CLINICAL TRIAL AGREEMENT FOR
PROTOCOL GS-US-296-1080

This Clinical Trial Agreement (“Agreement™) is
entered into as of 18 April 2016 (the “Effective
Date”) by and among

Fakultni nemocnice Brno (Faculty Hospital
Brno), located at Jihlavskd 20, Post Code 62500,
Brno, Czech Republic, Company ID number (IC):
65269705, Tax ID number: CZ65269705, ,
represented
director.

by MUDr. Roman Kraus, MBA,
Jc: : ‘ :

ban

the

. (hereinafter
“Institution™)

AND

“Investigator”)

AND

Gilead Sciences, Inc., a Delaware corporation with
headquarters located at 333 Lakeside Drive, Foster
City, California, 94404, U.S.A. (together with its
affiliates and subsidiaries, “Gilead™), in connection
with a clinical trial conducted pursuant to Protocol
GS-US-296-1080, “A Phase 3 Randomized,
Double-Blind, Placebo-Controlled Study fto
Evaluate the Efficacy and Safety of GS-5745
Combined with mFOLFOX6 as First Line
Treatment in Patients with Advanced Gastric or
Gastroesophageal Junction Adenocarcinoma”
(together with any amendments thereto, which are
incorporated herein by reference, the “Protocol”)
(the “Trial”), at Institution’s location Fakultni
nemocnice Brno (Faculty Hospital Brno), Jihlavské
20, Brno, Post Code 625 00, Czech Republic
(“Trial Site”). The Trial will be conducted under
the immediate supervision of the Investigator. The
Trial will be conducted using Gilead’s trial drug(s),
GS-5745 (individually or in combination with
mFOLFOX6, the “Compound”). Gilead has
contracted with ICON Clinical Research, L.P. (an
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GILEAD

SMLOUVA O KLINICKE STUDII PRO
PROTOKOL GS-US-296-1080

Tato Smiouva o klinické studii (“Smlouva™) je
sjedndna od 18 04 2016 (“Datum iiéinnosti”) mezi

Fakultni nemocnice Brno, se sidlem Jihlavska 20,
PSC 625 00, Brno, Ceska republika, IC: 65269705,
DIC CZ65269705, jejimz jménem jednd MUDr.
Roman Kraus,

MBA, feditel, ndzev bky:

(dale jen “Institu ce”

zkousejicim v rdmci studie (,,Zkou3ejici™)

A

Gilead Sciences, Inc., obchodni spoletnosti
zaloZenou ve stit® Delaware, se sidlem v 333
Lakeside Drive, Foster City, Kalifornie, 94404,
U.S.A. (spole¢né s jejimi pobotkami a dcefinymi
spolenostmi ve Spojenych statech, “Gilead™), v
souvislosti s klinickou studii provadénou v souladu
s Protokolem GS-US-296-1080,
wRandomizovand, dvojité zaslepend, placebem
kontrolovand studie fize 3 hodnotici tcinnost a
bezpelnost pFipravku GS-5745 v kombinaci s
pFipravkem mFOLFOXG6 jako [éCby prvni volby
u pacientii s pokrocilym  adenckarcinomem
faludku nebo gastroesofagedinlhio  spojeni“
(spoletng s jakymikoliv dodatky k tomuto, které
jsou zde zmin&ny, “Protokol”) (“Studie™), v
lokalit® Instituce Fakultni nemocnice Brno,
Jihlavska 20, Brno, PSC 625 00, Ceska republika
(“Instituce”) (“Zkousejici centrum”), Studie bude
provadéna pod p¥imym dohledem Zkou3ejiciho.
Studie bude provedena pomoci testovacich €kl
spoletnosti Gilead 5745  (samostatné nebo v
kombinaci. s mFOLFOXG6," Slouéenina”). Gilead
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affiliate of ICON Clinical Research Limited,
collectively, “ICON” or the “CRO”) located at
South County Business Park, Leopardstown,
Dublin 18, Ireland is serving as Gilead's contract
research organization for the Trial. Hereafter,
Gilead, Investigator and Institution are sometimes
referred to individually as “Party” or collectively
as the “Parties.” The Parties agree as follows:

1. OBLIGATIONS FOR THE CONDUCT
OF THE TRIAL

1.1 Compensation. CRO will pay
the Institution’s payee as set forth in the Budget
and Payment Schedule attached hereto as
Exhibit A and incorporated herein by reference.

) The Parties agree that the
compensation paid under this Agreement
constitutes the fair market value of the performance
of Trial-related activities to be provided hereunder
and is unrelated to the volume or value of any
referrals or other business otherwise generated
between the Parties

(ii) No amounts paid under
this Agreement are intended to be for, nor shall
they be construed as, an offer or payment made in
exchange for any explicit or implicit agreement to
purchase, prescribe, recommend, or provide a
favorable status for, any Gilead product or service.

(iii)  Investigator will not seek
or accept from Trial subjects or third-party payors,
including any government entity or insurance
company, compensation for any Trial related
material or service provided or paid for by Gilead.

@iv) If Gilead requires
Investigator and Trial Personnel (as defined below)
to attend an investigator meeting for the Trial,
Gilead will arrange and pay for the expenses
directly for travel, accommodation, and meals in
connection with such attendance. Such covered
expenses may be publicly reportable. No
compensation will be paid in connection with
attending the investigator meeting,
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uzaviel smlouvu se spoleénosti ICON Clinical
Research, L.P. (pobo&ka ICON Clinical Research
Limited, spoleéng, "ICON" nebo '"CRO"), se
sidlem  South  County  Business  Park,
Leopardstown, Dublin 18, Ireland jedna jako
smluvni vyzkumnd organizace spole¢nosti Gilead
ve spojeni se Studii. Spoletnost Gilead, Zkousejici
a Instituce jsou dale nékdy jednotlivé nazyviny
“Smluvni strana” nebo spoleéné jako “Smluvni

strany.” Smluvni strany se dohodly na

nésledujicim:

L ZAVAZKY PRO  PROVADENi
STUDIE

1.1 Platba CRO wvyplati piijemce
Instituce, jak je stanoveno v Rozpoltu a
Rozvrhu plateb, které tvofi Prilohu A této
Smlouvy a odkazuje se na né. !

() Smluvni strany souhlasi,
Ze platba provedend na zakladé této Smlouvy
pfedstavuje  redlnou trZni hodnotu  plnéni
souvisejiciho se Studii, které bude zajiiténo podle
této Smlouvy, a Ze nesouvisi s objemem nebo
hodnotou jakychkoliv doporudeni nebo jinych

obchodnich  vztaht  jinak  vzniklych mezi
Smluvnimi stranami.
(i) Z4dné &astky vyplacené na

zakladé této Smlouvy nejsou zamysleny jako
nabidka nebo platba uskutetnénd vyménou za
jakoukoliv explicitni nebo implicitni dohodu o
zakoupeni, pfedepisovéni, doporudovani (i
zajistén{ pfiznivych podminek) jakéhokoli vyrobku
nebo sluZby spoletnosti Gilead a ani jako takové
nebudou chépény.

(iii)  Zkousejici nebude
vyzadovat ani piijimat od subjektd Studie nebo od
jinych plateh, véetnd vladnich subjektl nebo
pojistoven, platbu za materidly nebo sluZby
souvisejici se Studif, které dodala nebo zaplatila
spolednost Gilead.

(iv)  Pokud spoleénost Gilead
pozaduje, aby se ZkouSejici a Persondl Studie
(definovany niZe) zh&astnil setkdni zkouSejicich
pro Studii, spoleénost Gilead zafidi a uhradi pfimé
ndklady na cestovani, ubytovdni a stravu
v souvislosti s udasti. Takto proplacené vydaje
mohou byt vefejné vykazatelné. Nebude vyplacena
Z4dnd odména v souvislosti s 0&asti na setkani
zkousejicich.
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Institution acknowledges and agrees that Gilead
will execute a separate contract with the
Investigator, [ & - .
Investigator), -
Investigator), |
Sub-Investigator), &

(Sub-Investi
(Study Nurse), y
(collectively “Institution Employees”) for the
performance of Trial-related activities beyond the
framework of the activities for which the Institution
is responsible under this Agreement. The separate
contract will stipulate, for instance, the
compensation to the Investigator and Institution
Employees, at fair market value, for performance
of Trial-related activities in connection with the
Trial.

1.2 Trial Conduct. Institution will
conduct the Trial at the Trial Site in strict
compliance with (i) the Protocol; (ii) the
obligations of Institution under this Agreement;
(iif) all applicable laws, rules, regulations and
guidance, including, without limitation, the
applicable directives of the European Union,
including those related to the conduct of human
clinical trials and the protection of personal data
(95/46/EEC) and all applicable anti-corruption,
anti-kickback, and fraud and abuse statutes; (iv)
good clinical practice requirements as may be
published by the International Conference on
Harmonisation Harmonised Tripartite
Guidelines for Good Clinical Practice (“ICH-
GCP”), including, without limitation, GCP
(ICH-E6), clinical safety data management
(ICH-E2A) and general considerations for
clinical trials (ICH-ES8); (v) generally accepted
treatment standards of the medical profession,
and (vi) all other applicable laws and regulations
of the country in which the Trial is conducted.
Institution shall be solely responsible for any
liabilities resulting from any failure by
Institution to perform in accordance with the
foregoing requirements. Neither Institution nor
Investigator will deviate from the Protocol
without the advance written consent of Gilead,
unless in the good medical judgment of
Investigator; a deviation is necessary to protect
the safety of the Trial subjects due to emergent
or urgent medical conditions, in which case
Investigator or Institution shall notify Gilead
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Instituce bere na védomi a souhlasi, Ze Gilead
uzavie samostatnou smlouvu se Zkousejicim,

. (,,Spolu -zkouSejici®),
' 1-zkousejici®),

zkousejici®), N L. . »

(,,Spolu-zkousejlcl“) al | :
(,,Studijni sestrou®), a _(,,Studum
sestrou’), (spoleén& ,Zamé&stnanci Instituce”) na
ginnosti tykajici se této Studie nad rémec Einnosti,
za které odpovidd Instituce podle této Smlouvy.
Samostatnd smlouva mj. stanovi odménu
Zkou3ejiciho a Zaméstnancl Instituce, v redlni
trzni hodnoté, za provedeni téchto &innosti
tykajicich se Studie ve spojeni se Studii.

1.2 Provadéni studie. Instituce bude
provadét Studii ve Zkoudejicim centru studie v
prisném souladu s (i) Protokolem; (ii) se
zavazky Instituce dle této Smlouvy; (iii)
ustanovenimi  v8ech  pfisluSnych  zakonf,
pravidly, nafizenimi a smérnicemi, véetng, bez
omezeni, platnych smémic Evropské Unie,
véetnd téch, které se vztahuji na provadéni
huménnich klinickych studii a ochrang osobnich
Gdaji  (95/46/EHS) a veskerych platnych
protikorupénich zdkoni a zékond na ochranu
proti uplatkéfstvi, podvodim a zneuZivani; (iv)
pozadavky spravné klinické praxe, které mohou
byt publikovdny Mezindrodni konferenci pro
harmonizaci, harmonizovanymi tripartitnimi
smémicemi pro spravnou klinickou praxi
(“ICH-GCP”), véetn& bez omezeni GCP (ICH-
E6), smérnici o bezpeénosti prace s klinickymi
daty (ICH-E2A) a vSeobecnym zhodnocenim
klinickych studii (ICH-E8); (v) vSeobecng
pfijimanymi lé8ebnymi standardy v Iékafské
profesi; a (vi) vedkerymi daldimi platnymi
zékony a predpisy zemé&, v niZ bude Studie
provadéna. Vyluéné Instituce bude odpovédnd
za velkeré zdvazky vyplyvajici z jakéhokoli
neplnéni povinnosti Instituce v souladu s vyse
uvedenymi poZadavky.  Ani Instituce ani
Zkousejici se neodchyli od Protokolu bez
predchoziho pisemného souhlasu spolegnosti
Gilead, krom&  piipadl, kdy podle
odlivodnéného Iékaiského nazoru Zkousejictho
je takové odchylenf nutné pro ochranu
bezpednosti subjektd Studie v piipadé nahlych

18 April 2016



GSI-FORM-CR_CTA EU _3Party 01 Mar 2013
GS-US-296-1080 CZE

orally of such deviation and justification for it
within twenty-four (24) hours after its
occurrence and provide a written report to
Gilead within five (5) business days after the
occurrence of such deviation.

1.3 Compliance _of _Investigator.
Institution and Investigator represents that
Investigator is an employee of Institution and
has executed the signature page of the Protocol
and this Agreement, and warrants that the
Investigator will comply with all terms of the
Protocol and this Agreement.

1.4 Debarment, _Restriction, or
Inability of Investigator. Institution and
Investigator will immediately notify Gilead in
writing if during the course of the Trial,
Investigator: (i) is debarred, disqualified or
receives notification of any investigation by
histher professional governing body, any
regulatory authority or other government
authority; (ii) receives notification of any
restriction on his/her clinical privileges at
Institution; (iii) is sanctioned by any regulatory
authorities or other governmental authorities;
(iv) terminates or has been terminated from
his/her employment or other contractual
relationship with the Institution; or (v) otherwise
becomes unfit, unable or unwilling to fulfill
his/her obligations under this Agreement. In the
event of any of the foregoing, Institution will
ensure that the original Investigator will
continue to comply with the terms of this
Agreement. If requested by Gilead, Institution
and Investigator will cooperate to find a suitable
replacement investigator or transition the Trial
to another Institution in a timely manner so as
not to interrupt the Trial.

1.5 EC Approvals and Informed
Consent Form. Prior to the commencement of
the Trial at the Trial Site, Institution and
Investigator will obtain approval for the Trial,
including approval of the Protocol, informed
consent form and, if applicable, pediatric assent
form (collectively, “ICF”) and any amendments
to any of the foregoing, from the applicable
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nebo naléhavych situacich. V téchto pfipadech
Zkoudejici nebo Instituce uv8domi spolecnost
Gilead Ustné o takové odchylce a ajeji
odiivodnéni do dvaceti &tyf (24) hodin po jejim
vzniku a do péti (5) pracovnich dnd po vyskytu
takového odchyleni podd spolegnosti Gilead
pisemnou zpravu.

1.3 DodrZeni podminek ze strany
Zkousejicitho  Instituce a Zkousejici timto
prohlasuje, Ze ZkouSejici je jejim zaméstnancem
a e podepsal podpisovou stranu Protokolu i této
Smlouvy, a déale zaruduje, Ze Zkouejici bude
dodrzovat veSkeré podminky Protokolu a této
Smlouvy.

1.4 Zastaveni  &innosti, omezen{
nebo neschopnost ZkouSejiciho  Instituce’ a
ZkouSejici bezodkladngé pisemné uv&domi

spole€nost Gilead, pokud v prib&hu Studie: (i)
bude Zkoulejicimu zastavena <innost, ztrati
svou kvalifikaci nebo obdrZzi ozndmeni o
jakémkoli  vySetfovdni ze strany jeho
profesiondlni vedouci organizace, jakéhokoli
reguladniho orgénu nebo jiné vladni organizace;
(ii) ZkouSejici obdrZi ozndmeni o jakémkoli
omezeni svych klinickych privilegif v Instituci;
(iii) ZkouSejici je sankcionovan jakymkoli
regulaénim organem nebo jinou vlddni
organizaci; (iv) ukonéi nebo je mu ukonden
pracovni pomér nebo jiny smluvni vztah s
Instituci; nebo (v) jakkoli jinak se stane
nevhodnym, neschopnym mnebo neochotnym
plnit své zavazky dané touto Smlouvou. V
piipadé kterékoli vySe popsané situace Instituce
zajisti, aby ZkouSejici naddle dodrZoval
podminky této Smlouvy. Na pozadani
spole¢nosti Gilead budou Instituce a Zkougejici
spolupracovat pfi hledani vhodného néhradniho
zkousejictho nebo pfevodu Studie do jiné
instituce v brzkém terminu tak, aby se Studie
neprerusila.

1.5 Schvéleni Etické komise (EK) a
Formuldf _informovaného _souhlasu Pred

" zahdjenim Studie ve ZkouSejicim centru obdrZi

Instituce a Zkousejici od prisluiné etické komise
(“EX”) schvaleni Studie, v&etn& schvéleni
Protokolu, formulafe informovaného souhlasu, a
v relevantnich pfipadech téZz formuléfe
pediatrického souhlasu (souhmng, “ICF”) a
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Ethics Committee (“EC”) in accordance with
applicable laws, rules and regulations.
Institution and Investigator will obtain from
each individual (or such individual’'s legal
representative) who is to be screened for
participation in the Trial, a properly executed
ICF, as approved by Gilead and the EC before
such individual is allowed to be screened for
participation in the Trial.  Institution or
Investigator will ensure that the ICF complies in
form and content with applicable laws,
regulations and guidance including ICH-GCP
and laws governing data protection and privacy,
as well as all relevant terms of the Protocol.
Institution or Investigator will promptly supply
Gilead or CRO with appropriate evidence of EC
approval, a copy of the EC-approved ICF, and
any amendments to the ICF later approved by
the EC prior to its use by Institution. Any
proposed deviations by Institution from Gilead’s
model ICF language must be approved by
Gilead in advance of any use with subjects in
the Trial. Breach of this Section 1.5 will
constitute a material breach of this Agreement.

1.6 Authorization. Institution and
Investigator shall ensure that the ICF obtained
for each individual who is to participate in the
Trial includes the express written authorization
of such individual (or such individual’s legal
representative) for the collection, use, storage
and onward transfer of personal data outside the
European Union (the “Authorization™ to
document such individual’s authorization for the
disclosure of personal data by Institution to
Gilead or CRO, applicable regulatory authorities
and the employees, agents, and independent
contractors of Gilead and its affiliates, pursuant
to the European Union’s Directive on Data
Protection (95/46/EEC), the implementing laws
and regulations of the Czech Republic and other
regulations, laws and guidelines applicable to
the protection of personal data (collectively,
“Privacy Laws™). Each Party will cooperate in
the amendment of the Authorization or other
documents as may be necessary, from time to
time, to comply with Privacy Laws to the extent
such laws apply to such Party, and to ensure that
the Trial Results (as defined below) may be
used by Gilead for the purposes contemplated
under this Agreement. Gilead will be entitled to
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jakychkoli dodatkli ke kterémukoli z vySe
uvedenych dokumentt v souladu s pfislusnymi
zékony, pravidly a dal$imi pfedpisy zemé, ve
které se Studie provadi. Instituce a Zkou$ejici
obdrZi od kazdého jedince (nebo od zédkonného
zastupce tohoto jedince), ktery bude hodnocen
pro U&ast ve Studii, spravné vyplnény ICF, jak
bylo schvéleno spoleénosti Gilead a EK, dfive,
nez bude tomuto jedinci umoZnéno podstoupit
hodnoceni pro Géast ve Studii. Instituce nebo
Zkouejici zajisti, Ze ICF bude vyhovovat
formou i obsahem piisluSnym zdkontm,
nafizenim a smérnicim, véetné ICH-GCP, a
zakontt o ochran& osobnich tdaji, stejné jako
pFislu§nym podminkdm Protokolu. Instituce a
ZkouSejici okamzité dodaji spolednosti Gilead
nebo CRO piisluiné doklady o schvéleni EK,
kopii ICF schvéileného Etickou komisi a
jakékoli dodatky ICF pozdé&ji schvélené EK pred
pouzitim Instituci. Jakékoli Instituci navrZzené
odchylky ve wvzorovém jazyku ICF od
spoleénosti Gilead mus{ byt spolednosti Gilead
schvaleny pfed jejich pouZitim u subjektl ve
Studii.  Porufeni tohoto ¢&lanku 1.5 bude
pfedstavovat podstatné poruseni této Smlouvy.

1.6 Opravnén{ Instituce a
Zkousejici zajisti, Ze ICF obdrZeny od kazdého
jedince, ktery se bude Uéastnit Studie, obsahuje
vyslovny pisemny souhlas tohoto jedince (nebo
jeho zdkonného zéstupce) se shromaZd'ovénim,
vyuZivanim, ukl4ddnim a daldim prevodem jeho
osobnich 1idajd mimo Evropskou. Unii
(“Opravnéni™), coZ bude dokumentovat souhlas
takovéhoto jedince s tim, aby Instituce poskytla
jeho osobni ddaje pfislusnym vedoucim slozkdm
spole¢nosti Gilead nebo CRO, piislusnym
kontrolnim Gfadim a zamé&stnancim, zéstupcim
a nezavislym dodavatelim spolednosti Gilead a
jejim pobotkam v souladu se smérmici Evropské
Unie ¢ ochrané osobnich udajd (95/46/EHS),
pHsludnymi zékony a nafizenimi Ceské
republiky a dal§imi predpisy, =zdkony a
smé&micemi, které se tykaji ochrany osobnich
Gdaji  (souhrnng“Zakony na  ochranu
soukromi™). Vsechny Smluvni strany budou
spolupracovat na dopln&ni Opréavnéni nebo
jinych dokumentdl, které mohou byt nékdy
potfebné, tak, aby vyhovovaly Zikonim na
ochranu soukromi v rozsahu, ve kterém tyto
zdkony pro danou Smluvni stranu plati, a aby
zajistily, Ze vysledky Studie (definované niZe)
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review and revise as appropriate such
Authorization or other document or any
modification thereof prior to use by Institution,
subject to subsequent approval by the EC, as
applicable.

1.7 FDA Form 1572: Financial
Disclosures, Prior to the commencement of the
Trial at Institution, Investigator will complete,
sign and deliver to Gilead or CRO the United
States Food and Drug Administration
(“FDA”) Form 1572 as described in 21 CFR
§312.53. In addition, prior to the
commencement of the Trial at Institution, the
Institution and Investigator shall ensure that the
Investigator and each individual listed on the
FDA Form 1572 provides to Gilead or CRO a
signed financial disclosure form disclosing
either the existence or absence of any and all
financial interests and arrangements identified in
21 CFR § 54.4(a) so that Gilead and its affiliates
are able to submit complete and accurate
certifications or disclosure statements as
required by 21 CFR § 54.4(a). In addition,
during the term of this Agreement and for one
(1) year afer the completion or termination of
the Trial, Institution and Investigator shall
ensure that all individuals listed on the FDA
Form 1572 promptly notify Gilead of any
changes or updates to the information contained
in the signed financial disclosure forms
submitted by such individuals.

1.8 Safety Reporting, Institution
and Investigator will report all serious adverse
events, Special Situation Reports (defined
below), and other safety concerns as specified in
the Protocol and in accordance with applicable
laws, rules and regulations, including, but not
limited to ICH-E2A and the European Union
Directive 2001/20/EC. For the avoidance of
doubt, each of the Investigator and the
Institution will provide all reasonable assistance
to Gilead to allow Gilead to comply with all
applicable requirements. “Special Situation
Reports” means: a) pregnancy reports; b)
reports of medication error, abuse, misuse, or
overdose; c) lack of effect reports, d) reports of
adverse reactions in infants following exposure
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mohou byt pouZity spole€nosti Gilead pro Glely
ptedpoklddané touto Smlouvou.  Spole€nost
Gilead bude opravnéna prezkoumat a pfiméiené
revidovat Oprévnéni nebo jiné dokumenty nebo
jakékoli jejich zmény dfive pied jejich pouZitim
ze strany Instituce, a to pod podminkou
nasledného souhlasu pfisluiné EK.

1.7 FDA formulaf 1572, Finanéni
informace Zkoudejici pfed zahdjenim Studie v
Instituci kompletnd vyplni, podepi¥e a pfeda
spoleénosti Gilead nebo CRO formuldf FDA
(United States Food and Drug
Administration) &. 1572, jak je popsdn v 21
CFR §312.53. Déle pfed zahdjenim Studie v
Instituci zajisti Zkou$ejici a Instituce, Ze
Zkousejici a kazd4 jednotlivd osoba zapsand na
formuldti FDA 1572 poskytnou spolednosti
Gilead nebo CRO podepsany formuldf
finanénich informaci, kde pfiznaji nebo popfou
existenci veskerého finandnitho z4jmu a
zaleZitosti popsanych v 21 CFR § 54.4(a) tak,
aby spolecnost Gilead a jeji pobolky byly
schopny poskytnout kompletni a pfesné ujisténi
nebo prohld3eni o poskytnuti informaci, které je
vyZadovdno 21 CFR § 54.4(a). Déle béhem
doby trvani této Smlouvy a po dobu jednoho (1)
roku po dokondeni nebo ukonleni Studie
Instituce nebo ZkouSejici zajisti, Ze v3ichni
jedinci uvedeni na formuldfi FDA 1572 ihned
uvédomi spoleénost Gilead o jakychkoli
zmenéch nebo opravéch informac{ obsaZenych v
podepsaném formuléfi finandnich informaci
piedloZeném témito jedinei.

1.8 Bezpeénostn{ hld%eni. Instituce
a ZkouSejici budou hldsit vSechny zavainé
nezddouci pithody, HldSeni zvlaStnich situaci
(definované  niZe), a/mebo  nebo  jiné
bezpednostni problémy, které jsou ureny v
Protokolu a v souladu s piislugnymi zékony,
pravidly a vyhlaskami, které, krom& jinych,
obsahujf ICH-E2A a Smérnici Evropské Unie

2001/20/ES.  Pro vylouceni pochybnosti se
timto sjednavd, Ze Zkoulejici i Instituce
‘poskytnou pfimé&fenou pomoc spolednosti

Gilead, aby umoZnili vyhovét viem ptisluinym
poZadavkim. ,HldSeni zvld&tnich situaci®
znamenaji: a) hlaSeni t8hotenstvi; b) hlaSeni
chybného podéni, zneuZiti a nespravného uziti
lékd nebo preddvkovani Iéky; ¢) hlaSeni

18 April 2016



2.

from breastfeeding; e) reports of adverse
reactions associated with product complaints;
and f) reports arising from occupational
exposure.

1.9 Trial Personnel Personal Data.
Personal data relating to the Institution,
Investigator, and Trial Personnel will be
processed and held on one or more databases.
Such data may be used for the purposes of: (i) the
conduct of the Trial; (ii) wverification by
governmental or regulatory agencies, Gilead,
CRO, their agents and affiliates; (iii) compliance
with legal and regulatory requirements; (iv)
publication on www.clinicaltrials.gov and
websites and databases that serve a comparable
purpose; and (v) storage in databases to
facilitate the selection of investigators for future
clinical trials. Personal data may be disclosed or
transferred to Gilead’s affiliates, subsidiaries,
representatives, and contractors working on behalf
of Gilead, and to regulatory authorities across the
world. The Institution will ensure that all
necessary consents are in place to allow for the
uses described in this Section.

TRIAL DRUG; MATERIALS
TRANSFER;RECORDS RETENTION;
INSPECTION

2.1 Trial Drug,
@) Institution and Investigator

acknowledge that the Compound is owned or
controlled by Gilead and that neither the terms of
this Agreement nor the Protocol, nor any activities
conducted by Institution or Investigator for the
Trial, shall be construed to grant to either
Institution or Investigator any rights in or to the
Compound.

(i) Except as otherwise agreed

by the Parties, Gilead will provide the Compound
and any control/placebo materials administered to
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nedostatedné Géinnosti; d) hlaSeni neZzédoucich
Ginkd u kojenc po expozici pfi kojeni; €)
hld8en! neZadoucich uéinkt spojovanych se
stiznostmi na p¥ipravek a f) hlageni souvisejici
s pracovni expozici.

1.9 Osobni _ ddaje  Zamé&stnanct
zapojenych do vykonu klinického hodnoceni.
Osobni udaje spojené se Zdravotnickym
zafizenim,  Zkou¥ejicim a  Zaméstnanci
zapojenymi do vykonu klinického hodnoceni
budou zpracovany a uchovavéany v jedné &i vice
databazich. Takové ddaje mohou byt pouZity
pro Ucely: (i) provedeni Klinického hodnoceni;
(ii) ovefeni vlddnimi nebo kontrolnimi dfady,
spolednosti  Gilead, smluvni vyzkumnou
organizaci, jejich jednateli a pridruZenymi
osobami; (iii) dodrZovani zdkonnych a prévnich
poZadavkl; (iv) zvefejnéni na internetovych
strankach na adrese www.clinicaltrials.gov a na
internetovych strankach a v databdzich, které
slouzi podobnym uleltm; a (v) uchovdvéni
v databazich k umozZnéni vybdru zkousejicich
pro budouci klinickd hodnoceni. Osobni ddaje
mohou byt zpfistupnény nebo poskytnuty
pfidruzenym nebo dcefinym spoleCnostem,
zastupctim a smluvnim partnerim spolegnosti
Gilead pracujicim jménem spolegnosti Gilead a
kontrolnim  Ufaddm po  celém  svété.
Zdravotnické  zafizeni zajisti, aby byly
podepsény  veskeré  dokumenty  souhlasu
s pouZitim tSchto udaji pro ulely popsané
v tomto Clanku,

2. ZKOUSENE  LECIVO, = PREVOZ
MATERIALU, UKLADANI UDAJU,
KONTROLA

2.1 ZkouSené léCivo.

@) Instituce a Zkousejici jsou
si védomi, Ze Slougenina je vlastnéna nebo fizena
spoletnosti Gilead a Ze Zddnd podminka této
Smlouvy ani Protokolu, ani Zadnd <Cinnost
provddéni Instituci nebo ZkouSejicim v rdmci
Studie nebude vykladéna jako udgleni jakéhokoli
préva ke Slougening Instituci nebo Zkousejicimu.

(i) Pokud se Smluvni strany

nedohodnou jinak, spolenost Gilead poskytne
Sloudeninu a jakékoli kontrolni &i placebo latky
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Trial subjects as part of the Trial (collectively, the
“Trial Drug”) free of charge to Institution for
administering or dispensing solely by or under the
supervision of Investigator or sub-investigators to
Trial subjects at the Trial Site in strict compliance
with the Protocol.

(ili)  Institution and Investigator
shall use the Trial Drug solely to conduct the Trial
in strict compliance with the Protocol and for no
other purpose, and shall not transfer the Trial Drug
to any third parties. Institution and Investigator
shall handle, store, ship and dispose of the Trial
Drug as directed by Gilead or its designee and in
compliance with all applicable laws, rules, and
regulations.

(iv)  Institution and Investigator
will ensure that empty and partially used Trial Drug
containers and any Trial Drug remaining at the
Trial close-out visit at the Trial Site or upon early
termination of this Agreement are disposed of or
returned to Gilead in accordance with the Protocol
at Gilead’s expense.

) Neither Gilead’s support
of the Trial, nor Institution’s or Investigator’s
participation in the Trial, impose any obligation,
express or implied, for Institution or Investigator to
purchase, prescribe, provide favorable formulary
status for, or otherwise support Gilead’s products.

(vi)  Unless required by the
Protocol, neither Institution nor Investigator will
modify the Trial Drug or its container. If the
Institution’s policy requires any modification to the
Trial Drug container, such modification must be
approved in advance in writing by Gilead.

2.2 Specimens and Other Materials.
Diagnostic tests, bodily fluids, tissue biopsies,
data or other materials collected for the Trial
will be used by Institution and Investigator
solely for purposes of the Trial and only as
specified in the Protocol and this Agreement.

2.3 Records __Maintenance _ and
Retention. Investigator and Institution will
maintain adequate and accurate records relating
to the disposition of the Trial Drug and the
performance of all required Protocol procedures
on Trial subjects, including but not limited to,

GSI-FORM-CR_CTAE
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podéavané subjektim ve Studii jako soudast Studie
(souhrnnég “Zkousené 1é¢ivo™) bezplatng Instituci k
podévani nebo naklddani s ni pouze podle ureni
nebo pod dohledem ZkouZejictho nebo spolu-
zkousejicich, a to subjektiim Studie ve Zkousejicim
centru, v pHisném souladu s Protokolem.

(iii)  Instituce a  ZkouSejici
budou pouzivat Zkougené 1é&ivo pouze k provadéni
Studie v piisné shodg s Protokolem a ne k Zddnému
jinému t&elu, a nepfedaji Zkousené lédivo Zadné
theti  strang. Instituce a ZkouSejici budou
manipulovat, uklédat, transportovat nebo likvidovat
Zkoudené légivo tak, jak je urleno spole€nosti
Gilead nebo jeho zastupci, a to v souladu s
pfislu§nymi zékony, pravidly a vyhlaskami.

(iv) Instituce a  Zkousejici
zajisti, Ze prdzdné a Q&asteCnd pouZité baleni
Zkougengho lé¢iva a jakékoli zbyvajici mnoZstvi
ZkouSeného lé¢iva pii zavEreéné névidveé'na
Zkougejicim centru nebo pfi pfedéasném ukonceni
této Smlouvy bude znehodnoceno nebo vriceno
spolegnosti Gilead v souladu s Protokolem na dkor
spoleénosti Gilead.”

1\ Podpora spoleénosti
Gilead Studii ani G&ast Instituce nebo Zkousejiciho
ve Studii nezakladaji Zadny vyslovny & implicitni
zédvazek Instituce nebo ZkouSejictho k nakupu,
predepisovani, poskytovani zvyhodngného reZimu
preskripce nebo k jakékoli jiné podpofe produktd
spoleénosti Gilead.

(vi) Pokud to nevyZaduje
Protokol, Instituce ani ZkouSejici nebudou
modifikovat ZkouSené lé¢ivo nebo jeho baleni.
Pokud politika Instituce vyZaduje jakékoli
modifikace baleni ZkouSeného lé&iva, musi tyto
zmény byt pfedem pisemnou formou schvéleny
spolednosti Gilead.

2.2 Vzorky a jiné materidly
Diagnostické testy, t8lesné tekutiny, tkéafiové
biopsie, tidaje nebo jiné materidly shromazdéné
pro Studii budou pouzity Instituci a Zkousejicim
pouze pro potfeby Studie a pouze tak, jak je
ureno Protokolem a touto Smlouvou.

2.3 Vedeni zdznam@ _a _ jejich
uchovavani ZkouSejici a Instituce povedou

dostatedné a pfesné zdznamy vztahujici se k
podavani Zkouleného lé¢iva a vykondvéni
viech vyZadovanych postupit podle Protokolu
na subjektech Studie, zejména pisemné zdrojové
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written source documents, medical records,
charts pertaining to individual Trial subjects,
“Case Report Forms” (“CRFs”), accounting
records, notes, reports, and data. Institution and
Investigator will retain these documents for the
longer of: (i) at least 5 years after completion or
earlier termination of the Trial at all
participating institutions; (ii) 2 years after the
last approval of a marketing application for the
Compound in the United States, European
Union and Japan; (iii) 2 years following
notification from Gilead that it has formally
discontinued clinical development of the
Compound; or (iv) such other minimum
retention period requirements as required by
applicable law. Institution or Investigator will
notify Gilead in writing prior to destruction of
any Trial-related records and, if requested by
Gilead, shall transfer such records to Gilead at
Gilead’s expense.

2.4 Inspection and Assistance with
Regulatory Matters.

) At reasonable times and
upon reasonable notice, Gilead and its respective
appointed representatives shall have the right to
inspect, audit, and monitor the Trial Site,
Institution’s facilities, and all records described in
Section 2.3. Each of the Institution, Trial Site and
Investigator will cooperate with Gilead and its
appointed representatives with respect to such
inspections, audits and monitoring visits. Gilead
shall give Institution reasonable notice of any such

audit (contact person: [N SEEERE,
)

(i) Institution and Investigator
will notify Gilead immediately upon receiving
notice of, and will cooperate with Gilead on any
impending inspection or other action related to the
Trial by the FDA or other governmental or
regulatory authority. Institution and Investigator
will promptly provide Gilead with a copy of any
documentation relating to the Trial received from
or sent to the FDA or any other regulatory

authority.

(i) At Gilead’s request and
expense, Institution and/or Investigator, as
appropriate, will assist Gilead in the preparation

GSI-FORM-CR_CTA EU_3Party 01 Mar 2013
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dokumenty, zdravotni zdznamy, grafy vztahujici
se k jednotlivym subjektim Studie, “Formuléfe
o pripadu” (“CRF”), kontrolni zdznamy,
poznédmky, hldgeni a data. Instituce a Zkou3ejici
budou mit tyto dokumenty uloZeny po
nésledujici dobu: (i) nejméng po dobu péti let po
dokon&eni nebo predasném ukonéen{ Studie na
viech ugastnicich se institucich; (ii) dva roky po
poslednim schvéleni Zadosti o registraci
Sloudeniny ve Spojenych statech, Evropské unii
a Japonsku; (iif) dva roky po oznameni
poskytnutém spolenosti Gilead, ve kterém bude
uvedeno, Ze oficidlng ukontila klinicky vyvoj
Slougeniny; nebo (iv) po jiné minimdlni thité
pro uchovéavani, jak je vyZadovdno platnymi
zékony. Instituce nebo ZkouSejici uv&domi
spoletnost Gilead pisemnou formou pfed
znidenim jakychkoli zaznam vztahujicich se ke
Studii a na poZzidani spolegnosti Gilead
pievezou tyto zaznamy do spolecnosti Gilead na
naklady spole¢nosti Gilead.

2.4 Kontrola a  souinnost v
zaleZitostech regulace.
@) V piiméfenych ¢asovych

intervalech a po pfim&feném upozoméni pfedem
mé spoletnost Gilead a jeho urgeni zastupci pravo
prohliZet, kontrolovat a monitorovat Zkousejici
centrum, zafizeni Instituce a viechny zdznamy
popsané v &lanku 2.3. Instituce, Zkousejici centrum
Studie i Zkousejici budou poskytovat soucinnost
spole¢nosti Gilead a jeho urfenym zastupcliim v
souvislosti s takovymi kontrolami, audity a
monitorovacimi navitdvami. Spolegnost Gilead je
povinna Instituci planovaném auditu s dostatecnym
predstihem informovat (kontakini osoba: [ "’

(i) Instituce a  Zkou3ejici
uvédomi okamZit& spole¢nost Gilead, jakmile
obdr#. oznameni o jakékoli kontrole nebo jiném
tkonu ve vztahu ke Studii ze strany FDA nebo
jiného vlddniho &i regulagniho orgénu, a poskytnou
spoletnosti Gilead v této souvislosti potfebnou
soudinnost. Instituce a Zkousejici ihned poskytnou
spolednosti Gilead kopie veSkeré dokumentace
vztahujici se ke Studii ziskané od FDA nebo jiného
regulagniho orgénu nebo jim zaslané.

(i) Na Zadost a naklady
spoleénosti  Gilead budou Instituce a/nebo
Zkousejici poméhat spolednosti Gilead pfi pifpravé
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and submission of investigational new drug
applications, new drug applications, and any other
pre-market applications relating to the Trial as may
be required by the FDA or other regulatory
authorities, and will attend meetings with such
regulatory authorities regarding such applications.

3.

REPRESENTATIONS AND
WARRANTIES

3.1 Each of Institution and
Investigator represents and warrants that
it/he/she has the legal authority to enter into this
Agreement and that the terms of this Agreement
are not in conflict with any other agreements to
which it’he/she is legally bound. Neither
Institution nor Investigator will enter into any
agreement or engage in any activities that would
materially impair its or his/her ability to
complete the Trial in accordance with this
Agreement and the Protocol.

32 Each of Institution and
Investigator represents and warrants that the
Investigator is fully qualified as a medical
practitioner under applicable laws and
regulations and is fit to perform his/her
obligations under this Agreement. Each of
Institution and Investigator represents and
warrants that it/he/she will not, in the course of
performing the Trial, use in any capacity the
services of any person or entity who has been
debarred, disqualified as an investigator, or
restricted by any national or international
governmental or regulatory authority. Each of
Institution and Investigator represents and
warrants that it/he/she and none of the
individuals or entities providing services for the
Trial on behalf of Institution and Investigator
(collectively, the “Trial Personnel”), are or
have ever been debarred, disqualified, restricted,
or banned from conducting clinical trials or, to
the best of its knowledge after reasonable
inquiry, are under investigation by any
governmental authority for any such type of
activity. Institution and Investigator (as
applicable) will notify Gilead immediately if
any Trial Personnel becomes disqualified,
debarred or restricted, or if Institution discovers
that any Trial Personnel is under investigation
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a zasilani novych zku3ebnich légebnych piipravkd,
novych 1é&ebnych pripravkid a vSech jinych pre-
marketingovych aplikaci vztahujicich se ke Studii,
které mohou byt vyzadoviny FDA nebo jinym
reguladnim orgdnem, a budou pfitomni na
schiizkdch s t&mito regulatnimi orgdny ohledné
téchto aplikaci.

3. PROHLASENI A ZARUKY

3.1 Instituce a ZkouSejici timto
prohladuje a zaruuje, Ze mé zékonné pravo
uzaviit tuto Smlouvu a Ze smluvni podminky
této Smlouvy nejsou v konfliktu s Zadnou jinou
smlouvou, jiZ je zdkonné& vazéna. Instituce ani
ZkouSejici neuzavie Zadnou jinou smlouvu nebo
se nezavaze k jinym &innostem, které by
podstatnym zplsobem brénily jeji schopnosti
dokongit Studii v souladu se Smlouvou a
Protokolem.

32 Instituce a ZkouSejici timto
prohlasuje a zaruduje, Ze ZkouSejici je plné
kvalifikovany jako lékaf podle platnych zdkon
a provadécich pravnich pfedpisi a Ze je schopen
plnit své zavazky dle této Smlouvy. Instituce a
Zkousejici timto prohlaluje a zaruduje, Ze v
pribéhu provadéni Studie nebude vyuZivat v
jakékoli formé siuzeb jiné osoby nebo subjektu,
jimZ byla =zastavena d&innost, jiZ nemaji
pottebnou kvalifikaci jako zkouZejici nebo jimZ
bylo natizeno omezeni ze strany jakéhokoli
narodniho nebo mezindrodniho vlédniho nebo
regulaéniho organu. Instituce a Zkousejici timto
prohladuje a zaruluje, Ze Zadné z osob nebo
subjektd poskytujicich sluzby v rdmci Studie
jménem ZkouSejiciho a Instituce (souhrnné
“Personal Studie”) nebyla zastavena ¢&innost,
‘zru¥ena kvalifikace, nafizeno omezeni nebo
zakdzdno providéni klinickych studii ani tyto
osoby & subjekty podle nejlepdiho védomi
Instituce a ZkouSejictho po pfimé&feném
dotazovdni nejsou vySetfovany jakymikoli
viddnimi Gfady v souvislosti s jakymkoli
takovym druhem &innosti. Zkoudejici a
Instituce (dle situace) uv&domi ihned spoleénost
Gilead, pokud komukoli z persondlu Studie
bude odebrina kvalifikace, zastavena &innost
nebo nafizeno omezeni, nebo pokud Instituce
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by any governmental authority for any such type
of activity.

33 Anti-Corruption. Institution
and Investigator represent and warrant that
neither the Institution nor the Investigator, nor
any of their affiliates, nor any of their respective
directors, officers, employees or agents (all of
the foregoing, including affiliates collectively,
“Institution Representatives”) has taken any
action that would result in a violation by such
persons of the Foreign Corrupt Practices Act of
1977, as amended (such act, including the rules
and regulations thereunder, the “FCPA”), the
Convention on Combating Bribery of Foreign
Public Officials in International Business
Transactions adopted by the WNegotiating
Conference of the Organization for Economic
Co-operation and Development on 21
November 1997 (such convention, including the
rules and regulations thereunder, the “OECD
Convention™), the U.K. Bribery Act of 2010
(“Bribery Act”), or any other applicable anti-
bribery or anti-corruption laws, rules or
regulations (collectively with the FCPA, the
OECD Convention and the Bribery Act, the
“Anti-Corruption Laws”). Institution and
Investigator represent and warrant that the
Institution, Investigator, and Institution
Representatives have conducted and “will
conduct their businesses in compliance with the
Anti-Corruption ~ Laws.  Institution  and
Investigator represent and warrant that
Institution and Investigator has and will have
necessary procedures in place to prevent bribery
and  corrupt conduct by Institution
Representatives.  Institution and Investigator
also agree that Gilead shall have the right, from
time to time, upon written notice to Institution
and Investigator, to conduct an audit of
Institution’s and Investigator’s policies, books,
records and accounts to verify compliance with
the provisions of this Agreement.  Institution
and Investigator agree to cooperate fully with
such audit at reasonable times and upon
reasonable notice to the Institution and
Investigator. Without limiting any other
remedies at law or at equity, Gilead may, at
Gilead’s sole discretion, terminate this

Jéetnich knih,
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zjisti, 7e kdokoli z Persondlu Studie je
vySetovan jakymkoli vladnim ufadem v
souvislosti s jakymkoli takovym druhem
&innosti.

3.3 Protikorupéni zékon.
Zdravotnické zafizeni a ZkouSejici prohladujf a
zaruduji, e ani Zdravotnické zafizeni, ani
Zkousejici, ani Z&dnd zjejich pfidruZenych
spolednosti nebo jejich jednotlivi Feditelé,
{ifednici, zam&stnanci & jednatelé (vSichni vySe
jmenovani, v&etnd pfidruzenych osob, spoletné
oznatovéni jako ,Zdstupci Zdravotnického
zaFizeni®), neudinili Z4dné kroky, které by mély
za nasledek porudeni zdkona proti zahrani¢nim
korup&nim praktikim zroku 1977, v platném
znéni (takovy zakon, véetné& jeho pravidel a
piedpist, je oznatovan jako ,,FCPA®), Umluvy

o boji spodplacenim vefejnych Ciniteld
v mezinarodnich  obchodnich  transakeich
pfijatou na  jedndni  Organizace  pro

ekonomickou spolupréei a rozvoj 21. listopadu
1997 (takova umluva, v&etnd jejich pravidel a
predpist, je oznafovand jako »Umluva
OECD*), britského protikorupénfho zdkona z
roku 2010 (,protikorup&ni zdkon*) ani
74dného jiného platného  zdkona  proti
podpléaceni nebo korupci, pravidel nebo
predpist (spoletng se zdkonem FCPA, Umluvou
OECD a protikorup&nim zikonem oznacovany
jako ,protikorupéni zdkony®). Zdravotnické
zatizeni a ZkouSejici prohlasuji a zaruduji, Ze
Zdravotnické zatizeni, Zkousejici a Zéstupci
Zdravotnického zafizeni provadsli a budou
provadét svou obchodni &innost v souladu
s protikorupénimi zakony. Zdravotnické zafizent
a Zkoulejici prohlasuji a zaruluji, Ze
Zdravotnické zatizenf a Zkousejici maji a budou
mit oetfeny nezbytné postupy k zabranéni
korupce a nekalého jednani ze strany Zastupch
Zdravotnického zafizeni. Zdravotnické zafizeni
a Zkougejici rovnéZ souhlasi s tim, Ze spole¢nost
Gilead bude mit &as od &asu prévo, na zékladé
pisemného oznédmeni zaslaného Zdravotnickému
zaizeni a Zkousejicimu, provést audit zdsad,
zaznamii a  vykazi
Zdravotnického zafizeni a ZkouSejiciho, za
itelem ové&ieni dodrZovani ustanoveni této
Smlouvy. Zdravotnické zafizeni a Zkoudejici
souhlasi stim, e bghem takového auditu
poskytnou tplnou soudinnost a spolupréci
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Agreement, for any violation of the Anti-
Corruption Laws.

34 Each  of Institution and
Investigator represents and warrants that
Investigator and all other Trial Personnel are, or
prior to the commencement of the Trial, will be
contractually obliged to convey to Institution all
title and interest to Trial Results and Trial
Inventions as defined below. In addition,
Institution and Investigator shall ensure that all
Trial Personnel comply with the provisions of
this Agreement,

4. CONFIDENTIALITY

4.1 Institution and Investigator will
(and will cause Trial Personnel to) keep strictly
confidential and not disclose to third parties all
information provided by or on behalf of Gilead
or CRO or that is generated, discovered, or
obtained by any Party as a result of the Trial
(other than patient medical records), including
the Trial Results, Trial Inventions and
information related thereto (“Confidential
Information”). Institution and Investigator will
use, and will cause Trial Personnel to use,
Confidential Information only for purposes of
the Trial. The obligations of this Section 4 will
survive expiration or termination of this
Agreement. Confidential Information will not
include information that:

(i) is or becomes publicly
available through no fault of Investigator or
[nstitution;

(ii) was known to Investigator
or Institution without obligation of confidentiality
prior to receiving it either directly or indirectly
from Gilead or CRO under this Agreement, as
demonstrated by written records predating the date
it was learned by Investigator or Institution from
Gilead;

(iii) is disclosed to Investigator
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v pfiméfenych Zasovych terminech a na zaklads
pisemného oznameni poskytnutého
Zdravotnickému  zafizeni a Zkou3ejicimu
s dostateénym ptedstihem. Spole¢nost Gilead
méZe, dle svého uvéZeni a bez omezeni
jakychkoli jinych prostredki podle zdkona nebo
prava ekvity, tuto Smiouvu ukonéit, dojde-li
k jakémukoli porugeni protikorupénich zékoni.

34 Instituce a  ZkouSejici timto
prohladuje a zaruduje, Ze Zkougejici a veskery
ostatni Persondl Studie jsou nebo pied
zahdjenim Studie budou smluvng zavazani sdélit
Instituci vekeré zévazky a z&jmy na vysledcich
Studie a objevech Studie, jak jsou definovany
niZe. Instituce a Zkousejici navic musi zajistit,
aby Persondl Studie dodrsoval ustanoveni této
Smlouvy.

4. MLCENLIVOST

4.1 Instituce a Zkoudejici budou
zachovévat pfisnou migenlivost (a totéZ zajisti
ze strany Persondlu Studie) a nesdsli tetim
osobdm Z4dné informace poskytnuté spole¢nosti
Gilead nebo jménem spole¢nosti Gilead nebo
CRO nebo informace, které vznikly, byly
objeveny nebo ziskdny jakoukoli Smluvni
stranou jako vysledek Studie (jiné nez lékatské
zéznamy o pacientovi), véetng vysledkd Studie,
vynélezli Studie a informaci souvisejicich s nimi
(“Diavérné informace”). Instituce a Zkousejici
budou pouzivat Divérné informace pouze pro
potfeby Studie (a totéz zajisti ze strany
Personélu Studie). Zavazky vyplyvajici z tohoto
Clanku 4 zistévaji v platnosti a GCinnosti i po

ukonéeni Smlouvy, Dtvérné informace
nezahrnuji informace, které:
() jsou nebo se stanou

vefejng dostupnymi bez pochybeni Zkousejiciho
nebo Instituce,

(ii) byly zndmy Zkousejicimu
nebo Instituci bez zdvazku divérnosti dfive, nez je
pfimo nebo nepfimo ziskal od spoleénosti Gilead
nebo CRO v ramei této Smiouvy, jak je doloZeno v
pisemnych zéznamech s datem pFedchézejicim
datu, kdy Zkousejici nebo Instituce tyto informace
ziskali od spolegnosti Gilead,

(iii)  jsou sdéleny ZkouSejicimu
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or Institution by a third party without violation of
law or any obligation of confidentiality; or

(iv) can be shown by written
records of Investigator or Institution to have been
independently developed by Investigator or
Institution without reference to or reliance upon
any Confidential Information.

4.2 Notwithstanding any  other
provision of this Agreement, Institution and
Investigator may disclose  Confidential
Information to the extent required:

(i) to comply with an
applicable governmental law, rule, regulation or
order, after prompt notice to Gilead and provided
that Investigator and Institution cooperate with
Gilead’s efforts to limit such disclosure by
appropriate legal means;

(ii) to protect any Trial
subject’s safety or provide appropriate medical care
for any Trial subject, or to prevent a public health
emergency with prompt notice to Gilead;

(ili)  for purposes of insurance
or reimbursement by a third party payor for
medical treatment of a Trial subject related to the
procedures included in the Protocol.

4.3 Section 4 does not limit
Institution’s or Investigator’s rights or
obligations under Sections: 1.5 (EC Approvals
and Informed Consent Form); 2.4 (Inspection
and Assistance with Regulatory Matters); 5

(Publication); 8.1  (Publicity); or 8.3
(Relationship).
4.4 Return of Confidential

Information. Upon either (i) the completion of
the Trial or termination of this Agreement; or
(ii) Gilead’s request for any reason, Institution
and Investigator will (x) immediately cease all
use of all Confidential Information, and (y)
promptly either return to Gilead, or if instructed
by Gilead, destroy all Confidential Information,
including any copies, extracts, summaries, or
derivative works thereof, and certify in writing
to Gilead the completion of such return and/or
destruction; provided, however, that Institution
and Investigator may retain one (1) copy of
Confidential Information in its legal archives
solely for the purpose of monitoring its
surviving obligations under this Agreement.

GSI-FORM-CR_CTA EU_3Party 01 Mar 2013
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nebo Instituci tfeti osobou bez poruSeni zékona
nebo jakéhokoli zavazku migenlivosti, nebo

(iv)  mohou byt doloZeny
pisemnymi zéznamy Zkoudejiciho nebo Instituce,
Je byly nezédvisle vytvofeny ZkouSejicim nebo
Instituci bez jakékoli vazby na Divérné informace.

4.2 Bez ohledu na jakdkoli dal3i
ustanoveni této Smlouvy mohou Instituce nebo

ZkouSejici sdglit Divéné informace ve
vyZadovaném rozsahu:
@) aby vyhovéli pfisluSnému

statnfmu zakonu, pravidlu, nafizeni nebo vyhlasce,
po okamZitém oznémeni spole€nosti Gilead, a za
predpokladu, Ze Zkoudejici a Instituce budou
spolupracovat se spoletnosti Gilead ve snaze
omezit takova sd&leni pfislusnymi zdkonnymi
prostiedky,

(ii) aby chranili bezpetnost
kteréhokoli subjektu ve Studii nebo poskytli
piislusnou zdravotni péci kterémukoli subjektu ve
Studii nebo zabranili ohroZeni vefejného zdravi s
okamZitym ozndmenim spoleénosti Gilead,

(iii) za udelem pojiiténi nebo
nahrad platce teti osoby za medicinskou lécbu
subjektu ve Studii ve vztahu k proceduram
obsazenym v Protokolu.

43  Clének 4 neomezuje prava &i
povinnosti  Instituce nebo  Zkousejiciho
vyplyvajici z ¢&lankd: 1.5 (Schvdleni EK a
Formuld¥ informovaného  souhlasu), 2.4
(Kontrola a soucinnost v zalezitostech regulace),
5 (Zvetejiiovani vysledki), 8.1 (Publicita), nebo

8.3 (Vztahy)
4.4 Vraceni Divémych informaci.
Nasledng po (i) dokondeni Klinického

hodnoceni nebo ukondeni této Smlouvy; nebo
(ii) na Zadost spolecnosti Gilead, z jakéhokoli
diivodu, Instituce a ZkouSejici (x) ihned
piestanou pouZivat vedkeré Divémné informace
a (y) okamzité je bud’ vrati spolegnosti Gilead,
nebo, budou-i o to spole¢nosti Gilead poZadani,
7nidi  vedkeré Davémné informace, vietné
jakychkoli kopif, vynatki, souhrnii nebo z nich
odvozenych d&l, a pisemné potvrdi spole¢nosti
Gilead, e takové informace odevzdali a/nebo
zni¢ili; nicméng za predpokladu, Ze si
Zdravotnické zatizeni a Zkousejici mohou
ponechat jednu (1) kopii Divérnych informaci
ve svych pravnich archivech vyhradng pro Gcely
monitorovani svych pretrvavajicich zdvazkd
vyplyvajicich z této Smlouvy.
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4.5 Injunctive Relief. Institution
and Investigator acknowledge that any actual or
threatened breach of this Section 4 will cause
Gilead immediate and irreparable harm that
cannot be adequately compensated by monetary
damages, and Institution and Investigator
therefore agree that Gilead shall not be required
to demonstrate irreparable harm in order to seek
or obtain injunctive relief for actual or
threatened breach of this Section 4. In addition
to any injunctive relief, Gilead may seek any
other remedies available to it at law or in equity.

PUBLICATION

5.1 Institution and Investigator may
publish or present the results of the Trial
generated by Institution and Investigator (the
“Trial Results”) either: (i) with the advance
written consent of Gilead; or (ii) 2 years after
the completion of the Trial at all participating
Institutions (each, a “Publication™).
Investigator  will submit all  proposed
Publications along with the name of the
intended scientific journal, forum or conference,
to Gilead prior to submission of the Publication
(30 days prior for manuscripts and 15 days for
abstracts and oral presentations). Institution and
Investigator will delete references to Gilead’s
Confidential Information in any paper or
presentation and, at Gilead’s request, delay
such Publication for up to 45 days in order to
permit Gilead to obtain appropriate intellectual
property protection on any Confidential
Information contained in the Publication.

5.2 Other than as permitted in
Section 5.1, the use of Gilead’s name, or the
names of Gilead’s affiliates or employees, in
any publication is governed by Section 8.1.. If
Gilead requests Investigator to present the
multi-site Trial results on behalf of Gilead,
Gilead will either reimburse Investigator or
arrange and pay for the expenses directly for
travel, accommodation, and meals in connection
with such presentation. Such covered expenses

GS-US-296-1080 CZE -
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4.5 Opatieni ochranného
charakteru. Zdravotnické zafizeni a Zkoudejic
berou na védomi, Ze jakékoli skuteéné nebo
hrozici poruseni Clanku 4 zpfisobi spolenosti
Gilead nevyhnutelné a nenapravitelné Skody,
které nelze adekvatng vhradit finanéné, a proto
Zdravotnické zafizeni a ZkouSejici souhlasi
stim, Ze spoletnost Gilead nebude muset
prokdzat nenapravitelnou 38kodu ve snaze
uplatnit opatfeni ochranného charakteru ve
spojeni se skutenym nebo hrozicim poruSenim
Clanku 4. Kromé jakéhokoli  opatieni
ochranného charakteru miiZe spoleénost Gilead
usilovat o jakékoli jind ndpravnd opatfeni podle
zékona nebo préava ekvity.

ZVEREJNOVANI VYSLEDKU

5.1 Instituce a Zkou$ejici mohou
publikovat nebo prezentovat vysledky Studie
vytvofené Instituci a Zkoufejicim (“Vysledky
Studie”) bud: (i) s predchozim pisemnym
souhlasem spoleénosti Gilead nebo (ii) 2 roky
po dokondeni Studie ve vSech UGéastnicich se
institucich  (ddle  jednotlivé  “Zvefejnéni
vysledk®”).  Zkousejici predloZi spoletnosti
Gilead v3echna navrhovana Zvefejnéni vysledkd
spolu s ndzvem piislu¥ného odborného asopisu,
féra nebo konference pied jejich pfedanim ke
zvetejnéni (30 dni pfedem u rukopisi a 15 dndl
predem u vytaht a Gstnich prezentaci). Instituce
a Zkoudejici odstrani odkazy na jakeékoli
Davérné informace spoleénosti Gilead ze vSech
pfednéaSek a prezentaci a na Zddost spolednosti
Gilead odloZi Zvetejnéni vysledkd aZ o 45 dnd,
aby méla spole€nost Gilead moZnost zajistit
odpovidajici  ochranu  svého  duSevniho
vlastnictvi ve vztahu k Duvérnym informacim
obsazenym v takovém Zvefejnéni vysledki.

5.2 Kromé piipadd povolenych dle
8lanku 5.1 vyS§e se pouZiti obchodni firmy
spolednosti Gilead nebo ndzvi &i jmen jejich
pfidruzenych spoleénosti & zaméstnanch v
jakékoli publikaci Fidi ustanovenimi &ldnku 8.1
této Smlouvy. Pokud bude spoleénost Gilead
pozadovat, aby Zkousejici prezentoval vysledky
z multicentrické studie jménem spolednosti
Gilead, spoletnost Gilead bud’ uhradi vydaje
Zkou8ejicimu, nebo piimo zajisti a uhradi
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may be publicly reportable. No compensation
will be paid in connection with presenting the
results.

TRIAL RESULTS AND INVENTIONS

6.1 Gilead owns all data, Trial
Results, Confidential Information, CRFs and all
other information generated as a result of or in
connection with the conduct of the Trial,
excluding Institution’s patient medical records
and Investigator’s personal notes.  Gilead
hereby grants to the Institution a non-exclusive,
non-transferable, non-sublicensable right to use
the Trial Results solely for its own internal, non-
commercial research, patient care, and
educational purposes subject to the terms of
Section 5.1.

6.2 All inventions, ideas, methods,
works of authorship, know-how or discoveries
that are made, conceived, or reduced to practice
by Institution, Investigator or Trial Personnel;
(i) as a result of or in connection with the
conduct of the Trial; (ii) that incorporate or use
Confidential Information; or (iii) that are
directly related to the Compound, and in each
case together with all intellectual property rights
relating thereto (collectively, “Trial
Inventions™), will be the sole and exclusive
property of Gilead or its designee. Institution
and Investigator will promptly disclose all Trial
Inventions to Gilead in writing. Institution and
Investigator each hereby assigns, and will cause
Trial Personnel to assign, all right, title and
interest in all Trial Inventions to Gilead or its
designee. At Gilead’s request and expense,
Institution and Investigator shall take, and shall
cause Trial Personnel to take, all additional
actions as Gilead deems necessary to perfect the
interest of Gilead or its designee in Trial
Inventions or to obtain patents or otherwise
protect the interest of Gilead or its designee in
Trial Inventions.

vydaje za cestovné, ubytovani a stravu v
souvislosti  stakovou  prezentaci.  Takto
proplacené vydaje mohou byt vefejné
vykazatelné. Nebude vyplacena Z4dné odména v
souvislosti s prezentaci vysledkid.

VYSLEDKY STUDIE A VYNALEZY

6.1 Spole¢nost Gilead je vlastnikem
veskerych dat, Vysledkd Studie, Davérnych
informaci, CRF a veSkerych daldich informaci
ziskanych na zdkladé provadéni Studie nebo v
souvislosti s ni, krom& lékafskych zdznami
Instituce o pacientech a osobnich pozniamek
Zkousejiciho. Spoleénost Gilead timto udgluje
Instituci  nevyhradni,  nepfevoditelné a
nesublicencovatelné pravo pouZivat Vysledky
Studie vyhradné pro potieby vlastniho interniho
nekomer&niho vyzkumu, péée o pacienty a pro
vzdélavaci déely v souladu s ustanovenimi
¢lanku 5.1 vyse.

6.2 Veskeré vynélezy, népady,
metody, autorskd dila, know-how, objevy
uéinéné, ziskané nebo uvedené do praxe ze
strany Instituce, Zkou3ejictho nebo Persondlu
Studie: (i) na zdklad& provadéni Studie nebo v
souvislosti s ni; (ii) jeZ obsahuji nebo vyuZivaji
Dévérné informace; nebo (iii) jeZ se pfimo
vztahuji ke Sloucening, a to ve viech uvedenych
pfipadech véetné piisludnych prav k dusevnimu
vlastnictvi (déle souhrmng “Vynilezy Studie”)
jsou vyluénym vlastnictvim spoleénosti Gilead
nebo ji urleného subjektu. Instituce a
Zkou$ejici neprodlené sd&li veSkeré Vyndlezy
Studie spole€nosti Gilead pisemnou formou.
Instituce a Zkousejici timto postupuji veskerd
prdva, opravnéni a ndroky k Vynileziim Studie
na spole€nost Gilead nebo ji uréeny subjekt a
totéZ zajisti ze strany Persondlu Studie. Na
Z4dost spolednosti Gilead a na jeji naklady ugini
Instituce a ZkouSejici velkerd dodateénd
opatieni (a totéZ zajisti ze strany persondlu
Studie), jeZ bude spolednost Gilead povaZovat
za nezbytné k zajiténi prav spole€nosti Gilead
nebo ji uréeného subjektu k Vynilezim Studie
nebo ke ziskédni patentl &i jiné formy ochrany
Vynélezi Studie ze strany spolelnosti Gilead
nebo ji ur€eného subjektu.

7. INSURANCE AND SUBJECT INJURY 7. POJISTENI A PREDMET SKODY

GSI-FORM-CR_CTA EU 3Party 01 Mar 2013
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7.1 Each Party  will maintain in
effect appropriate levels of insurance or self-
insurance for the duration of the Trial in
amounts sufficient to meet its lability
obligations under this Agreement. Institution
and Investigator will maintain adequate levels of
medical malpractice insurance for the term of
the Trial. Institution and Investigator will
provide certificates of insurance to Gilead upon
reasonable request. Institution and Investigator
will notify Gilead in writing within 20 days of
any notice of cancellation or non-renewal of] or
material change in, or claim against, its
insurance coverage that could reasonably affect
Institution’s or Investigator’s obligations under
this Section 7.1. Each Party’s insurance
coverage will comply with applicable laws,
rules, regulations and insurance guidelines.

7.2 Gilead acknowledges, that in
accordance with § 52 Act on Drugs No.
378/2007 Coll., as amended, contract insurance
of liability for damage for the Principal
Investigator and Gilead has been ensured. This
policy also duly covers compensable death of
subjects of assessment or compensation of the
subjects of assessment in case of injury resulting
from and sustained in course of performance of
the Trial. A copy of the Contract of Insurance
in the Czech Republic may be provided to
Hospital upon written request. ’

7.3 If at any time during the Trial,
Institution, Investigator or Gilead reasonably
concludes that any Trial subject should
immediately be withdrawn from participation in
the Trial, the Parties will cooperate to safely
withdraw such Trial subject.

GENERAL

8.1 Publicity. Gilead will not use
the name of Institution or Investigator or their
employees or any of their trademarks, and
Institution and Investigator will not use the
name of Gilead or any of its employees or any
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SUBJEKTU STUDIE
7.1 Kazd4 ze Smluvnich stran bude
po dobu provadéni Studie udrZzovat odpovidajici
pojisténi ve vysi dostadujici k pokryti jejich
zdvazk( vyplyvajicich z této Smlouvy. Instituce
a Zkoudejici bude po dobu trvdni Studie
udrfovat pojidténi proti chyb& pii vykonu
1ékatské péée v odpovidajici vy§i. Instituce a
Zkousejici a predlozi spoleénosti Gilead na jeji
odiivodn&nou Zadost osvédéeni o existenci
pojisténi. Instituce a Zkoudejici ozndmf
spolegnosti Gilead do 20 dnd po obdrZeni
jakéhokoli oznameni o zruSenf nebo neobnoveni
pojistky nebo o jeji podstatné zméné nebo o
pojistném néroku z poji§téni, jeZz by mohly
ovlivnit zdvazky Instituce nebo Zkousejiciho dle
tohoto ¢lanku 7.1. Vy8e pojistného kryti kazdé
ze Smluvnich stran bude odpovidat piislu$nym
zdkontim, pravidlim, provad&jicim pravnim
piedpistim a pokyniim tykajicim se pojisténi.

7.2 Gilead timto bere na védomi,
e vsouladu s §52 zakona & 378/2007 Sb.,
Zékon o 1é&ivech, ve znéni pozdgjsich predpisi,
bylo zajisténo pojist&ni odpovédnosti za Skodu
pro ZkouSejiciho a Gilead. Toto poji§téni se
vztahuje také na fadny nédrok na néhradu $kody
vpiipadé smrti subjektu hodnoceni nebo
odskodnéni v pfipadé Skody vzniklé na zdravi
subjektu  hodnoceni vdisledku a utrpéné
v priib8hu provddéni Klinického hodnoceni.
Kopie Pojistné smlouvy v Ceské republice mize
byt poskytnuta Instituce na zdkladé pisemné
Zadosti.

7.3 Pokud kdykoli bshem trvani
Studie dospéji Instituce, ZkousSejici nebo Gilead
k divodnému zivéru, Ze kterykoli ze subjektl
hodnoceni by mél byt z Glasti ve Studii
okamZité stazen, budou Smluvni strany
vzijemn& spolupracovat na bezpe&ném staZeni
takového subjektu hodnoceni.

VSEOBECNA USTANOVENI

8.1 Publicita Gilead nebude
pouZivat nazev Instituce nebo jméno
ZkousSejiciho &i jména jejich zaméstnanch nebo
kteroukoli z jejich ochrannych zndmek a
Instituce a ZkouSejici nebudou pouZivat
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of its trademarks, in any advertising, sales
promotional material, or press release without
the relevant Party’s prior written approval,
except to the extent such disclosure is
reasonably necessary for: (i) regulatory filings,
including filings with the U.S. Securities and
Exchange Commission or the FDA (or any
equivalent oversight body in a country other
than the United States); (ii) prosecuting or
defending litigation; and (iii) complying with
applicable laws, rules, and regulations.
Notwithstanding the foregoing, Gilead may,
without prior consent, publicly disclose
information about Institution and Investigator as
required by applicable law, including, but not
limited to identifying Institution as the entity
that is conducting the Trial and Investigator as
conducting the Trial at Institution and the
amount of funding provided and expenses
covered in connection with the Trial
Investigator hereby consents to this disclosure.
Institution and Investigator may, without prior
consent, disclose in Institution’s confidential
internal reports or governmental reports and
grant applications, their participation in the Trial
(including Gilead’s name, the name of the Trial
and Protocol number).

8.2 Material Non-public
Information. During the course of the Trial,
Investigator and other employees of Institution
may have access to material non-public
information about Gilead and its research
partners that are publicly traded companies. In
order to avoid any potential or actual conflict of
interest, neither Institution nor Investigator will
trade in any securities of Gilead, or its research
partners, or recommend that others do so, during
the term of the Trial when in possession of
material non-public information of Gilead. This
Section 8.2 will not restrict Institution or
Investigator, or entity of which Institution may
be a part, from participating in pooled
investment vehicles such as mutual funds.
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obchodni firmu spoleénosti Gilead nebo jména
jejich zaméstnancii nebo kteroukoli z jejich
ochrannych znamek v jakychkoli reklamnich &i
propagagnich materidlech nebo tiskovych
zpravach bez pfedchoziho pisemného souhlasu
druhé Smluvni strany vyjma ptipadd, kdy je
takové pouziti nutné pro: (i) podéni urend
regulaénim orgdniim, véetng podani Komisi pro
cenné papiry USA nebo podani FDA (nebo
jinému ekvivalentnimu dozoréimu orgénu v jiné
zemi nez v USA); (ii) zahdjeni soudniho fizeni
nebo obhajobu v n&m; nebo (iii) dodrZeni
platnych zakontl, predpisti ¢i nafizeni. Bez
ohledu na vyse uvedené miiZe spolecnost Gilead
bez predchoziho souhlasu zvefejnit informace o
Instituci a Zkousejicim, jeZ jsou vyZadovény ze
zdkona, v&etnd identifikace Instituce jako
subjektu provadgjictho Studii a identifikace
Zkougejiciho jako osoby provadgjici Studii
v Instituci a vysi poskytnutych finan¢nich
prostfedkil a nakladd uhrazenych v souvislosti
s Klinickym hodnocenim. ZkouSejici timto
souhlasi s timto prohlafenim. Instituce a
ZkouSejici mohou bez predchoziho souhlasu
zvetejnit v davémych internich zprévach
Instituce nebo ve zpravach predklddanych
vlddnim organim nebo ve zprédvach tvoficich
soudast zadosti o granty informace o své Ugasti
ve Studii (véetng obchodni firmy Gilead, nazvu
Studie a &isla Protokolu).

8.2 Podstatné nevefejné informace.
V pribéhu Studie mohou mit ZkouSejici a dalsi
pracovnici Instituce pfistup k podstatnym
nevefejnym informacim tykajicim se spole¢nosti
Gilead a jejich vyzkumnych partnerl - vefejn€
obchodovanych spolegnosti.  Aby nedoSlo k
jakémukoli potencidlnimu &i skuteSnému stretu
zajmd, nesmi Instituce ani ZkouSejici po dobu
trvani Studie, dokud maji k dispozici podstatné
nevefejné informace  spolenosti  Gilead,
obchodovat s jakymikoli cennymi papiry
spoletnosti Gilead ani jejich vyzkumnych
partnertt ani nesmi déavat jinym osobdm
doporugeni k takovym obchodiim. Ustanoveni
tohoto ¢&lanku 8.2 neomezuje Instituci ani
Zkougejictho, pfipadné jakykoli subjekt, jehoZ
mbZe byt Instituce souldsti, v udasti na
jakémkoli hromadném investiénim nastroji, jako
jsou napf. investi¢n{ fondy.
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8.3 Relationship. For the purposes
of this Agreement, the Parties are independent
contractors and nothing contained in this
Agreement will be construed to place them in
the relationship of partners, principal and agent,
employer and employee or joint venturers. No
Party will have the power or right to bind or
obligate the other Parties, or hold itself out as
having such authority.

8.4 Term. Unless terminated earlier
by written notice of one Party to the other
Parties in accordance with Section 8.5, this
Agreement will expire upon the later of the date
on which: (i) Gilead has received all completed
CRFs from Institution and/or Investigator; (ii)
Institution and/or Investigator have resolved all
data clarification queries, and submitted the
closeout reports to the EC and to Gilead to
Gilead’s satisfaction; (iii) all Trial Site closeout
activities have been completed; and (iv) Gilead
has made all payments and reimbursements and
collected all refunds due under this Agreement.

8.5 Termination. Any Party may
terminate this Agreement upon 30 days’ written
notice to the other Parties.

8.6  Surviving Terms. In the event
of expiration of this Agreement under Section
8.4 or termination of this Agreement under
Section 8.5, the rights and obligations in the
following Sections shall survive: 1.7, 2, 4, 5, 6,
7.1 and 8, and will remain in full force and
effect following termination or expiration of this
Agreement.

8.7 Entire Agreement;
Amendments. This Agreement, including any
attachments referenced herein and the Protocol
constitute the entire, final, complete and
exclusive understanding of Gilead, and
Institution concerning the Trial, If there is a
conflict between the terms of this Agreement
and the Protocol, the terms of this Agreement
will govern, except for conflicts related to
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8.3 Vztah. Pro Géely této Smlouvy
jsou Smluvni strany navzdjem nezéavislymi
subjekty a nic z obsahu této Smlouvy nebude
vykldddno jako vytvofeni vztahu partnerd,
zmocnitele a zmocnénce, zaméstnavatele a
zaméstnance nebo spoleéného podniku mezi
nimi. Z4dna ze Smluvnich stran neni oprévnéna
zavazovat druhou Smluvni stranu nebo jakkoli
naznacovat, Ze takovym opravnénim disponuje.

8.4 Doba trvdni Smlouvy. Nebude-
li tato Smlouva vypovézena diive pisemnou
vypovédi jedné ze Smluvnich stran druhé
Smluvni strané dle &lanku 8.5 niZe, pak bude
tato Smlouva ukonéena k pozdgjsimu z
nasledujicich termint: (i) den, kdy spolednost
Gilead obdrZi od Instituce a/nebo Zkousejiciho
veskeré vyplnéné formulafe CRF; (ii) den, kdy
Instituce a/nebo Zkoudejici vyre$i veskeré
nejasnosti ohlednd pfedanych dat a predloZ
zavéretné zpravy EK a spole¢nosti Gilead k jeji
spokojenosti; (iii) den dokoneni zavéreinych
¢innosti ve ZkouSejicim centru Studie; a (iv)
den, kdy spoleénost Gilead provede veskeré
platby a vyplati veskeré ndhrady a inkasuje
veSkeré vracené astky dle této Smlouvy.,

8.5 Ukonceni Smlouvy. Kterdkoli
ze Smluvnich stran miZze tuto Smiouvu
vypovédét pisemnou vypovédi dorudenou druhé
Smluvn{ strang se 30denni vypovédni lhitou.

8.6 Pokracovan{ platnosti a
téinnosti. V pfipad& ukondeni této Smlouvy dle
¢lanku 8.4 nebo v piipadd vypovizeni této
Smlouvy dle €lanku 8.5 zistdvaji v platnosti a
Géinnosti prava a povinnosti vyplyvajici z téchto
¢lankd Smlouvy: Ustanoveni &lanké 1.7, 2, 4, S,
6, 7.1 a 8 zlistavaji v plném rozsahu v platnosti a
¢innosti po ukondeni nebo uplynuti doby trvani
této Smiouvy.

8.7 Celd Smlouva, zmény a
dodatky. Tato Smlouva, vdetng pfiloh, na né%
Smlouva odkazuje, a vZetné Protokoly,

.predstavuje dplnou, kone&nou, naprostou a

vyhradni dohodu mezi spolednosti Gilead, a
Instituci ve vztahu ke Studii. V pripadé
jakéhokoli rozporu mezi ustanovenimi této
Smlouvy a ustanovenimi Protokolu jsou
rozhodujici ustanoveni Smlouvy s vyjimkou
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matters of medicine, science, safety and conduct
of the Trial which will be governed by the terms
of the Protocol. This Agreement may be
executed in counterparts. No changes,
amendments or alterations will be effective
unless in writing and signed by all Parties. No
waiver, expressed or implied, will be a
continuing or subsequent waiver of the
particular right or obligation. Any purported
assignment or delegation by Institution or
Investigator of this Agreement or their
obligations under this Agreement will be void
without Gilead’s advance written consent.
Gilead reserves the right to assign or transfer
this Agreement or any of the rights or
obligations under this Agreement.

8.8 Severability. Any provision in
this Agreement determined by proper judicial
authority to be invalid or unenforceable will be
revised by agreement of the Parties to the extent
necessary to avoid the remainder of the
Agreement being invalid or unenforceable.

8.9 Notice. Any notice or consent
required to be given under this Agreement must
be in writing and sent to the other Parties either:
(i) via a nationally recognized delivery service
with guaranteed next business day delivery,
which will be deemed delivered one (1) day
after deposit with such carrier; or (ii) by
confirmed facsimile transmission or PDF
document via email which will be deemed
delivered at the beginning of the next regular
business day following successful transmission.
Notices will include reference to the Trial
Protocol number and be forwarded to the
following:

rozporh tykajicich se lékafskych, v&deckych ¢i
bezpe€nostnich ~ zaleZitosti a  samotného
provadéni Studie, jez se Fidi ustanovenimi
Protokolu. Tato Smlouva miiZe byt vyhotovena
v nékolika stejnopisech. Zidné zmény,
doplnéni &i Upravy Smlouvy nebudou G&inné,
pokud nebudou uzavieny pisemné a podepsény
viemi Smluvnimi stranami. Vyslovné ¢&i
implicitnf vzdani se prdv nebo prominuti
jakychkoli povinnosti neni trvalym vzdanim se
prav nebo prominutim jakychkoli néslednych
povinnosti. Jakékoli domng&lé postoupeni nebo
delegovéani této Smlouvy ze strany Instituce
nebo Zkoulejictho nebo postoupeni jejich
povinnosti vyplyvajicich z této Smiouvy na tfeti
osobu bude neplatné bez piedchoziho
pisemného  souhlasu  spolednosti  Gilead.
Spolegnost Gilead si vyhrazuje privo postoupit
nebo prevést tutoc Smlouvu nebo kterdkoli ze
svych prav a povinnosti z této Smlouvy
vyplyvajicich.

8.8 Oddélitelnost, Jakékoli
ustanoveni této Smlouvy, které shleda piislusny
soud neplatnym nebo nevymahatelnym, bude
upraveno dohodou Smluvnich stran v rozsahu
nutném k  zabrdndni neplatnosti  nebo
nevymahatelnosti zbyvajicich ¢asti Smlouvy.

8.9 Oznameni. V&echna ozndmeni
nebo souhlasy vyZadované dle této Smlouvy
musi byt udingny pisemné a zasldny druhé
Smluvni strang bud’: (i) celostdtn€ uzndvanou
doruovaci sluzbou s garantovanym dorucenim
do nésledujiciho pracovniho dne, pfifemZz v
takovém p¥{pad& bude ozndmeni povaZovano za
dorudené jeden (1) den po predani pisludnému
prepravci; nebo (ii) faxem s potvrzenim o
uskuteénéném pfenosu nebo e-mailem ve
formétu PDF, pti¢emZ v takovém pfipadé bude
ozhdmeni povaZovéano za doruené na zaCatku
nasledujiciho obvyklého pracovniho dne po
{isp&$ném prenosu. Ozndmeni musi obsahovat
¢islo Protokolu Studie a musi byt odesldna na
nésledujici adresy:

Oznédmeni urdend Instituci:

Fakultn{ nemocnice Brno, Jihlavska 20, Fakultni nemocnice Brno, Jihlavska 20,

Post Code 625 00, Brno, Czech Republic PSC 625 00, Brno, Cesk4 republika

Attention: MUDr. Roman Kraus, MBA - Director K rukdm: MUDr. Romana Krause, MBA - feditele

If to Institution:

GSI-FORM-CR_CTAE
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Tel (for courier use): Tel. (pro kuryrm s]uzby b

Facsimile: Fax:

Email: E-mail:

If to Gilead: Oznémeni uréend spoleénosti Gilead:
Gilead Sciences, Inc. Gilead Sciences, Inc.

333 Lakeside Drive 333 Lakeside Drive

Foster City, California 94404 Foster City, Kahfomle 94404
Attention: . K rukdam ' -

Tel (for courier use):
Facsimile:
Email:

If to Investigator: Ozndmeni urenéd Zkoudejicimu:
Fakultni nemocnice Brno, Jihlavska 20, Fakultni nemocnice Brno, Jihlavska 20,
Post Code 625 00 Brno, Czech Republic PSC 62500, Bmo, Ceska re ulika v

GSI-FORM-CR_CTA EU 3Party 01 Mar 2013
GS-US-296-1080 CZE

Attention: K rukam:
Tel (for courieri Tel. (pro kury
Facsimile: Fax:
Email: E-mail:
8.10  Force Majeure. If any Party’s 8.10  Vvs8i moc. Pokud pinéni této

performance of this Agreement is prevented,
restricted or delayed (either totally or in part) for
reasons beyond the affected Party’s reasonable
control and is not due to the action or inaction of
such Party, the affected Party will, upon giving
notice to the other Parties, be excused from such
performance to the extent of such prevention,
restriction or delay; provided, that, the affected
Party will use commercially reasonable efforts
to avoid or remove such causes of non-
performance and will continue its performance
whenever such causes are removed.

8.11  Governing _ Law. This
Agreement shall be governed by the laws of the
Czech Republic, without regard to any choice-
of-law principles. Any disputes that may arise
will be governed by the competent court of the
Czech Republic.
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Smlouvy nékterou ze Smluvnich stran bude
znemozZnéno, omezeno nebo zdrZeno (zcela
nebo =z&asti) z divodd mimo pfiméfenou
kontrolu piislugné Smluvni strany a nebude
spodivat v jedndni & nelinnosti této Smliuvni
strany, pak bude dotdend Smluvni strana po
zaslani ozndmeni této skuteCnosti druhé
Smluvni stran& zprodt€na pln&ni v rozsahu
takové pfekazky, omezeni nebo prodleni; to za
pfedpokladu, Ze dotéend Smluvni strana
vynalozi pfiméfené Usili k zamezeni nebo
odstranéni pfidin svého neplnéni Smlouvy a Ze
své plnéni obnovi ihned po odstrangni nebo
zéniku téchto pridin.

8.11 Rozhodné privo. Tato Smlouva
se fidi prévnim fadem Ceské republiky bez
ohledu na jakékoli zdsady volby préva. Piipadné
spoty  budou  predloZeny  krozhodnuti
ptislu§nému soudu v Ceské republice.
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IN WITNESS WHEREOF, the Parties have
entered into this Agreement as of the Effective
Date by their duly authorized representatives.
Under a Special Power of Attorney, Gilead has
appointed and authorized ICON Clinical Research
Limited to execute this Agreement in the name and
on behalf of Gilead, thus binding Gilead to the
duties and obligations set out in this Agreement.

Fakultni nemocnice Brno

By/ Podpis: - .
Name/ Jméno: MUDr, Roman Kraus, MBA
Title/ Funkce: Director / feditel

Title/ Funkce: Investigator / Zkou3ejici

GSI-FORM-CR_CTA EU_3Party 01 Mar 2013
GS-US-296-1080 CZE
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NA DUKAZ CEHOZ Smluvni strany uzaviely
tuto Smlouvu ke dni Uginnosti, prostfednictvim
svych zplnomocn&nych zdstupcd. Pod zvlaStni
pIné moci, Gilead jmenovala a autorizované ICON
Clinical Research Limited k provedeni této dohody
jménem a na Gilead jeji prospéch tak zdvazné
Gilead povinnosti a povinnosti stanovenych v této
dohodé.

ICON Clinical Research Limited, on behalf
of/jménem GILEAD SCIENCES, INC.

By/ Podpis:

Name/ Jméno_
Title/ Funkce
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EXHIBIT A

BUDGET AND PAYMENT SCHEDULE

PRILOHA A

ROZPOCET A ROZVRH PLATEB

1. CRO Pay. All payments under the
Agreement shall be made by CRO on

1. Platba ze strany CRO. VSechny platby dle
smlouvy  budou  provedeny  smluvni

Gilead’s behalf. vyzkumnou organizaci (Confract Research
Organization, CRO) jménem spolegnosti

Gilead,
2. Payee. Institution’s payee under the | 2. Pi{jemce plateb. Pfijemcem plateb za

Agreement shall be_Fakultni nemocnice
Brno (Faculty Hospital Brno), which must
be the same name as on the Institution’s
BDF

zdravotnické zatizen{ bude dle smlouvy Fakultn{
nemocnice Brno (Faculty Hospital Brno),
pfiCemZ se musi jednat o stejné jméno jako na
formulatich BDF

Payments. All payments shall be made by
the CRO, and any required payment
information forms as well as applicable Tax
forms must be provided to the CRO upon
their request.

3. Platby. VSechny platby provede CRO a
vechny poZadované formulate platebnich
informaci a rovn&z piisluiné dafové
formulafe ji musi byt na Zadost poskytnuty.

4. Invoice Required. All payments under the
Agreement shall be by invoice within forty-
five (45) days following receipt of the
invoice accompanied by substantiating
documentation and receipts, and as
otherwise described below. In the event of
delay payment the beneficiary is obliged to
charge penalty interests. Institution is
required to specify on the invoice the terms
of the late fees applicable, according to Civil
Code No. 89/2012 Sb. and government
regulation No. 351/2013 Sb. Approximately
it will be no more than 8 % per year.

Faktura je povinnd. Viechny platby dle
smlouvy budou provedeny na zaklads
faktury se Ihiitou splatnosti &tyticet pét (45)
dnl od pfijeti faktury, pridem? k faktute je
tteba pfiloZit podpimou dokumentaci a
doklady a dal3f niZe uvedené nalezitosti, V
ptipadé pozdni Ghrady je P¥jemce opravnén
Gctovat tirok z prodlen v zakonné vysi.

4. Institice je povinna na faktufe urcit
podminky pfislugnych poplatkd za pozdni
thradu, dle ob&anského zakoniku &. 89/2012
Sb., a natizeni vlddy ¢&. 351/2013 Sb.,
pfedpoklddd se, Ze drok nepiekrodi 8%
roéné.

5. Terms of Certain Payments, The
following fees will be paid upon satisfaction
of additional terms and conditions as
follows:

a. All Start-up fees designated in the
attached budget as payable “Upon
CTA Execution,” are conditioned
upon the following: 1) the

5. Podminky uréitych plateb. Nasledujici
poplatky bidou uhrazeny po splnén
nasledujicich dodate&nych podminek:

a. V3echny zahajovaci poplatky, které
jsou v pfiloZené rozpodtu oznateny
jako splatné ,,pii uzavieni smlouvy o
klinickém hodnoceni (Clinical Trial
Agreement, CTA)" budou uhrazeny

GSI-FORM-CR_CTA EU_3Party 01 Mar 2013
GS-Us-296-1080 CZE [
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Agreement is fully executed and
delivered to Gilead or CRO, 2)
Gilead or CRO receives all
completed required regulatory
documentation, including  the
IRB/EC approval letter; and 3)
receipt by CRO of all documents
referenced in Paragraph 3 above.

Each Visit Fee is conditioned upon
1) the completion of a Trial visit by
an Enrolled Subject (as defined
below) in accordance with the
Protocol, and 2) Gilead’s acceptance
of a CRF for the visit. “Enrolled
Subject” as used herein means a
subject who meets the Protocol
eligibility criteria and has signed an
ICF and HIPAA Authorization (or
country equivalent document) as
approved by Gilead.

A screen failure occurs when a
candidate for the Trial fails to meet
the eligibility criteria set out in the
Protocol, and is, therefore, not
enrolled in the Study. Institution
will be paid at the screen failure rate
(in the budget) for the procedures
used during screening to determine
the subject may not be enrolled,
upon satisfaction of the same
conditions as set forth in Section 5.b
above applicable to Visit Fees. The
screen failure payment rate and the
maximum # of screen failure(s) are
listed in the attached budget. The
maximum number of screen failures
may be increased by Gilead’s prior
written approval, in which case no
amendment to the Agreement shall
be required

pod podminkou: 1) smlouva byla
f4dné uzaviena a  dorudena
spoleénosti Gilead nebo CRO, 2)
spolenost Gilead nebo CRO obdrzi
veskerou vypln€nou dokumentaci
pro regulaéni Ofady, véetn& souhlasu
etické komise (EK), a 3) CRO
obdrZi viechny dokumenty uvedené
v odstavcei 3 vyse.

Kazdy poplatek za navstévu je
podminén 1) provedenim névitdvy
zafazeného subjektu (viz definice
nize) v klinickém hodnoceni v
souladu s protokolem a 2) prijetim
zdznamu hodnoceni subjektu (Case
Report Form, CRF) z navitdvy
spoletnosti  Gilead. ,Zafazenym
subjektem® se zde rozumi subjekt,
ktery spliiuje kritéria zpisobilosti
stanovend v protokolu a ktery
podepsal formuldf informovaného
souhlasu (Jnformed Consent Form,
ICF) a souhlas dle zdkona o
odpovédnosti za pfenos udaji o
zdravotnim  pojisténi  (Health
Insurance Portability and
Accountability Act, HIPAA) (nebo
jiny ekvivalentni dokument v dané
zemi), schvéleny spole&nosti Gilead.

NelspéSny screening nastane Vv
okamziku, kdy kandidét na zafazeni
do klinického hodnoceni nesplni
kritéria zplsobilosti stanovenid v
protokoly, a tudiZ neni do studie
zafazen.  Zdravotnické  zafizeni
obdrZzi platby na zidklad€ miry
neuspé$nych screeningl (v
rozpottu) za postupy, které byly
provedeny pii screeningu a na
zékladg nichZz bylo zjist€no, Ze
subjekt nelze za¥adit, a to po spinéni
stejnych podminek jako v oddile 5.b

GSI-FORM-CR_CTA
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vySe, které se vztahuji na poplatky
za navitdvy. Mira neidspéSnych

screeningi a maximélnf pocet
netsp&§nych  screeningd  jsou
uvedeny v pfiloZendm rozpoctu.
Maximalni  podet  nelspéSnych
screeningl  lze na  zékladg
pfedchoziho pisemného souhlasu

spolegnosti Gilead navysit. Pro tento
piipad se nevyZaduje dodatek ke
smiouvé.

6. Target Enrollment Number. Enrollment 7. Cilovy podet zafazenych subjektii. Nabor
for this Trial is competitive and the Target do tohoto klinického hodnoceni probihd
Enrollment Number (referenced in the kompetitivnim zplisobem a cilovy pocet
attached budget) is intended for budgetary zatazenych subjektdl (uvedeny v pfiloZeném
purposes only. If required by Institution, the rozpoStu) se pouZije vyluéné pro Ulely
Target Enrollment Number may be stanoveni rozpodtu. Na Zadost
increased upon Gilead’s prior written zdravotnického zafizeni miize byt cilovy
authorization, in which case no amendment podet zafazenych subjektd na zdkladé
to the Agreement shall be required. predchoziho pisemného souhlasu spole¢nosti

Gilead zvySen, pfitemZ v takovém piipadé
nebude tfeba uzaviit dodatek ke smlouvé.
8. Nahrady za dodateéné vydaje. CRO uhrad{

8. Additional Expense Reimbursements. vydaje souvisejici s klinickym hodnocenim,
CRO shall pay Trial-related expenses not set které nejsou uvedeny v pfiloZzeném rozpodtu,
forth in the attached budget if pre-approved pokud budou pfedem pisemné schvaleny
by Gilead in writing, in which case no spolednosti Gilead, pfiemz v takovém
amendment shall be required. pfipadé nebude tfeba uzaviit dodatek ke

smlouve.

9. Final Payments. Payee will have up to 120 9. Koneé&né platby. Pf{jemce plateb bude mit k
days after the completion of the Trial to dispozici aZ 120 dnt po dokonceni
submit any outstanding invoices and to klinického hodnoceni, aby pfedlozil jeSté
resolve any payment discrepancies. neuhrazené faktury a aby vyfegil rozpory v

platbéch.
10. Pokyny pro fakturaci. Faktury musi jasné

10. Invoicing Instructions. Invoices should

clearly identify the following:

uvadét nasledujici informace:

Jedine&né &islo faktury

GSI-FORM-CR_CTA EU_3Party 01 Mar 2013
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A unique invoice number

Protocol Number

Investigator Name

Include, as applicable, subject #, visit names
and visit date

Payee Name

Remittance Details

Telephone or email address for invoice
questions

Description of Items e.g.

Line 1 CT Scan Fees

Line 2 Dexa Scan

Line 3 Screen Failure for Subject #### on
Jan 12, 2xxx

Invoices missing any of the above information may
result in delayed payment. Please combine expenses
into a single invoice to facilitate more timely
payment.

Cislo protokolu

Jméno zkoudejiciho

P¥ipadn& uved'te &islo subjektu, ndzvy navitév a
data nav§tév

Jméno pfijemce platby

Informace o platbé

Telefonni{ &islo nebo e-mailové adresa pro
otazky ohledné fakturace

Popis poloZek napf.

Radek 1 Poplatky za snimkovani CT

Radek 2 Snimek Dexa

Radek 3 Nelispssny screening za subjekt
&. #### dne 12, ledna 2xxx

Platba za faktury, na kterych budou chyb&t vy3e
pozadované informace, miiZe byt zpoZdéna. Na
jednu fakturu prosim uvadgjte rlizné vydaje, zajistite
tak rychlej$i platbu.

11. Invoices missing a unique invoice number,
Investigator Name or Protocol Number may
result in delayed payment. To expedite
timely payment, expenses should be
itemized and combined into a single invoice
when feasible.

Institution shall send invoices together with
substantiating documentation for expense
reimbursement to:

Attention:  Gilead Sciences, Inc.
c/o ICON Clinical Research
Limited
Investigator Payments Group
Address: South County Business Park

Leopardstown
Dublin 18, Ireland

Inquiries regarding payment status or invoices can
be sent to

Attention:

11. Chybgjici jedinetné &islo faktury, jméno
Zkoudejiciho nebo &islo Protokolu na faktufe
miZe vést ke zpoZdéni platby. Pro urychleni
viasné platby by mély byt, kde je to mozné,
vydaje rozepsény na polozky a uvedeny v
jedné faktute.

Faktury spoleéné s podklady k proplaceni vydaji
bude Zdravotnické zaFizeni zasilat:

K rukém: Gilead Sciences, Inc.
¢/o ICON Clinical Research Limited
Investigator Payments Group
Adresa: South County Business Park

Leopardstown
Dublin 18, Ireland

osoba:

Dotazy tykajici se stavu

platby nebo faktu hou
byt zasldny | ceocmnan
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Start Up Fee Upon execution of this Agreement and
receipt of all completed required regulatory
documentation, including the IRB/EC approval
letter, CRO in the name of Gilead shall, in
accordance with the payment frequency listed
below, automatically pay a non-refundable
overhead-inclusive total start-up fee of _
as listed in the attached budget. Submission of an
invoice is not required.

Iniciaéni platba ,Nevratny Start-up Po podpisu
Smlouvy a vyhotoveni a pfijeti v8ech poZadovanych
regulatornich dokumentfi, v&etnd schvéleni ze strany
IRB, vyplati CRO jménem Gilead nevratny start-
upovy poplatek ve vysi (ktery zahrnuje

i rezijni naklady Instituce) start-upovy poplatek ve
vy ﬁ pro kliniku k pokryti viech
pocétecnich pfiprav. Instituce vystavi Gilead fakturu

GSI-FORM-CR_CTA EU 3Party 01 Mar 2013
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na Castku start-upového poplatku.
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Institution Budget / Rozpocet
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Ekonomicky rozbor klinického hodnoceni

Zadavatel Gilead Sciences, Inc.

Zadatel ICON Clinical Research
Protokol S-US-296-1080
Navstéva Platba v K&, bez DPH
CELKEM
GSI-FORM-CR_CTA EU 3Party 01 Mar 2013 Page 29 of 32 , 18 April 2016
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Néaklady pro FN Brno / za kazdé provedené

vysetieni / Podminéné Gkoly Platba v KC, bez DPH

Naklady pro nemocnici Platba v K¢, bez DPH

* Uhrada do podpisu smiouvy na zakladé samostatné vystavené faktury Zdravotnickym zafizenim.
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Investigator Budget / Rozpocet
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