims and Disclaimers. The Sile shall promptly notify Quintites and Sponsor n wriling of any
claim of diness, injury o1 deslt. or damage actually or alisgedly arising from the conduct of the
Study. Spansor agreas lo indemnify and hold harmyizss the Site and invesligator from any third
party claims of illness, injury or damage ditectly arising o of the conduct of the Study In
accoréance with the Prolacal, except to the extent any such liness, mury or damage is caused by
the Blte or Investigalor's negligence, misconduct, failure 1o follow the Pratacol or breach of
applicable law or regulalion Sponsor shall have the nyht 10 conirel the defense of any sueh claims
and the Site shall cooperate fully with Spenser in handling such claims. Quintiles expressly
disclaims any fiatility in connesticn with Lhe Investigational Product, including any liability for any
product claim arising out of a conditton causad by or alegedly caused by the administration of such
product except te the exlent thal such lgbiliy is caused by the neglieence, willlui misconduct or
breach of this Agreement by Quinties Neither Quintiles nor Sponsor will be responsible for, and
the Site agrees. (o the extent afiowed by law, to indemmfy and hald them harmless from, any third
party claxms of ifiness, injury or darnaga resulling from Lhe Site's negligence, failure to aghere to
the Protocol, failure to obtain informed cansent. unauthonzed warranties, breach of this Agreement,
breach of applicable law or regutaticn or williul misconduct.

T)Financial Disclosure. In order 10 alfow Spansor o comply with its U.S regulatory requirements,
the Sie agreas that, for each listed or Idantified investigator or sub investigator who is directly
involved n the treatmenl or evatuation of research subjects. it shall promptly return te Quinliles a
firanciat disclosure form that has been compleled and sigred by such investigator or sub
investigator, which shall disclose any applicable inferests held by those investigators or sub
investigalors or their spouses ot deperdent children  Quintiles may withiold payments if il doss
not receive a compleied form from each sueh invesligator and sub investigalor. The Site shall
ensure that &l such forms are promplly updated as needed lo mantain Lheir accuracy and
cempleteness during the Study and for one (1) yaar alter its completion. Ths Site agrees that the
cempleted forms may be subjest o review by governmenlal or reguiatory sgencies, Spensor,
Quintilas. and their agents, and the Site consants lo such revimw  The Site further consents 1o tha
transfer of its financial disclosure data to the Spansor's country of origin, and Lo the U.S. if the Sita
is outside of the U.S | even though data protection may not exist or ba as developed in those
countries as in the Sile's own counlry,

B} Shipping of Dangerous Geods and Infectious Materlals. The shipment of dangerous goods
and infectious materials {including infectous subjec! specimans) is subiect 1o local, national, and
international laws and regulations, The Sie Is responsible for ensuring thal each individual who
packages or handles any dangerous goods or infectious materiais for shipping from the Sila
complies with afl applicable laws and regulations.

9] Adverse Event Reporting. Investigatar agrees (o report any serious adverse evenls (SAEs)
as required by law, regulation and the Prolocal. Wilhin 24 hours {or such other time as specified
in the Protocet) of first knowledge of any SAE or any evant thal could zifect the safely of the Study
participants, lnvesligator will nelify Guintiles and the Sponeor via the electronic data capture system
{eDC} In the case of the eDC being offline, lhe responsible Srte staff will fax the paper SAE form
to Quintdles Lifecycle Safety using the toll free fax number (+353 1 8B09950) and enter the SAE inta
the eDC syslem as soon as it 1s back onling,

10} Additional Contractual Provisions. This Agresment, including these Tenms and Cenditions,
canstitules the sole and complete agreéemenl beiween the parlies and replaces all other written
and oral agreements relaling to the Study. Mo smendments or modifications 1o this Agraement
shail be valid unless in writing and signed by ali the panies. Fallure o enforce any term of this
Agreement shall nol constitiute a waiver of such term  If any pan of this Agreement is found 10 be
urenforcealde, the rest of this Agreement will remann in effect. This Agreement shall be binding
upon the parties and thew successors and assigns, The Site shall not assign et fransfer any rights
or obhgations under shis Agreement withoul the writien consent of Sponscr. Sponsor may, andfor
Quinliles may epon Sponsar's raquest, assign this Agreement lo a third party, (and Quintiles may
upan Spansor's request assign its rights and ebligations under this Agreemant {0 Sponsor, and
Sponsor andfor Quintiles (as the case may be) shall net be responsibte for any obligaticrs or
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liabilities under this Agreement hat arise after the date of the assignment, and the Site hereby
consents to such an assignmsnt Site will be given pramp: ratice of such assignment by the
assignea, The terms of this Agreemeni thal centain abligations or rights that extend beyond Lhe
completian of the Study shall survive 12irnmation o comglaticn of this Agraement. including without
limitation Sections 2, 3,4, 6, 7 and 10 of this Altackmant A
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ATTACHMENT B
BUDGET AND PAYMENT SCHEDULE

A. PAYMENT TERMS

Quintles will reimburse {he Payae avary month, on @ complsted wisit per subjact basis in
accordance with the attached budgel Minsty percent {80%)} of nach paymant due, including any
Screening Failure (see Aricle € helow), will be made basad upon prior enrolinent data cenfimead
by subject Gase Report Fonhs ("CREs™ recewved fomi the Site supporting subject visitation, The
balance of menies earned, up to ten percent (10%}, will be pro-rated upon veriteation of actual
subject visits, and will he paid by Qiunntdes la the Payee vpon final acceptanca by Sponsor of all
CRFs pages, all data cloriflications 13sued, the receinl and appraval of any outslanding regulalory
dacuments as required by Quinnles and'er Spansor, the return of all unused supplies to Quintiles,
zs well as coafirmation that all electronic patient diaries have been relurned and upon satisfaction
of afl gther spplicable conditions sel forh in ihe Agreemant. Sile shall have thity (30} days from
the recerpt of the final payment to dispute any discrepancies relaling Yo payments made pursuant
to this section. Sitz understands that at some point foliowing such period, Quintites will close its
books relating 1o the Study and any disputes received after such period may be forwarded to
Sponsor for resolution.

Site represents that the services it provides under this Agreement are taxable services under the
faws governing service tax in India, and that & is required lo charge service lax for the services
rendared 1o Quintiles al the prevailing rate. Site represents that it is entitlsd 1o requira such payment
of the service tax under the laws of Indla Site underiakes ta provids Quintiles with an involce, to
be sent to Quintiles a the address mentioned in Section E of this altechment in respect of such
iaxable services and such invoice shall be in accordance with the terms of the Service Tax Rules
of 1984 as may be amended frem ime to time or any successer legislation,

It should be nuted thal all the payments made to the Payee are subject lo Tax Deductad at Source
{(TDS} in accerdance with India tax laws, a5 amandad from tima 1o time Quintiles will deduct the
lax al the time of making paymenis unless a valid Cerlificate (Form 15 AA = for no TDS) from tax
authonty 1s made available

Major, disqualifying Pralocol violations ars not payasble under this Agresment

B. SCREEMNING FAILURE PAYMENTS:

Quintiles wili pay the Site up to 5 screening fallura patients, at a rate of Twenty Thousand Twe
Hundred and Forty Rupees (JNR 20,240} per Screen Failure. I the site reaches the cap of 5 screen
failure, it shoukl be discusaed with relevant CPM before tore patients can be screened

€. DISCONTINUED OR EARLY TERMINATION PAYMENTS:

Rembursement for discontinuzad or early lermination subjacis will be prorated based on the number
of confirmed completed visils
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D. ORIGINAL INVOICES:

Original invoices pertaining ta this Study fnr tha following items must be submitted to Quintiles for
reimbursement a; the following atdress.

Quintiles Research inda Private Lid, Bangalore

Altenllon: Finance PSC - Acconms Payable (lnvesligator Payments)
Il Floor, Etamin Block,

Prestige Technology Park,

Safjapur - Marathahalli Quter Ring Road

Bangalore — 560103, Indin

Please nota that inveices will not be prosessed unless they reference the Sponsor name,
Protocol number and investigator and will be included with the regular payments. After
receipt and verification, reimbursement for invoices will be included with the next regularly
scheduled payment for sublecl activity,

*+ Institution Review Boards (“IRBs”) or Independent Ethics Committees ("IECs"}
Payments

IRBAEC costs vill be reimbursed on a pass-through basie and are nat included in the atlached

Budget, Any subsequen! re-submissions ar renewals, upon approval by Quinkiles and Sponsor,

witl be reimbursed upon recelpl of appropriate: documeniation

« Sludy Start-Up Fee

A ona lime, non-refundable payment of Sinty Thousand Rupees (INR 60,000) o cover Study
Stant-Up activilies fwhich includes institutional ovathaad), will be made upon complation and receipt
by Quintiles of &l ariginal cantractial and ragulatory documentalion end recaipt of original involca,

= Record Storage Fec/Archiving Feo

A record slerage payment of One Lakh, Twenty Thousand Rupees (INR 1, 20,000), {which
includas institutional overhead), wik be made upon receipt of anginat suppering inveices fram a
third party verdor and are not included in the attached Budgat. In accardance with Sponsor's
Protecol requirements, Institution shall maintan all site study records in a sale and secure localion
to aliow easy and timsly retricva!, when necded

= Patiant Travel Expenses

Fatient travel expanses wili ba relmbursed upen 1eceipt of original supparling invoices from third
party vendors at a flal rate of Five Hundred Rupees (INR 500) or up lo (INR 1000 ) per visit per
palient por round trip) and are nat included in the atlached Budgel. lavoices must contain the
fallowing infarmation in ordar for a payment 1o be 1§5ir2- Subject number or inilials, amount paid,
visil number in which patient travel 1s being requastod.

+ PRESCREENING ACTIVITIES:

To recognize Site's effons in the Siudy prescreening procadures, Quintiles will compensate Site
Six Thousand Eight Hundred and Thirty Rupaes {INR §,830) for each subject screened and
randarmized who was emered in tha prescreening log at least 1 month before screening (the
“Prescreening Payment™). Ta be eligible for the Prascreening Payment, Site must decument that
prescreening ocourred al least 1 month prior to screening by submitting the prescreaning log to
Quintles once perweek, Site agraes that il will submit to Quintiles the prascreening fog, completed
sereemny documents, randomizatien CRF pages, and any additionai infarmation requested by
Quintiles to appropriately document the subjecl prescreening, screaning, and randomiz_ation
acliviies. To receive the Prescreaning Paymen, Site shall issue an invoice to Quiniites cantaining
the Patient Randomization Number of the qualifying subject.
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o PREGNANMCY TEST, ALCOHOL AND GAUZE:

Qumtles will provide the Site with pregrancy lests, alcohol pad and gauze during [ha course of the
Study, in reascnable and needed amounts  Site wii provige such malerials te patients (study
subjects} te take home for the purposes af Sludy protecol pracedures.

«  ADVERSE EVENT REPORTING:

Investigator will report any serious adverse gvents (SAES) as required by [aw, requlation and the
Protacol. “Within 24 hours {or such other ime as specified in the Protecol) of first knowledge of any
SAE or any event thal could affsct the safely of the Study parlicipants. Invactigator wil notify
Guintiles and the Spansor via thz electromc data caplure system (eDC). In the case of the eDC
being offline, the responsible Sie stali will fax the paper SAE form to Quintilas Lifecycie Safety
using the tall free fax nurber (+353 1 808950) and enter the SAE mnto the eDC system as scen as
it is back oaline.

F. INFRASTRUCTURE ! EQUIPMENT:

1. eDiaries and Tahlet Return

Seclion 1: The final payment will be made after Sponsor has recaived copies of all
cempleted Case Repont Forms {'CRFs™) for each of the Subjects participating in the Study
with all queries resclved as well as confirmation that all electronic patiant diaries have been
returned. Site shall have thuty {30) days from the raceipl of the final paymient io dispute
any discrepancies relating to payments made pursuanl to this seclion 1 Site understands
Ihat at some point follewing such period, QUINTILES will close its books relating 1o the
Study and any dispulcs received after such period may be forwarded lo Sponsor for
resalution,

Section 2 Subject 1o the conditions se! forth below, Sponsos or QUINTILES will provide
HTC-HD2 T8585 Handheid Computer (eDiary) and Acer Icora W510P {eCueslionnaires),
which is required for use in the Sturdy and that Site doas not otiverwise own or have sccess
lo {the "Equipment’} te Site for use in the Study.

(i) Equipment Use; Mawnlenanee  Sie agrees to house the Equipmant on site and to
use the Equipment sclely in coanection witn the Study during the term of the
Agreement. Site agrees to maintain the Eguipment in gocd working condition,
reasonable wear and tear excepled. In the event lhal the Equipment malfunctions
ar ceases to operale during the-conduit of the Siudy through no faull of Site,
Sponsor or QUINTILES will arrange for 2pprapriate mamtenance o repiacement
af the Equipment, including, al Sponsor's aption, reimbursing Site for reasonable
maintenance of replacement expensas

(i) Return or Purchase of Equipment. Upon completion or any earier ermination of
the Study st Site. Site shall, at its option, eilher; (A} return the Equipment lo
Sponsor/Spensar at SponsorsfSponsor's  expenss, or  (B) reimburse
Spansor/Spaonsor for the residual fair markel vaiue of the Equipment as of the date
of {fermination, SponsorSponser ar QUINTILES may. at ils oplian, either withhold
the fina} payment o Site umil the Eguipment is returned, of until Site reimburses
Spansor/Sponsor for the residual far market value of the Equipment as of the date
of comnpletion or terminzffon of the Study  IN THE EVENT OF TRANSFER OR
ABSIGNMENT UNDER THIS PARAGRAPH, THE EQUIPHENT SHALL BE
TRANSFERRED AND ASSIGNED “AS 1S.” AMD SPONSOR/SPONSCOR MAKES
MO WARRAMTY OR REPRESENTATION, EXPRESSED OR IMPLIED,
INCLUDING BUT NOT LIMITED TG FITNESS, MERCHANTABILITY, QUALITY,
DESIGN, CONDITION, SUITABLITY OR PERFORMANCE OF THE
ECGUIPMENT

Fratecol Humber. GA25102

GanentechvCraniies Masier Templaie

Version' 10 Movember 2010

Ingia Specific CTA lemplate taled 25 May 2046

KLEs Dr. Pratthakar Kore Hospits! & [2adeal Resentch Cenlre _ Dr Mantara) Gokak _27 Sep 2010_AS_Ciean

COMMDENTIAL 12
Dr. V.A Kothiwale
Registrar
KL E “cademy of Higher Education and Resgarch, 1 8 2

o be-Univarsfly ufs 5 of the UGC ALL1356)
W7 aravi399 040 Karnetaka




2. Bioclinica Devices:

Subject to the conditions set farth belaw, Sponsar or Quintiles wil provice Lenovo Thinkpad
Es5Q Laptop- Ingludes Power Supply anc Ethainet Catle- | Dazrie Video Crestar Platinum
HD- Vidao Input Adapter aud  Transcend 8GB USB Memory Stick, which is required for
use in the Study and thai Sita does not othandise own or have attess o {the "Bioclinica
Devices") to Site for use in ths Siudy,

{i} Bioclinica Devices se. Meinienancs, Sie agrees to house the Bioclinica Davices

on site and 1o uge the Bioclica Davices selgly in cannection with the Study during
the lern of the Agreement. Sue agrees o maintan the Biaciinica Devices in goed
working congition, reasonagle wear and lear excepled. In the event that the
Biocinica Deviees maifunctions or ceases to opetate during the conduel of the
Study through no faull of Sie, Sponsor or Quiniilzs will arrange for appropriate
maintenance o feplacement of the Bioclinica Devices, including, at Sponsor's
option, reimbursing Sile for reasonat'!s mainlenance or replzcement &Xpenses.

Return or Purchase of Bioclinica Dewvicas, Upon complation or any earfier
lerrination of the Study at Sile, Site shall, return lhe Bicelinica Devices to
SponsoriQuintiles at Sponsor's/Quintiles’ expense. Sponsor or Quintitas may
withhold the final payment to Site until the Biochnica Devices ia returned,

G. BUDGET DETAILS:

The Budget is as follows:

Itis agreed that the Site wil receive INR Twao Lakh Eighty Two Thousand One Hundred and
Sevan only (INR 282,107} per completed patiant for the Study according {o the schedule indicated
below. Thig par patienl amaount is intended to cover Lhe following study- related costs incurred by

the Site

* cosis related 1o the palienis visits (day care cost. stay)
s cosis for study releled communications

«  salanes of study stafl and Investigatar

» Instilute service charges and overheads

Budget Table:
Per Patient Amount
Visil No. Including 20%
Overhead (INR)
e Screening Visit ‘ 26,717
A Visit 0 i 15,762
) Visit 4 14,524
Visit B 10,985
Visil 10 21,910
Visg 12 16,980
Vist 16 16,985
Viset 20 16,433
Visit 24 11.741
NVisit 32 15,750
Visit 44 17.189
~ Visit 56 15,223
Vigit 62 29,827
Froioce! Humbar: GAZOLE2

Genenlechilinnites Masles Templale

Version. 10 Hovermber 2040

Iredin Bpaoiic CTA templals eled 25 Moy 2016

KLES O, Pratmaka Kare Hospital & Medich) Resoah Centis 2 O Mardorg] Gokok _27 Sep 208_AS_Clzan
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Phone call Vasit 23, 35, 4C, 48, 52,60 | 34327

12-Week 26,717 ‘ 7,457
Salety Follow [’ - T

}7 Up- 15,762 13.950
TOTAL Amount Per Compieted Patlent

Including 20% Overhead (INR) &z, 107
Unscheduled Visit* 10,897
Early Withdrawal fiom Treaiment* 17,857
12- Week Safely Follow Up - Unscheduled 10,897
Visi*

*Unscheduled Visit Fee and Early Withgrawal from Treatment Fee will be paid upon receipt
of complated eCRFs, not included in the total cost per subject,

“If Phone call does not oceur, clinic visit 1o be paid upon receipt of detailed involce for
weeks 28, 36, 40, 48, 52 and 60.

Additianal Invoice Details

INVOICED ITEMS: Unit Cost
{including GH)
(INR}
Serum pragnancy tes| o L 300
Urine pregnancy fest 200
Chest X-ray. inciudes interpretation and repor 500
18 screen (QuantiFeron - TB Gold Test 1.084
TB scraen (Skin Test) o Lo . 314
Colohoscepy, with biopsy 8,500
Sig:noidescopy, with biogsy (Colonic biopsizs ffarmalin, RNA later)) 8,100
Etrclizumab f etrolizumab placebo §22
Clinic Visits for waaks 28, 35, 40, 48, 52, €0 it Phone Visit did net ocour 5.823
EML Neurclogic Exarnination 2,000
PK sampling (serum}) 200
Central Labs (Hemalology, Chemisliy, Hepatius B DHA) . 191
Steol sample collzction ] 300
Celonic hiopsy (CMV) 5,500
Urinalysis 200
Central Labs {Anli-therapeulic antibody, CRP) includes Cellection, Preparalion and
Processing ) » 492
MCS B 440
Parlial MCS 284
Colonic blopsy (histopalhelogical confirmation of UCY 6,600
Biopsy, Staining and preparation of the sfides including shipping and handling 600
Flgurologist - Per Hour T 1.600
Brain MR with conirast, includes inferpretation and repen 11,000
Brain MR without eonlrast, inclydas interpresation snd repor 6,000
Lumbar puncture 2,600
Cerebrospinal flud {CSF) analysis for JCV by PCR. includes Iab handhing Tor 7
shipment 1o centrzl lab 1,887
Reconsenting Fee L 932
Investgator prescreening activities {per randomized patient fram prescreening log) 6,830

Frateezl Mumber GAZS102

LagnenleciyCentiies Master Tampate

vaision 10 Novarnbar 2010

indig Spenii CTA Ieniplale galed 25 May 2016

KLES Dr Pratiakar Kore Hogpital & Kedical Resaneen Cont _ 1 Vazdarz) Gokak _27 Sep 2016_AS_Clenn
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Molp:

«  Ths Budgs! includes all swdy costs refated 1o the Protocol Gincluding but nat fimited o
leboratory costs. palien) traved expenses and site overheaos), excep! for any other payments
eontzined within this Atachmant.

»  All questiens regarding study paymants of lhe Financal arrangements shouid be dirested to
Quintiles al the address noted above during normal Susiness howrs (I1ST).

Piptocol Mumier 3220102

GenenleghvlQuisites Master Ten:piate

Version 10 figesmeer 010

tnd-d Bpec hie G5 A lemplata gated 25 Lay 2078

KIES D Praphsear Kore Hespitat & Megeent Rezenrcn Cerna _ Dr Marcara) Soiak _F7 Sep 20046_AS_Clean
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b )l % ffectrve e T, 15 entered 1nto by and among Entasis Therapeuties, Inc., a United
M{un ddfpafation with an office at 35 Gatehouse Drive. Suite EO, Waltham. MA 02451 USA
Sponsor 1 actlnh‘-thmuﬂh its authorized representative Medpace Clinieal Research L1.C with an office at
M;dpﬂce Clinieal Research LLC with an office at Office No. 817. 8th Floor, Rupa Selitaire. Building No. A-
. Sector-1, Millenium Businass Park. Nexi 1o DAKC, Mahape. Navi Mumbai 400710, India ("CRO™) and.
K L.KiS Dr. Prabhakar Kore Hospital and Medical Research Centre. a clinical rescarch site with its
principal effice and place of business at NH Service Rd, Nehru Nacr'u Belgaum, Karmataka 320010, India,
(“Imt_jtution") and Dr. Jayaprakash Appajigol. with an address al K.L.E.S Dr. Prabhakar Kore Hospital and
Mediczl Research Centre, NH Service Rd. Nehru Nagar, Belgaum, Karmataka 590010, India (“Inv estigator™)
and GRD Experts India Pvi. Lud, a clinical research site with its principal oftice and place of business at GDD
Experls India Pvt. Ltd, Ground Floor, Gulmohar Complex, Opposite Hislop College. Civil Lines. Nagpur-
440001, Maharashuwa, India (“SMO™). Sponsor, Institution, Investigator and SMO are each sometimes referred
to herdin as a “Party™ and collectively as the “Parties”

Chniceid ety agreement | frvarsian =l . ﬁ‘,’f 7k Or. Jayoprakash Appajigol It [ /#358-005¢7
Entoss \%nemr!eullc!. [ ¢52514-2017.0004 / ey ~ #/30-APR-2019/! | Page 2 of 18
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WHEREAS, Sponsor is the sponsor of a multi-center clinical study of Sulbactam-ETX2514 (the “Study Drug™.
under Protocol No. C82514-2017-0004, titled “A Randomized. Active-Controlled Study to Evaluate the Efficacy
and Safety of Intravenous Sulbactam-ETX2514 in the Treaunent of Patients With Infections Caused by
Acinetobacter bawmannii-calcoaceticus Complex™ (as it may be amended from timg to time by the Sponsor, the
“Protocol” and the periormance of the Protocol at all sites shall be referred to herein as the “Multi-Center Clinical
Study™); and .

WHEREAS, Institution, Investigator and SMO possess expertise in the conduct and performance of clinical
studies; and .. .

WHEREAS. Sponsor has entered into a separate agreement with Medpace, Inc.. together with its affiliate
Medpace Clinical Research, LLC, CRO may, acting as an independent conuractor on behalf of Sponsor,
manage, monitor and coordinate the conduct of the Multi-Center Clinical Study on Sponsor’s behalf; and

WHEREAS, Sponsor desires that Institution, Investigator and SMO participate in the conduct of the Mului-
Center Chinical Study in accordance with the Protocol and the terms and conditions of this Agreement, and
Institution and Investigator desire to participate in the conduct of the Multi-Center Clinical Study in accordance
with the Protocol and the terms and cenditions of this Agreement {such conduct at Institution shall be referred
10 herein as the “Study™).

NOW THEREFORE. in consideration of the foregoing and the muiual covenants and promises set forth hergin
and other good and valuable consideration, the receipt and adequacy of which are hereby acknowledged, the
Partics agree as follows:

1 SCOPE OF WORK

1.1 Investigator. who is employed by or under contract with Institution, will be responsible for the canduct
of the Study at Institution in strict compliance with the terms and conditions of this Agreement, any
written instructions from Sponsor and/or its designee. all generally accepted standards of Goed Clinical
Practice. the Protocol, and with ali applicable local laws and regulations governing the performance of
clinical investigations. Institution represents and warrants that (a) it has consented to the conduct af
the Study by Investigator at the Institution facilities located at the address set forth above; and (b)
conduct of the Study at Institution does not conflict with any uother obligation of Instilution.
Investigator and SMO will comply with the policies and procedures of Institution, including any
applicable financial policies. Investigator and SMO will notify Sponsor and its designce promptly of
any conflict between the terms of this Agrecment and any such poliey or procedure, and the partics
will attempl lo reach an appropriate accommodation. A copy of the Protocol has been provided o
Institution and Investigater and is hereby incorporated by reference. together with any and all
amendmens thereto. into this Agreement.

1.2 Before the Study is initiated, Institution, Investigator and SMO will ensure that the Study is approved
by the responsible ethics committes. which must be constituted in accordance with the requireients
prescribed under the relevant statues and suidelines applicable in India (the “EC™). Institution
[nvestigator and SMO will further ensure that the Study is subject to continuing oversight by the' EC
throughout the conduct of the Study. Changes or supplements to the Protocol may be made by Sponsor
[rom time to 1ime, upon written notice to [nstitution and Investigator. Institution. Investigator and SMO
shall nat alter or amend. and shall not perinit any member of the Study Perscunel to alter or amend,
the Protocol in any way without the prior written consent of Sponsor, 1f required by applicable law.
changes to the Protocol must be appraved by the EC and the applicable Regulatory Authority,

1.3 Sponsor or its designee will provide the Study Drug to Insiitution at no cost te Instiwution. Investigator
or SMO in amounts sufficient for the conduct of the Study as specified in the Protecol, as well as
certain other Study medications, Equipment (as defined in Schedule B) and matertals 1o be determined
by Sponsor at its soie discretion {collectively, the “Study Supplies™). All Study Supplies are and will

Clinical Study Agreament | f/versor #1427 %ﬁd /1 0n. Jayamokash Appaijigol i | {1356-0034}
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1.4

1.7

2.1

2.2

remain the sole property of Sponsor. Institution, Invesiigator and SMQ will maintain control of the
Study Supplies in accordance with applicable law, and in the manner outlined in the Protocol, this
Agreement and any additional decuments or wrilten instructions provided or otherwise made available
by Sponsor or its designee related to the receipt. handling, maintenance, siqrage, use and/or distribution
of the Study Supplies. Insiitution nvestigator and SMO will use Study Supplies solely to conduct the
Study in accordance with the Protocol and that the Study Supplics are not transferred to any third
parties. Institution, Investipator and SMO will be responsible 1o Sponsor for the Study Supplies
entrusted to them and will notify Sponsor or its designee immediately if any Study Supplies are lost.
damaged or destroyed.

[nstitution, Investigator and SMO will report adverse cvents experienced by subjects enrolied in the
Study (“Study Subjects™) (a) to Sponsor within twenty-four (24) hours of leaming of such an event;
(b) in accordance with instructions in the Protocol: and (¢) pursiant to applicable law,

[nstitution, Investigator and SMO will enroll Study Subjects in the Study in accordance with the
Protocol. Sponsor may require Institution and Investigator to discontinue subject enrollment at
[nstitution if the total enroliment needed for the Multi-Center Clinical Study is achieved.

[nvestigator and SMO will be responsible for obtaining informed consent from each of the Study
Subjects prior io the commencement af any Study-related procedure in accordance applicable law. The
informed consent documents must be in a form approved by Sponsor and the EC (*Consent
Documents”). Investigator and SMO wiil ensure that a copy m“th:. Consent Documents signad by the
Study Subject is provided ro the Study Subject,

I accordance with applicable law, Sponsor plans to engage Medpace Clinical Research India Pvi.,

* Lid., an Indian corporation with a business address at ¢/o SKP Group, B-376, 3™ Floor, Nitman Vihar,

New Delhi, Delhi 110092, India and place.of business at Office No. 817, 8th Floor, Rupa Solitaire and
Building No. A-1, Sector-1. Millenium Business Park, Mahape, Navi Mumbai 400710, Maharashtra,
and an affiliate of CRO, to serve as the legal representative of Sponsor and as the legal representative
of Sponsor, assist Sponsor in connection with certain obligations as required under applicable law.

INVESTIGATOR

Investigator will be responsible for the conduct of the Study in accordance with the terms of this
Agreement and the Protocol. If. for any reason, he/she is unable to continue to serve as Investigator,
[nstitution shall provide prompt writien notice to Sponsor. If Institution and Sponsor cannot agree on
a successor [nvestigator within thirty (30) days ol receipt of such notice by Sponsor. then, Sponsor will
have the right to intmediately terminate the Study upon written notice Lo Institution, subject to Sections
8.4, 8.5 and 8.0. Institution and Investigator warrant and represent that Investigator is fully qualified
to conduct the Study and to serve in the capacity of Investigator. Any sub-investigator and research
staft who perform any portion of the Study (“Study Personnel™) shall be employees of or under
contract with Institution or SMO and appropriately trained and qualified to assist in the canduct of the
Study. Tnstitution. Investigator and SMO shall be responsible for Study Personnel's compliance with
the terms of this Agreement and shall be jointly and severally liable for the acts of Study Personnel.
Institution and Investigator, represent that neither Institution nor [nvestigator is a U.S. cilizen or
resident or U.S. wipomuon or U.S. parinership, and that all payments Institulion receives under this
Agreement wil] be for services rendered outside the United States.

[nvestigaior will complete and return to Sponsor or its designee (i) United States Food and Drug
Administration Form 1572 Statement of Investigator or equivalent; and (ii) the Fnancial disclosure
document provided by Sponsor or its designee. which document discloses the amounts payable to
Investigator and any [inancial interests which Investigator and‘or his‘her [amily members may have in
Sponsor and/or the Study Drug, Investigator wiil be respon:.1bl:: for having all sub-igvestigator(s)
veralats and provide Sropsor or its desianee wnh sk £ b e

‘..,ONF!‘D/N AL
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4.2

4.3
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disclosure forms will be kept updated by Investigator and any sub-investigators during the Study and
the updates will be provided te Sponsor or ils designee. for a period of one (I} year after Study
completion.

COMPLIANCE WITH APPLICABLE LAWS '

Institution, Investigator and SMO will assume all those responsibilities assigned under all applicable
laws, rules. regulations, guidelines and standards including, without limitation. Indian Medical Council
(Professional conduct. Etiquette and Ethics) Regulations, 2002, Drugs and Cosmetics Act {1940) and
Drugs and Cosmetics Rules (1943), governing clinical trials, all relevant International Conference on
Harmenization Good Clinical Practice (*ICIL GCP") guidelines. Ethical Guidelines of the Indian
Council of Medical Rescarch, Indian GCP, standards and the World Medical Association Declaration
of Helsinki “Ethical Principles for Medical Research Involving Human Subjects”, and any other
applicable laws and guidance relating to clinical trials of medicines. human rights, supply of medicines.
cotlection and handling of human tissue and biological samples, and all applicable laws relating 1o the
confidentiality, privacy and security of patient information.

CONFIDENTIAL INFORMATION

“Confidential Information™ means all infarmation that is (a) provided by or on behalf of Sponsor to
[nstitution or Investigator, SMO or Study Personnel in connection with this Agreement or the Study.
or (b) deveioped. obtained, or generated by Institution. Investigator, SMO or Study Personnel as a

. result of pertorming the Study under this Agreement (except for a Study subject’s medical records).

Confidential Information includes, but is not limited to, the Protacot, Study Data, results. reports from
sites conducting the Multi-Center Clinical Study, all approvals and correspondence with or from the
EC or other entities with oversight responsibilities for the Study. ail Study corr espondence, all Study
Drug and other Study medication accountability forms and all CRFs: pr ovided, however, that
Institution and Investigator may use and/or publish Study Data solely in accordance with the
Publications and Publicity Section of this Agreement. Confidential Information is the sole property of
Sponsor.

[nstitution. Investigator and SMO shall not and shall ensure Study Personnel do not, use Confidential
Information for any purpases other than to conduct the Study. Institution. [nvesligator and SMO will
not disclose Confidential Information to any third partics other than Study Personnel and the
responsible EC, who are under an agreement to be bound by the obligations of this Section 3 with
respect to all Confidential Information. Institution, Investigator and SMO shall safeguard Confidential
Information with the same standard of care that is used with Institution's confidential information, but
in no event with less than reasonable care.

The obligations of non-disclosure and non-use under this Agreement will not apply to any portion of
Confidential Information that Institutien or Investigator or SMO can demonstrale by competent proof:

4.3.1 s at the time of disclosure or later becomes publicly available through no fault or omission
on the part of Institution or Investigator or SMO:

4.3.2 Is already known 1o Institution or Investigator or SMO at the time of disclosure and is free of
any obligations of canfidentiality:

433 Was obtained by Institution or Investigator or SMO from a third pany which is not legally
prohibited from disclosing such information: or

4.3.4 Is independently developed by [nstitution or Investigator or SMO without the aid. application
or use of Confidential Information, as evidenced by contelporaneous written records.

O, Jayaprarash Appajigol /1 | 11356-005//
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If disclosure of Confidential Information beyond that expressly authorized in this Agreement is
reguired by applicable law, that diselosure does not constitute a breach of this Agreement so long as
Institution or Investigator or SMO. as applicable, (a) notifies Sponsor in wriling sufficiently prior to
making such disclosure in order to permit Sponsor adequate time to seck confidential reatment of such
information. (b) discloses only that Confidential Information required to comply with the tegal
requirement, and (¢) continues to maintain the conlidentiality of such Confidential Information with
respect to all other third parties: provided that, Institution and Investigator and SMO will not be
required to notify Sponsor in writing prior to making such disclosure to the extent such prior
notification is prohibited by applicable faw.

Both prior 10 and during the conduet of the Study. Investigator, SMO and Study Personnel may provide
Sponsor and its designee with their persenal duta (as defined under applicable law) (the “Personal
Data”™). Investigator consents to the processing (including use, disclosure or transfer) of his/her
Personal Data by Sponsor and its designee, and Investigator and SMO consent for the same on behalf
of their respective agents and affiliates and national and foreign governmental or regulatory agencies
for the following purposes (the “Purposes™) (a) the conduct of clinical trials; (b) review by
governmental or regulatory agencies, Sponsor and its designees and its and their respective agents, and.
affiliates; (¢) satisfying legal or regulatory requirements: and {(d) storage in databases for use in
selecting investigalors und institutions for future clintcal trials. Investigator also agrees to the transfer
of histher Personal Data abroad, including to countries nol having an equivatent tevel of protection as
the country where the Study is taking place, Institution. lnvestigator and SMO represent and warrant
that all Study Personnel have consented in wriling to the processing of their Personal Data for the
Purposes. including the transfer 1o other countrics not having an equivalent level of protection as the
country where the Study is taking place, and will notify Sponsor or its designee immediately in writing
if'such consent is withdrawn,

RECORDKEEPING

Institution and [nvestigator will collect and submit to Spensor or its designee all data generated in the

conduct of the Study including completed case report forms in the form and/or electronic medium.
supplied or specified by Sponsor or its designee ("CRFs™). X-rays, MRIs or other types of medical
images. ECGs, EEGs or other types of tracings or printouts, and data summaries and other data as may
Ire required under the Protocal (collectively, the “Study Data™). [nstitution and Investigaror will ensure
accurate and fimely collection, recording. and submission of Study Data. Sponsor is the exclusive
owner of all Study Data. Institution and Investigator will maintain complete and accurate medical
records with respect to Study Subjects. All Study Subjects’ medical records will be the property of
Institution.

“Binlogical Samples™ means blood. {luid and/or tissue samples collected from Study Subjects as may
be set forth in the Protocel. and tangible materizls direcily or indireetly derived from such samples.
Institution and Investigator wil! collect, retain andfor use Biological Samples solely as set forth in the
Protocol and in sceordance with Applicable Law. Institution and/or Investigator will provide Sponsor
with quantities of Biological Samples as required by the Protocol. Sponsor may use such Biological
Samples as specilied in the Protocol. and as permitied in the Consent Documents and under applicable
law. For the avoidance of doutht. nothing in this Scetion 4 limits the Institution, [nvestigator or Study
Personnel from collecting biotogical samples independent of the Protocol [tom Study Subjects
("Separate Samples™) as required for such Study Subjects’ care or Institution’s research purposes:
provided. however. that [nstitution. Tovestigator and Study Personnel shall not [a) annotate or link
Separate Samples with any information related to Sponsor, the Protoeol, or the adminiswration of.
response to, or adverse events associated with, the Study Drug (“Study Drug Information™), except
to the exient such intormation is necessary for Siudy Subjeer care purposes: (b) conduct any research
on or using the Stedy Drug or the Study Drug Information. other than for the Study. without the
Sponsor’s prior written consent; or {¢) disclose any Study Drug Information to any third party other
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than as expressly permitted in this Agrzement. [n no event will Sponsor be liable for any claims, losses
or damages arising from or related to the collection or use of Separate Samples by Institution,
Investigator or Study Personnel. Institution and Investigator individually and jointly represent that any
Scparate Samples shall be collected under and according to an intormed cpnsent form separate from
the Consent Documents used in the Study.

Institution and Investigator shall maintain all records. data, documenis or information related to the
performance of the Study until the latec of:

5.3.1 twenty-five (25) years following completion or carly termination of the Study; and
532 the period required by Applicable Law and regulations.

At the end of such required retention period, [nstitution or Investigator shall nol destroy any such
records without first giving Spoasor sixty (60) days’ prior written notice of its intent ro do so and an
opportunity to transfer the records to Sponsor or its designee, at Sponsor’s reasonable expense.
Institution will ensure that such records remain available to Sponsor and/or its designees at all times,
regardless of whether the individual named as Tnvestigator ceases to be affiliated with Institution.

Subject to the requirements of the Confidential Information section, foliowing the end of the required
retention period. Institution may retain in its possession an archival copy of Cenfidential Information
that consists of any and all data, docwinents or information related to the performance of this Agreement
solely 1o monitor its surviving obligations under this Agreement.

ACCESS TO RECORDS AND AUDITS

[nstitution will permit Sponsor and its designees to, at Institution’s premises and at reasonable times.
inspect progress of the Study, Study records and compliance withi this Agreement. Sponsor will notify
Institution prior to any inspection of the date and time of the inspection. Sponsor and its designees may
review andfor request capies of data derived from the Study, and Institution er Investigator shall
promptly provide such data. Study Subjects’ medical records, including those maintzined in electronic
format, will be made available where appropriate for the purpose of source document verification
and/or audit procedurcs, Institution and Investigator will be and will ensure that appropriate Study
Personnel will be available during normal business hours and at mutually agreeable times to discuss or
review Study Data and to resolve any queitions relating 10 such dara. Institution and/or Investigator
will natify Sponsor and/or its designee by telephone and subsequently in written form. of any
significant changes, including. but not limited to. changes in Study Personnel, [nvestigator. or physical
location, that oceur during the Study.

6.1.1.  Within twenty-four (24) hours of receiving from the Drug Controller General of India or any
other any governmental or regulatory body (a “Regulatory Authority™), a request to inspect
Institution or lnvestigator in connection with the Study, [nstitution and/or Investigator shall
provide written notification to Sponsor and any Sponsor designees of such inspection and shall
also provide Sponsor andfor its designee with copies of any communications with a Regulatory
Authority during and after such inspection. Sponsor and/or its designee(s) shall have the right
to be present at any such inspections and shall have the opportunity to provide, review. and
comment on any responses that may be required. Further, Institution and/or Investigator will
provide Sponsor and/or its designee with copies of all materials, correspondence, statements,
forms and records which Institution prepares. receives or obtains pursuant to this inspection.

COSTS AND PAYMENT SCHEDULE

In consideration of the proper performance of the Study by the Institution, Investigator, SMO and Study
Personnel under the terms of this Agreement. Sponsor, either directly or through its designee. will pay the
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payee designated in Schedule A (“Payec™ the amounts specified in Scheduler A appended hereto and
incorporated herein by reference. The .nnm1n1~. spacified in Schedule A represent Institution’s, [nvestigator’s
and SMQ's costs of conducting the Study. Institution, Investigator and SMO accept such payment to the Payee
as full constderation for services rendered and Payee will be solely responsible for making any and all payments
due to Institution, Investigator, SMO and Study Personnel for their conduct of the Study. Neither Sponsor nor
CRO shali have any obligation or liability whatsoever o make payments under this Agreement to any parly
other than Payee. All cosis outlined on Schedule A shall remain firm for the duration of the Study. unless
otherwise agreed to in writing by the Institution, lnvestigator. SMO and Sponsor. It is understood and agreed
thdl no reimbursemem will be provided by Sponsor for subjects who are randomized into the Study in vielation
of the Protocol, or who do not conform to the Protocol’s inclusion and cxclusion criteria or for whom serious
deviations {rom the Protocol are made, The budget contained in Schedule A is inclusive of all applicable taxes.
Should any tax laws require withholding, the Party legally responsible shall be liable for withholdings.
Notwithstanding the foregoing, Sponsor may issue a written amendment, signed only by Sponser, for the
purpose of increasing the Study costs as described in the Schedule A. SMO provides clinical trials related
services Lo Lthe Institution, SMO works in compliance with the all applicable laws. rules and regulations. SMO's
responsibilities under this Agreement shall include receiving and allocating payments made by the Sponsor or
CRO on behalf of the Sponsor. to Institution, Investipator and/or Sludy Personnel, in accordance with the terms
and conditions stipulated under this Agreement. CRO / Sponsor shall not be held liable for any disputes,
including but not limited to financial, which may raise during the Study conduct between :he Instirution,
Investigator and/or the SMO.

8 TERM AND TERMINATION

8.1 This Agreement shall commence as of the Effective Date and, unless terminated Cdl‘llEl‘ as provided for
in this section, shall continue until the completion of the Study.

8.2 Either Sponser, [nstitution, [nvestigator or SMO {the “Non-Breaching Party™) may terminate this
Agreement for a material breach of a provision of this Agresment by another Party (the “Breaching
Party™) il the Breaching Party fails to cure the breach within thirty (30) davs after receipt of wrltten
notice from the Non-Breaching Party specifying in detail the nature of the breach,

8.3 Sponsor may terminate the Study at any time upon giving thirty (30} days® advance written notice to
[ustitution and Investigator. Further. Sponsor may terminate the Study immediately upon written notice
to [nstitution, Investigator and SMO [or the following reasons:

8.3.] if Sponsor and Investigator mutually agree such termination is necessary to protect the safety.
health or welfare of Study Subjects:

8.3.2 il a suitable replacement for the Investigator is not found, as set forth under Section 2.1;

8.3.3 if the regulatory authorization to perform the Multi-Center Clinical Study is withdrawn; or

8.3.4 if the Investigator fails Lo screen, recruit or a sufficient number of subjects to participate in

the Study,

8.4 Sponsor. or CRO on behall of Spensor. will be obligated to pay Payee solely for those items set forth
in the Schedule A that have-been incurred prior to the date of notice of termination. Institution and
Investigator shall promptly refund to Sponsor or shall cause Payee to promptly refund all unearned
advance payments made by Sponsor or its designee under the Schedule A.

8.5 Upon completion or carly termination of the Study:
8.5.1 this Agreement will terminate;
8.5.2 Investicator will immediately stop enrolling subjects into the Study and cease administering

Study Drug and other Smdy medications to Study Subjects and conducting Study procedures
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on Study Subjects, t¢ the extent consistent with the safety and welfare of the affected Study
Subjects; :

8.5.3 Sponsor, either dircetly or through its designee, will pay Pavee for all reasonable costs
accrued by Institution. Investigator and SMO in the performanee of the Study as of the date
of notice of termination, in accordance with Schedule A, including non-cancelable
obligations incurred prior ro the date of natice of termination:

8,54 in no event shall Sponsor be obligated to pay any invoices submitted after the time period for
subrmitting final invoices set forth in Schedule A has expired;

B.5.5 Institution, Investigator and SMO will furnish to Sponsor, within thirty {30) days of the
effective date of termination, all Study Data, including completed or partially completed
CRFs and. if applicable, any Biological Samples;

8.5.4 In accordance with Sponsor’s instructions, [nstitution, Investigator and SMO will return to
Sponsor or, al Spansor’s option. destroy all documents. Confidential Information. and Study
Supplics provided by Sponsor or its designees for the conduct of the Study. to Sponsor or its
designee within thirty (30) days. If Sponsor requests that such documents, Confidential
Information or supplies be destroyed. Institution. Investigator and SMO will destroy same
and provide Sponsor with written certification of such destruction:

8.5.7 [f applicable. Investigator and SMO will promptly submit final written reports to Sponsor as
specified in the Protocol,

8.6 Upon completion of the Study. the terms of Sections 8.3.1, 8.5.2, 8.5.4 through &.5.6 will apply as of
the Study completion date.

8.7 The Sections titled [nvestigator, Confidential Information, Recordkeeping, Accéss to Records, Costs
and Payment Schedule, Term and Termination, Intellectual Property, Publications and Publicity,
Notices. Indemaification, Debarment. Anti-Bribery/Anti-Corruption. Independent Contractor and
Miscellaneous shall each survive the termination er expiration of this Agreement,

? INTELLECTUAL PROPERTY

[nstitution, Investigator and SMO jointly and scverally acknowledge and agree that all invenlions,
discoverics. know-how. and improvements (including new uses and improvements of the Study Drug),
whether or not protectable under patent, copyright or other intellectual property law, resulting from the
performance of the Study, or the use of the Study Drug or the Confidential Information, made by
Institution or Investigator or SMO, alone or jointly with others (collectively, with all associated
intellectual property rights, the “Inventions™) will be the sole and exclusive property of Sponsor.
Institution, Investigator and SMO will and will ensure all Study Personnel will, promptly disclose to
Sponsor in writing all [nventions and will assign and docs assign to Sponsor all righy, title and interest
throughout the world to Inventions without any obligation of Sponsor to pay any royaltics or other
consideralion to Institution or [nvestigator or SMO. Institution. Investigator and SMO- will. and will
cause Study Personnel (o (a) cooperate fully in obtaining patent and other proprietary protection for
any patentable or protectable Inventions all in the name of Sponsor and at Sponsor’s cost and expense:
and (b) exceute and deliver 31l requested applications. assigmments, and other documents and 1ake such
other measures as Sponsor or its designee reasonably requests. in order to perfect and enforce Sponsor's
rights in the nventions. Institution. Investigator and SMO represent and warrant that all Study
Persannct huve an obligation 1o assign and otherwisc cffectively vest in Institution and/or Investigator
and/or SMO any and all rights that such Study Personnel might otherwise have in the results of their
work without any obligation of Sponsor to pay any royalties or other consideration lo such Study
Personnel and as necessary to permit the lastitution. Investigator and SMO te comply with their
obligations under this Section 9.

fDr. laycprokesh Appaiigol /f | 11354-00547
1730-APR 201%4/ | Poge $ 01 18

Clinical Study Agreement | f/Version #1/f7 %\

Entasis Therapeutics | C5251 4-20i?-0004\ r L |
\ CONFIDENTI AL oy
2 7 & /.
Q y i
Q/, .
}\' AN Dr. VA Kothiwale

Registrar

KLE Academy of Higner £4 cation and Research,
(Deemed-wm-l}nfversu‘y w's 3 of the UGC hct.1953 9 5

Belagavi-590 010, Xamataka



10

10.1

10.2

10.3

11

PUBLICATIONS AND PUBLICITY

It is understood that the Study is part of the Multi-Center Clinical Study. Afier (a) publication of the
Multi-Center Clinical Study results; (b) notification by Sponsor that the Multi-Center Clinical Study
submission is no longer planned; or (¢) the eighteen (18) month anniversary®of the completion or early
termination of the Multi-Center Clinical Study, whichever vccurs fivst. Institution and Investigalor may
publish the Study Data in acvordance with the provisions of Section 10.1.1 below:

10.1.1 Tnstitution and Investigator shall provide Sponsor with an advance copy of any proposed
publication or oral presentation at least sixty (60) days prior to the planned date of submission
or presentation (the “Review Period™). During the Review Period Sponsor may request in
writing and Institution and Investigator agree to. (a) the delerion of any Confidential
Information other than Study Data, (b) any rcasonable changes requested by Sponsor, and (c)
a delay of such proposed submission for an additicnal period, not to exceed ninety (90) days
after the Review Period, in order to protect the potential patentability of any Invention
described therein. Sponsor. at its election, shall be entitled to receive in any such publication
an acknowledgement of its sponsorship of the Study. Institution and Investigator shall ensure
that the publications acknowledge Sponsor’s sponsorship of the Study and that Institution and
Investigator were paid by Sponsor for the conduct of the Study.

Except to the extemt required by applicable law, no Party will use the name of another Party in any
form ol advertising, promotion or publicity or in any press rclease, without the prior written consent
of that Party. Institution, Investigator and SMO expressly consent to Sponsor’s listing of information
about the Study on publicly accessible internet sites (for example, ClinicalTrials.gov, patient
recruitment sites, etc.), including the name and contact inforimation for Institution and/or Investigator
and/or SMO.

SMO shall have no rights to publish or present to any third party any intformation related to the Study.

NOTICES

All notices required under this Agreement will be in writing and be decemed to have been given when delivered’
by hand: sent by certified mail: or delivered by internationally recognized bonded courier as follows. provided
that ali urgent matters, such as safety reports. will be promptly conununicated as specified in the Protocol, and
confirmed in wriling:

IF TO SPONSOR:

Entasis Therapeutics

Attention: Emily Stone

35 Galehouse Drive, Suite EQ, Waltham, MA 02451
Clinical Operations Department

With a copy tu: Chief Buginess Officer

{at Sponsor's address nbovc)_\

and

Medpace Clinical Research, LLC
Attention General Counsel

5375 Medpace Way

Cincinnati, Ol 45227

and

Medpace Clinical Research Endia Pvt. Ltd.
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Office No. 817, 8™ floor
Rupa Solitaite

Building No. A-1, Sector-1
iillenium Business Park
Next to DAKC, Mahape
Navi Mumbai 400701

IF TO INSTITUTION:

K.L.E.S Dr. Prabhakar Kore Hospital and Medical Research Centre
NH Service Rd, Nehru Nagar,

Belgaum, Karnataka 590010, India

IF TO INVESTIGATOR:

Dr. Jayaprakash Appajigel

K.L.E.8 Dr. Prabhakar Kore Hospital and Medical Research Centre
NH Service Rd. Nehru Nagar.

Belgaum, Karnataka 390010, India

IF TO SMO:

GDD Experts India Pvt, Ltd,

Ground Floor, Gulmehar Complex,

Oppoesite Hislop College,

Civil Lines, Nagpur-440001, Maharashtra, India

12 SIGNATURES

This Agreement may only be extended or otherwise aniended by written agreement of the Parties. This
Agreement. and any subsequent amendment(s). may be execuled in counterparts and the counterparts,
together, shall constitute a single agreement and shall become binding when any one or more counterparts
hereof, individually or taken together. bears the signature of cach of the Parties hereto.

13 INDEMNIFICATION

13.1  Sponsor Indemnification. Sponsor will indemnify SMO, Institution and [nvestigator against any third
party claims, including reasonable attomey'’s fees for defending those claims {(each, a “Claim™)
resulting from (a) the use of the Study Drug when administered in strict accordance with Lhe Protocol
and Sponsor’s written instructions: (b) the negligence or willful misconduct on the part of Sponsor: or
(¢) Sponsor’s breach of its obligations under this Agreement, except to the extent any such Claim falls
within the Institution’s indemnification under Section 13.2 and SMO’s Indemnification under Section

-~

13.3 below. ~

13.2  lnstitution Indemnificalion. Tnstitution will indemnify Sponsor and its affiliates against any Claim
resulting [rom (a) Institution’s, Investigator's or Study Persannel’s negligence or willful misconduct:
or (b) Institution’s or Investigator’s breach of this Agreement or applicable [aw.

133 SMO Indemnification. SMO will indemnify Sponsor and its affiliates against any Claim resulting from
{a)y SMO's or its Study Personnel’s negligence ar willful misconduct; or (b} SMO’s breach of this
Agreement or applicable law.
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13.4  Indemnification Procedure. Each Party shall promptly notify the other Party in writing of any Claim
or potential Claim for which such Pany may seek indemnification, but in no event more than fifteen
(15) days after the Party seeking indemnification has knowledge of the Claint or potential Claim.
Failure to provide timely notice shall not negate the obligation of the other Party to indemnify except
to the extent that the delay in notification resulted in additional damages or Claims to the Party seeking
indemnification.

13,5 Sponsor Disclaimer. Institution, [nvestigator and SMO acknowledge that Sponsor will not be liable for
and is nota party (o warranties made by Institution. Investigator. SMO or any Study Personnel relating
to the Study Drug other than any such warranties expressly provided in this Agreement.

13.6  Study Subject [njury. Without limiling Sponsor’s rights under Section 13.2 and 13.4, Sponsor will
reimburse a Study Subject in accordance with the terms of the Study Subject’s signed Consent
Documents and subject to such terms being in contormity with the applicable law, for reasonable and
necessary out-of-pockel medical expenses incurred by such Study Subject for the diagnosis and
treatiment of injuries that are determined jointly by Investigator and Sponsor to be the direct result of
(a) use of the Study Drug in accordance with the Protocal; ar (b) a procedure that the Study Subject
would not have undergone but for such Study Subject’s participation in the Study: provided, that such
injuries are not attributable to (i) Instituzion’s. Investigator's, SMQ's and any Study Personnel's
negligence, willful misconduct or failure 10 adhere to the Protocal: or {ii) a pre-existing medical
condition of the Study Subject or his/her underlying disease.

13.7  Sponsor Insurance, Sponsor has obtained, or will obtain prior to the start of the Study. the clinical wial
insurance required by applicable law and will provide Institution or [nvestigator with evidence of such
-insurance upon written request by Institution or [nvestigaror,

138 Institution Insurance. Institution will maintain medical malpractice insurance, professional liability
{financial / E&O) insurance, general liability insurance and otber appropriate insurance sufficient to
cover Institution’s, Investigator’s and the Study Personnel’s obligations under this Agreement.
[nstitwion will provide evidence of such insurance upon written request by Sponsor or its designee.

13.#  SMO Insurance. SMO will maintain medical malpractice insurance. professional liability (financial #
E&Q) insurance. general liability insurance and oiher appropriate insurance sufficient to cover SMQ's
and its Study Personnel’s obligations under this Agreement. SMQ will provide evidence of such
insurance upon written request by Sponsor or its designee.

13.10  Limit of Liability of CRO. CRO expressly disclaims any and all liability whatsoever in connection
with the Study Drug or the Protocol except to the extent that such liability arises from CRO's neghigent
act, omission or willful misconduet.

14 DEBARMENT

Institution, Investigator and SMO each represent that neither it/she/he, nor any Study Personnel (a) is or has
been debarred by any Regulatory Authority or is restricted by applicable law from conducting clinical research:
or (b) will use in any capacity the services ol any person debarred by any Regulatory Authority or restricted
from conducting clinical research under applicable law in connection with the conduct of the Study. During
the Study and for a period of two (2)years [ollowing completion of early termination of the Study, Institution
or lavestigator or SMO shall {uunediately notify Sponsor in writing upon becoming aware of any such
debarment, threal of debarment. or conviction ar other matter that could result in any such debarment.

15 ANTI-BRIBERY/ANTI-CORRUPTION

In carrying out its responsibilitics under this Agreemenl. no Party nor it nor any of its respeclive representatives
will pay. offer or promise 1o pay. or authorize the payment of, any money, or give or promise 10 give, or
authorize the giving of, any services or anything else of value, either directly or through a third party. to any
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official or employee of any governmental authority or instrumentality, or of a publi¢ international organization,
or of any agency or subdivision thereof corruptly for the purpuse of improperly (i) influencing any act or
decision of that person in his official capacity, including a decision to fail to perform his functions with such
governmental agency or instrumentality or such public international organization or such political party, (ii)
inducing such person to use his/her influence with such governmental agency or instrumentality or such public
international organization or such political party to affect or influence any act or decision thereof or (iii)
securing any improper advantage. )

16 ASSIGNMENT AND DELEGATION

This Agreement shall be binding upon and for the benefit of the Parties hercto. and their successors and
permitted assigns. This Agreement, and all rights, duties and obligations hereunder, may not be assigned or
delegated by Institution or Investigator or SMO without the prior express written consent of Spansor. Any
attempt made by Institution or Investigator or SMO to assign or defegate this Agreement in violation of this
scciion shall be of no force or effect. [f Sponsor provides its consent for Institution or Investigator or SMO 1o
subcontract any of their obligations under this Agreement, Institution and/or Investigator and/ or SMO will (a)
execuie 4 written agreément with the permitted third party subcontractor which, at a minimum. provides for
terms and conditions {(including, but not limited 1o, ownership of Study Data and Inveniions. obligations of
confidentiality of information, etc.) that are consistent with the intent and terms of this Agreement; and (b)
remain liable for the performance of such third party subcontractor. No assignment, delegation or transfer will
relicve any Party of the performance of any accrued obligation that such Party may then have under (his
Agreement. Institution, Tnvestigator and SMO acknowledge that Sponsor shall have the right 1o assign or
delegate this Agreement or any portion thereof without the consent of Institution andior Investigator and/ or
SMO.

17 INDEPENDENT CONTRACTOR

The relationship of the Parties is that of independent contractors. and no employment or agency relationship
shall be construed to exist between the Parties. Sponsor shall not be responsible for any employee benefits,
pensions, workers” compensarion. withholding or employment-related taxes relating to Institution,
Investigator. SMO or any Study Personnel. No Party is authorized or empowered to act as agent {or another
Party for any purpose and will not. on behalf of another Party. enter into any contract, warranty or
representation as 1o any matier.

18 FINANCIAL CHANGES

INo firancial adjustments shall be made because of medifications to the Protocol unless the Parties hereto
amend this Agreement accordingly,

1% MISCELLANEOQUS

191 General. This Agreement represents the entire undersianding of the Parties and supersedes all prior
negotiations, understandings ‘or agreements (oral or written) ainong the Parties concerning the subject
matter hereof, [n the event of any inconsistency between this Agreement and the Protocol, the terms
of the Protocol will control as to technical research and scientific matters and the terms of this
Agreement shall govern for all other matters. Il a provision ol this Agreement is or becomes (i) illegal
under any applicable law or regulation, (ii) invalid or (iii) otherwise unenforceable, such tllegality,
invalidity or unentorceability shall not affect the validity or enforceability of any other term or
provision of this Agreement. Failure to insist upon compliance with any of the terms and conditions of
this Agreement shall not constitute a general waiver or relinquishment of a Party’s rights to the future
enforcement of any such terms oz conclitions, but the same shall remain at all times in ful] force and
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etfect. except with respect to an express written waiver relating io a particular matter for a particular
period of time signed by an authorized representative of the waiving Party, as applicable. -

19.2  Certain Disclosures: Transparency. Institution, Investigator and SMO acknowledge that Sponsor and
its afftliates are required to abide by United States federal and state disclosure laws and certain
wansparency policies governing their activities, including providing reports to the government and 1o
the public concerning financial or other relationships =with healthcare providers. Institution,
Investigator and SMO agree that Sponsor and its afTiliates may, in their sole discretion, disclose
information about the Agreement and about the Study. including relating to any transfers of value
pursuant to this Agreement. Institution, [nvestigator and SMO agree to supply information reasonably
requested by Sponsor for disclosure purposes.

19.3  Governing Law. This Agreement shall be governed by and construed in accordance with the laws of India,

19.4  Dispute Resolution. The Parties will use their best efforts to settle all matters in dispute amicably. All
disputes and differences of any kind related to this Agrecment, which cannot be solved amicably by
the Parties, shall be referred 1o arbitration as described in this Section 19.4. All disputes arising out of
or in connection with (his Agreement shall be finally settled under the Rules of Arbitration of the
(nternational Chamber of Commerce by one arbitrator appointed in accordance with such rules:
provided, however. that during the period of arbitration on any dispute, the Parties shall continue 1o
fulfil their obligations as set forth in this Agreement. The arbitration shall take place in Mumbai, India
and shall be conducted in the English language. The award of the arbitrator shall be final and binding
on all Parties. The Parties bind themselves to carry out the awards of the arbitrator.

19.5  Headings: Interpreiation. This Agreement contains headings only for convenience and the headings do
* ot constitute or form a part of this Agreement, and should not be used in the construction of this
Agreement. The words “include,” “includes” and “includin g” when used in this Agreement are deemed

to be followed by the plirase “but not limited to.”

e
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IN WITNESS WHEREOF, this Agreement is executed as of the Effective Dare by [nvestigator and by a duly
authorized represenrative of each of Sponsor and Institution. ’

Sponsor by CRO Tustitution Investigator
pursuant to the (K.L..E.S Dr. Prabhakar Kore Hospital
[Letter of Authorization| and Medical Rescarch Centre)

dated [S-Feb-2019]

N ot
)_,./>/ ) _/ _ Wi&,oshelq
By (signature) By-{signature) By (sigithiture)

Dr. Preeti Kabra _ Or. M. V. JALL d_ ) . Dr. Javaprakash Appajigol .
MD. FRCP {London} .
Name (print or type) MedNﬂhﬂiFq@f‘?flé‘(ﬁ‘w;b%j; i Name (print or type)
Chief Consuliant - Liassverr - o
; KLES Dr. Prabhakar Kore ospila o -
Country Mauager. [ndia Medica Research Centre,. . Principal Investigator
Title Beldgiie. Title
SMO

{GDD Ex eri\‘!{ldia Pvt. Ltd}

y (Sianature) & date

Dr. Vinod Gvanchandani
Name (print or type)

Country Manager
Title
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Chnical Study Agieamant - Schedulg A | Version #2

SCHEDULE A

A1 STUDY BUDGET .

Sponsor, cither direcily or through its designee, shall make payment to the payee specified in the Payee Information Table
("Payee") under this Agreement from funds escrowed by Sponsor for services provided according to the payment
schedule below. The budeet contained in Schedule A is inclusive of all applicable taxes. overhead. and patient stipend or
wavel reimbursement, as applicable, The amounts listed below are inclusive of 18% GST. Payments are based on
¢lectronic case report forms (“eCRFs™). laboratory daty, VRS data or other specific data source., All amounts shown
herdin are calculated in [NR.

a1 Fee for Each Evaluable Subject (inclusive of 18% GST) INR 601,370.48

An “evaluable subject” is one who has been enrolled (randomized to treatment) and i wham all the applicable terms and
conditions of the Protocol and this Agreement have been satisfied. Randomization eccurs at Visit 2,

A2 Total Subject Budget (Estimated) (inclusive of 18% GST) INR 1,202,740.96
The total subject budget is based on 2 subjects expected 1o be randomized at site.

A2  SETUP FEE &VISIT PAYMENTS

a2.1 Setupfee

2.1.1.  Administrafive Fee (inclusive of 18% GST} INR 41,300
Payment will be made within forty-live (45) days of:

+ Sponsor declaring Institution to be ready for Study Initiation (ie., regulatory package complete and approved
10 recelve Study Drug):

[RB/EC approval; and

- Sponsor's or its designee’s receipt of the fully cxecuted Agreement.

a2.2 Ongoing Payments

Paymenss for Study subjeet visits, as set forth in Table below, will be paid on a quarterly basis for the actual number of
Study subjects for whom eCRFs have been completed fess ten pereent (10%n) of each quarterly payment, which will be
withheld until and paid with the final payment. Quarterly payments will be nrade within forty-tive (43) days after the end
of cach quarter. The quarterly schedule may be oftsct fram the calendar quarter.

-
-
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Table | - Feas tor Completed Clirnear Visns tor fcndomized Sutyecs
B f

nsstitule

VISIT Visit Payments Overheads (25%) GST Amount [18%%) - TOTA!. FEE

visit 1 /-48 hour lo DI INR 29.73:;.00 INR 7,434.00 INR 6.690.60 7 INR 45.860.60
Visit 2 / Day 1+ INR 39.051,20 INR 9,742.80 INR 8,786.52 {NR 57,600.52
Visit 3/ Doy 2 INR 35,851.20 INRE B.942.8D INR 8,066.52 INR 52,880.52
Visit 4/ Day 3 INR 34,639.20 INR 9.15%.80 ) INR 8.243.82 INR 54.042.82
Visit 5/ Day 4 INR 37,201.60 IR 9,300.40 INR 8,370,346 INR 54.872.34
Visit & f Day 3 INR 41,319.20 INR 10,329.80 INR 9,294.82 INR 60.945.82
Visit 7 / Day 6 IR 3‘5.851.20 INR 8.962.80 INR B,066.52 INR 52,880.52
visit 8/ Day 7 INR 38,148.80 INR 2.542,20 INR 8.587.98 INR 56,298.98
Visit ¢/ Day 8 INR 35,851.20 INR 8,942.80 INR 8.044.52 INR 52,880.52
Visit 14 / EOT INR 40,383:20 INR 10.095.80 INR ?.084.27 INR 59,565.22
Visit 17 fEOT+7 INR 18.82B.00 INR 4.707.00 INR 4,234.30 INR 27.771.30
Visit 18 / EOT + 14 INR 18.828.00 INR 4.707.00 INR 4,236.30 INR 27,771.30

TOTAL PER PATIENT
1OTQE UMD Er OF BPONSATS

INR 407.708.80

INR 101,927.20

‘INR 91,724.48

IR 401,370.48

[rAinimUurm) 2 2 2 2

TOTAL FOR ALL FATEENTS INR 815,417.40 INR 203,854.40 ) INR 183.,458.94 INR 1,202,740.96
Dcoys 9-14 [per day) INR 35.851.20 INR 8.942.80 INR 8.044.52 INR 52.880.52
LFU (Day 28, on-siie) INR 18,828.00 INR 4,707.C0 INR 4.2-36.30 INR 27.77|3_0
LFY [Day 28, telephane} INR 6.020.00 INR 1,505.00 INR 1,354.50 IMR 8,879.50
Eardy Terminotion INR 19,683.20 IMR 4,920.80 INR 4,428,72 INR 29,032.72

Increcias costs ler singte PR ' I ofso inchedes tha subject ravel reimbusament of 1002 INR ner visit and s 10 03 reimournted 1o subjects on actuals
"Applicable visit leesincluae Sie's cost of @il v consumatias,

A2.3  Screen Failures

Toble 2 Screan Fowres
VISIT OF FAILURE SITE AMOURNT 25% QVERHEAD  18% GST AMOUNT  TOTAL COST
Rapid Test Screening Foilure* - Negative resull INR 7.224.80 INR 1,806.20 INR 1,625.58 INR 10.656.58
Screening Visil - falura alter Screening visit completed  INR 24,507.20 INR 6,124.80 INR 5.504.12 INR 34,148,12

Payment for sereen failures will be made based an the corresponding visit(s} ¢CRF completed with the next scheduled
payment owed to the Payec,

* R'lpid screening of respirarory samples utilizing the BioFire FilnArray® Pneumonia Panel should be conducted for
patients with a definite or probable diagnosis of HABP/VABP that also meet thc protocol inclusion and exclusion criteria
based an the clinical inlormation available at that e,

A2.4  Finai Payment

Final payment tor all services performed under this Agreement will be paid to Payee by Sponsor either directly or through
its designee after:

+  Final resolution of all querizs:
«  Upon linal acceptance of all eCRFs;
* The recuipt and approval of any outstanding regulatory documents as required by Sponsor:

* The return of all unused Study Drug, Study supplies (including any equipment provided by Sponsor) and
Confidential information 10 Sponsor: and

* Upon completion of all other applicable conditions set forth in the Agrecment.
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A2.5 Unscheduled Visit (inclusive of 187 GST) : INR 12,678

Payable with finai payment. Unscheduled Visit must be cntered inte EDC prior to database lock and visit must eccur
alier randomization. Unscheduled Visit will not be payable if it occurs on the same date as another visit,

L

a4 Archiving Fee (inclusive of 18% GST) INR 76,700

One-time fee. payable with final payment for a peried of 25 years,

A3 INVOICEABLE [TEMS
Payment will be made within lorty-five (45) days of receipt of invoice and supporting documentation if applicable and

requested.

A3.1 Addifional Procedures (inclusive of 18% GST)

Payment will be made for procedures listed below if required by the protocol and not considered as standard of care.

rapto 3 - tntlized Prococurss

FEES COSsT )
X-roy INR 708

MRl 3can INR 6,470

CT3can INR 9,440

Intense PK INR 4,309 per Doy 1 & Day 4

ICY Hospilalization Fee INR 5,900 per Day

Non-ICi Hospilalization Fee INR 4,130 per Day

a3.2 Addifional Study-necessitated Fees

Payee will be reimbursed al actual cost for any other unforeseen but reasonable procedures or costs necessitaied by the
Study or Protoco! (and any amendments thereto) and pre-approved by Sponsor or its designee.

A3.3  Nominal equipment

Institution mmay be pros ided during the course ol the Study small ttems of cquipment necessitated by the Study or Protocol
and pre-approved by Sponsor or its designee.

A4 SPONSOR RIGHTS

Sponsor reserves the right 10 suspend payments due 1o Payee. if Principal Investigator and/or Lnstitution do nat complete
dala entry. query resolutions, and glectionic signatures on «CRFs and/or provide regulatory documents to Sponsor or i3
designee within timeiines defined by the project team. Payments will resume once the missing or incomplete information
is resolved.
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A5 SPONSOR INVOICING

All payment inquiri¢s and invoices submitted shall include the Protocol number and Principal Investigator name and be
sent to the following Sponsor's designee:

Email: siteinvoices@inedpace.com Medpace Clinieal Research, LLC

Phone: 513-579-9911

At Clinical Operations Site Payments
5375 Medpace Way
Cincinnati. Ohie 45227

All invoices must be submitted to Sponsor's designee within ninety (90) days of occurrence or up to thirty (30) days
atter receipt of the final payment.

As  PAYEE INFORMATION

All payments made by Sponsor. either divectly or through its designee, as set forth herein shall be payable solely to Payee
at the address set forth below. Any such payments which are due to any other party performing services in connection
with the Study shall be a matter solely between Payee and such party.

Takle 4 - For sives receiving payms:n gy torgion wirg tronsfer

PAYEE INFORMATION
Beneilciary Nome

Payee Mailing Address

Contgct Nome

Email Address

Bank

Account N

BIC Code/$wilt Code
IFSC CTode (india)
G3TiDd#="

PAN Na,

GLD experts (Indio] Pvi Lid.

GDD £xperts India Pvi. Lid

Ground Floor, Guimahar Compiex,
Opposite Hislop Collage, Civil Linas,
Nagpur-44000i, Maharashira, Indio

Dr. Vinod Gyonchandani
vgyanchondani @gddexperts com
AXIS BANK LTD

710020034142231

AXISINBBC4S

UTIBOOQOCU48

27AADCG0IS3QIIA
AADCGO343Q

“Recuesred for Meapace ACcounhing freciing purposes oniy
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SCHEDULE B
EQUIPMENT USE, HANDLING, OWNERSHIP & DISPOSITION
Sponsor or its designee may provide Institution with certain equipment Lo be used solely in connection with
performance of the Study. including bur not limited to the items listed in Table 1 below (the “Equipment™).

Institution, [nvestigater and SMO will additionally comply with the terms set forth in this Schedule B in
connection with all Equipment entrusted to them.

Table 1:

[tem: Quantity: Estimated Value
(INR):

Infusion pump 3 366.247 (188.749/
piece)

Computer 1 139918

Printer l 34,979

BioFire Film Array Device Software [ 1,539,090

BioFire pouches (kit of 6 pouches) Up to 5 kit | 409,255 (81,851 / kit}

BioFire Film Array Device Software . 1 175.000

A-1: Facilities; Use; Restrictions,

Adequate Facilities and Access. Institution, Investigator and SMO will ensure that: (i) all Equipment is
diligently kept in a safe and secure location compliant with the Requirements (defined below) and industry
standard practices; and (ii) Sponsor and Sponsor’s designees have sufficient access (o such location(s) as
reasonably necessary for installing, auditing, providing training for, maintaining, reviewing and/or repairing all
Equipment. Institution, Investigator and SMO will inspect all Equipment at the time of delivery and at
reasonable intervais troughout the Study and will immediately. upon becoming aware, notify Sponsor or its
designee of any shortage or error in delivery, loss of, damage to. defeets in, expiration of, malfunctioning of or
other similar issues related to the Equipment (cach a “Defect”™). Institution, Investigator and SMO will not use
any Equipment containing any Defect unless Sponsor or Sponsor’s designee consents to such use in writing, in
advance. Further, Institution. Investigator and SMO will not aitempt to repair or otherwise correct any Defect
without Sponsor’s or its designee’s prior written consent and, in any event, will comply with Sponsor’s and its
designees’ written instructions regarding repairing or otherwise addressing any Defect. including without
limitation. reasonably assisting Sponsor and Sponsor’s designees with exercising any warranty claim.

A-2: Use and Handling of Equiﬁnm{:h Publicity.

Unless Sponsor or its designes provides prior, wrilten consent. Institution. {nvestigator and SMO wll not:

o use Equipment for any puipose other than performance of the Study:

» permit any third-party access to or usc of the Equipment or non-public information pertaining to
Equipinent, exeept, for authorized Study Personnet as reasonably necessary to perform the Study:

« use or handle the Equipment in a manner that is inconsistent with the Requirements. For purposes off
this Schedule B, "Requirements™ means collectively (i) applicable law; (ii) the Protocol; (1if) written

ayaprakest Appajigs! H | +#356-005:/
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instructions by or behalf of the Equipment manufacturer. Sponsor or their respective designees,
including without limitarion. ail applicable user's manuals, instructions for use. product labels, package
inserts. and similar: and (iv) applicable license terms and restrictions:

* will not modify, copy. reverse engineer, disassemble or otherwise alter the Equipment in any way.

* will not install any components or sofiware, '

Upon Sponsor or its designee’s request, Institution. Investigator and SMO will. and will ensuie relevant Study
Personnel will complete any waining offered by or on behalf of Sponsor regarding use or handling of
Equipment. Institution, [nvestigator and SMO agree that each will not name or otherwise refer to Equipment or
any Equipment manufacturer in any advertising, promotional material or public announcement without first
obtaining the Equipment Manufacturer’s consent. Further, upon Sponsor's request, Institution and/or
Investigator and/or SMO will remove any references to Equipment and/or the Equipment manufacrurer in any
publication of the Study results made pursuant to this Agreement.

A-3: Ownership; Responsibility,

Unless expressly agreed otherwise by Sponsor in writing. Equipment remains at all times the property of
Sponsor or a third party. Equipment must. ai Spensor’s direction and expense. be retumed to Sponsor or its
designee within five (5) days of (i) Sponsor or its designee’s request; or (ii) expiration or the earliar termination
of this Agreement. [nstitution and/or Investigator and/or SMO agree to refurn the Equipment in substantially
the same condition as when received by Institution and/or Investigator and/or SMO. Institution and SMO are
responsible to cover (a) any loss or destruction to Equipment while in Institution’s, Investigator's and SMO's
carc, which exceeds ordinary wear and tear and/or lacks a reasonable causal relationship to proper performance
ol the Study: and (b) any damages'resulting {rom Institution’s, Investigator's, SMO’s or Study Personnel’s (1)
negligence: or (2) use or handling of Equipment in breach of this Agreement. Sponsor has no liahility for
damages of any sort, including but not limited to personal injury or property damage. resulting from the use of
Equipment by Institution and/or Investigator and/or SMO andfor Study Personnel.
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