(¥J GILEAD

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

This Clinical Trial Agreement (“Agreement”) is
entered into as of 08 November 2016 (the
“Effective Date”) by and among

University Hospital Olomouc, located at
I.P.Paviova 185/6, 779 00 Olomouc, Czech
Republic, Company ID (IC): 00098892, Tax ID
no.: CZ00098892, represented by doc. MUDr.
Roman Havlik, Ph.D. (hereinafter the “Institution”)

AND

Gilead Sciences, Inc., a Delaware corporation with
headquarters located at 333 Lakeside Drive, Foster
City, California, 94404, U.S.A. with Tax ID
number 94-3047598 (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 to Evaluate the
Efficacy and Safety of GS-5745 Combined with
mMFOLFOX6 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  University  Hospital
Olomouc I.P.Pavlova 185/6, 779 00 Olomouc,
Czech Republic (“Trial Site”). The Trial will be
conducted under the immediate supervision XXX
(the “Investigator”).The Trial will be conducted
using Gilead’s trial drug(s), mMFOLFOX6
“Compound”). ICON Clinical Research, L.P.
(an affiliate of ICON Clinical Research Limited,
collectively, “ICON” or the “CRQO”) is serving as
Sponsor's contract research organization for the
Trial.  Hereafter, Gilead and Institution are
sometimes referred to individually as “Party” or
collectively as the “Parties.” The Parties agree as
follows:
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SMLOUVA O KLINICKE STUDII PRO
PROTOKOL GS-US-296-1080

Tato Smlouva o klinické studii (“Smlouva”) je

sjedndna  od 08 listopadu2016 (“Datum
ucinnosti”) mezi
Fakultni Nemocnice Olomouc, se sidlem

I.P.Pavlovav 185/6, 779 QO Olomouc, Czech
Republic, IC: 00098892 DIC: CZ00098892, jejimz
jménem jedna doc. MUDr. Roman Havlik, Ph.D.

v

(dale jen “Instituce” ¢i ,,Zdravotnické zatizeni®)

A

Gilead Sciences, Inc., obchodni spoleénosti
zalozenou ve stat€é Delaware, se sidlem v 333
Lakeside Drive, Foster City, Kalifornie, 94404,
US.A. DIC: 94-3047598 (spole¢né s jejimi
pobockami a dcefinymi spole¢nostmi ve Spojenych
statech, “Gilead”), v souvislosti s klinickou studif
provadénou v souladu s Protokolem GS-US-296-
1080, ,,Randomizovand, dvojité zaslepend,
placebem kontrolovana studie faze 3 hodnotici
ucinnost a bezpecnost piipravku GS-5745 v
kombinaci s pripravkem mFOLFOXG6 jako lécby

prvai volby u pacientit s  pokrocilym
adenokarcinomem Zaludku nebo
gastroesofagealniho  spojeni*  (spole¢né s

jakymikoliv dodatky k tomuto, které jsou zde
zminény, “Protokol”) (“Studie”), v lokalité
Fakultni Nemocnice Olomouc I.P.Pavlova 185/6,
779 00 Olomouc, Czech Republic (“Zkousejici
centrum”). Studie bude provadéna pod pfimym
dohledem Zkousejiciho XXX. Studie bude
provedena pomoci testovacich 1éki spolecnosti
Gilead, mFOLFOX6 (“Slou¢enina”).  ICON
Clinical Research, L.P. (poboc¢ka ICON Clinical
Research Limited , kolektivné “ICON” nebo
“CRO”) jedna jako smluvni vyzkumné organizace
Zadavatele ve spojeni se Studii. Gilead a
Zdravotnické zafizeni jsou dale nekdy jednotliveé
nazyvany “Smluvni strana” nebo spole¢né jako
“Smluvni strany.” Smluvni strany se dohodly na
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1. OBLIGATIONS FOR THE CONDUCT OF
THE TRIAL

1.1 Compensation. CRO on behalf of
Gilead 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.

(M 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.

(i) 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) Institution 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 or any of the individuals or entities
providing services for the Trial on behalf of
Institution (collectively, the “Trial Personnel”) to
attend an investigator meeting for the Trial, CRO
on behalf of 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.

1.2 Trial Conduct. Institution agrees
the Trial will be conducted at the Trial Site in strict
compliance with (i) the Protocol; (ii) the
obligations of Institution under this Agreement;
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nasledujicim:

1. ZAVAZKY PRO PROVADENI
STUDIE
1.1 Platba. Odménu bude piijemci

plateb ve Zdravotnickém zafizeni vyplacet za
spolecnost Gilead CRO, jak je stanoveno v
Rozpoc¢tu a Rozvrhu plateb, které tvoii Prilohu A
této Smlouvy a odkazuje se na n¢.

Q) Smluvni strany souhlasi,
7ze platba provedenda na zaklad¢ této Smlouvy
pfedstavuje  realnou trzni  hodnotu  plnéni
souvisejiciho se Studii, které bude zajisténo podle
této Smlouvy, a Ze nesouvisi s objemem nebo
hodnotou jakychkoliv doporu¢eni nebo jinych
obchodnich  vztaht  jinak  vzniklych  mezi
Smluvnimi stranami.

(i) Zadné &astky vyplacené na
zaklad¢ této Smlouvy nejsou zamySleny jako
nabidka nebo platba uskutecnénd vyménou za
jakoukoliv explicitni nebo implicitni dohodu o
zakoupeni, predepisovani, doporucovani  (Ci
zajisténi priznivych podminek) jakéhokoli vyrobku
nebo sluzby spoleénosti Gilead a ani jako takové
nebudou chapany.

(iii) Instituce nebude vyZadovat
ani pfijimat od subjektl Studie nebo od jinych
platct, véetné vladnich subjektd nebo pojistoven,
platou za materidly nebo sluzby souvisejici se
Studii, které dodala nebo zaplatila spolecnost
Gilead.

(iv) Pokud spole¢nost Gilead
poZaduje, aby se ZkouSejici anebo jakykoliv
subjekt poskytujici sluzby ve vztahu ke Studii
zastupujici Instituci (spole¢né ,,Persondl Studie®)
zucastnil setkani zkousSejicich pro Studii, CRO
jménem spolecnosti Gilead zafidi a uhradi ptimé
ndklady na cestovani, ubytovani a stravu
v souvislosti s tucasti. Takto proplacené vydaje
mohou byt veiejné¢ vykazatelné. Nebude vyplacena
zadna odména v souvislosti s UcCasti na setkani
zkousejicich.

1.2 Provadéni studie. Instituce bude
provadét Studii centru studie v pfisném souladu s
(i) Protokolem; (ii) se z&vazky Instituce dle této
Smlouvy; (iii) ustanovenimi vSech pfisluSnych
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(iii) 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-E8);
(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. Institution will not
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 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.

13 Compliance of Investigator and
Trial Personnel. Institution represents that
Investigator, XXX are employees of the Institution
and further herein agree, that Gilead may execute
separate contracts with the Investigator, the Sub-
Investigators, Radiologists and Pharmacists to
compensate each of them at fair market value, for
any services provided in connection with the Trial.

Institution is not responsible for any liability
connected to the profit taxation levied under
applicable laws and regulations, against the
Investigator, the Sub-Investigators, Radiologists
and Pharmacists payment of fees connected to the
performance of the Trial, as detailed in the
separately executed contracts described herein
above.
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zakonu, pravidly, nafizenimi a smérnicemi, v¢etné,
bez omezeni, platnych smérnic Evropské Unie,
véetn¢ téch, které se vztahuji na provadéni
humannich klinickych studii a ochrané¢ osobnich
udaju (95/46/EHS) a veSkerych platnych
protikorup¢nich zakonti a zakonti na ochranu proti

uplatkaistvi, podvodim a zneuzivani; (iv)
poZadavky spravné klinické praxe, které mohou byt
publikovany ~ Mezinarodni  konferenci  pro
harmonizaci,  harmonizovanymi tripartitnimi

smérnicemi pro spravnou klinickou praxi (“ICH-
GCP”), vcetn¢ bez omezeni GCP (ICH-E6),
smérnici o bezpefnosti prace s klinickymi daty
(ICH-E2A) a vieobecnym zhodnocenim klinickych
studii (ICH-E8); (v) vSeobecné pfijimanymi
lécebnymi standardy v lékatské profesi; a (vi)
veskerymi dal$imi platnymi zdkony a pfedpisy
zemé, v niz bude Studie provadéna. Vylucéné
Instituce bude odpovédna za veskeré zavazky
vyplyvajici z jakéhokoli neplnéni povinnosti
Instituce v souladu s vySe uvedenymi poZadavky.
Instituce se neodchyli od Protokolu bez
predchoziho pisemného souhlasu spolecnosti
Gilead, krom¢ pfipadt, kdy podle oduvodnéného
lékaiského nazoru Zkousejiciho je takove
odchyleni nutné pro ochranu bezpecnosti subjektl
Studie v ptfipadé nahlych nebo naléhavych
situacich. V téchto ptipadech Zkousejici nebo
Instituce uvédomi spolecnost Gilead ustné o takové
odchylce a ajeji odivodnéni do dvaceti ¢tyt (24)
hodin po jejim vzniku a do péti (5) pracovnich dni
po vyskytu takového odchyleni poda spolec¢nosti
Gilead pisemnou zpravu.

1.3 DodrZzeni podminek ze strany
Zkousejiciho a Persondlu  Studie. Instituce
prohlasuje, Ze ZkouSejici, XXX jsou zaméstnanci
Instituce a dale ze souhlasi, Ze spolecnost Gilead a
Zkousejici, Spoluzkousejici, Radiolog a Lékarnik
mohou uzavfit separatni smlouvy za ucelem
kompenzace kaZzdého znich za ceny na trhu
obvyklé, za jakékoliv sluzby poskytované
v souvislosti se Studii.

Instituce neni zodpovédnda za  jakoukoliv
odpovédnost spojenou se zdanénim zisku uloZzenym
dle obecné zavaznych predpist ZkouSejicimu,
Spoluzkousejicim, Radiologim a Lékarnikim na
platby spojené s vykonem Studie, jak je upfesnéno
V separatné uzavienych smlouvach popsanych
vyse.

08 listopadu 2016



1.4 Debarment, Restriction, or Inability of
Investigator. Institution 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 his/her
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 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) verification 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 Investigator will
ensure that all necessary consents are in place to
allow for the uses described in this Section.

2. TRIAL DRUG; MATERIALS
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1.4 Zastaveni ¢innosti, omezeni nebo neschopnost
Zkousejiciho. Instituce bezodkladné pisemné
uvédomi spolecnost Gilead, pokud v pribéhu
Studie: (i) bude Zkousejicimu zastavena ¢innost,
ztrati svou kvalifikaci nebo obdrZzi oznameni o
jakémkoli vySetfovani ze strany jeho profesionalni
vedouci organizace, jakéhokoli regula¢niho organu
nebo jiné vladni organizace; (ii) Zkousejici obdrzi
ozndmeni o jakémkoli omezeni svych Klinickych
privilegii v Instituci; (iii) ZkouSejici je
sankcionovan jakymkoli regula¢nim organem nebo
jinou vladni organizaci; (iv) ukon¢i nebo je mu
ukoncen pracovni pomér nebo jiny smluvni vztah s
Instituci; nebo (v) jakkoli jinak se stane
nevhodnym, neschopnym nebo neochotnym plnit
své zavazky dané touto Smlouvou. V pfipadé
kterékoli vySe popsané situace Instituce zajisti, aby
Zkousejici nadale dodrzoval podminky této
Smlouvy. Na pozadani spolecnosti Gilead budou
Instituce a Zkousejici spolupracovat pii hledani
vhodného nahradniho zkousejiciho nebo pievodu
Studie do jiné instituce v brzkém terminu tak, aby
se Studie nepterusila.

15 Osobni Udaje Zaméstnanct
zapojenych do vykonu Kklinického hodnoceni.
Osobni udaje spojené se Zdravotnickym zafizenim,
Zkousejicim a Zaméstnanci zapojenymi do vykonu
klinického hodnoceni budou zpracovany a
uchovavany Vv jedné ¢i vice databazich. Takové
udaje mohou byt pouzity pro ucely: (i) provedeni
Klinického hodnoceni; (ii) ovéfeni vladnimi nebo
kontrolnimi ufady, spole¢nosti Gilead, smluvni
vyzkumnou organizaci, jejich jednateli a
pfidruzenymi osobami; (iii) dodrzovani zakonnych

a pravnich pozadavki; (iv) zvefejnéni na
internetovych strankach na adrese
www.clinicaltrials.gov a na internetovych

strankach a v databazich, které slouzi podobnym
uceltim; a (v) uchovavani v databazich k umoznéni
vybéru  zkouSejicich pro budouci klinicka
hodnoceni. Osobni Udaje mohou byt zpiistupnény
nebo poskytnuty pfidruzenym nebo dcefinym
spole¢nostem, zastupcim a smluvnim partnerim
spole¢nosti Gilead pracujicim jménem spoleCnosti
Gilead a kontrolnim ufadim po celém svéte.
Zkousejici zajisti, aby byly podepsany veSkeré
dokumenty souhlasu s pouzitim téchto udaji pro
tiely popsané v tomto Clanku.

2.  ZKOUSENE LECIVO, PREVOZ
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TRANSFER;RECORDS RETENTION;

INSPECTION;
2.1 Trial Drug.
M Institution  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 for the Trial, shall be construed to grant
to either Institution 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
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.

(iii) Institution shall use the
Trial Drug solely to conduct the Trial in strict
compliance with the Protocol. Institution shall not
transfer the Trial Drug to any third parties.
Institution 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 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.

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

(vi) Unless required by the
Protocol, Institution will not 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
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MATERIALU, UKLADANi UDAJU,

KONTROLA a VYBAVENI
2.1 Zkousené Iécivo.

0] Instituce si védomi, Ze
Sloucenina je vlastnéna nebo fizena spole¢nosti
Gilead a Ze Z&dna podminka této Smlouvy ani
Protokolu, ani zadna ¢innost provadéna Instituci v

ramci Studie nebude vykladana jako wudéleni
jakéhokoli prava ke Sloucening Instituci .

(i) Pokud se Smluvni strany
nedohodnou jinak, spolecnost Gilead poskytne
Slouceninu a jakékoli kontrolni ¢i placebo latky
podavané subjektim ve Studii jako soucast Studie
(souhrnné “Zkous$ené 1é¢ivo”) bezplatné Instituci k
podavani nebo nakladani s ni pouze podle urceni
nebo pod dohledem Zkousejiciho nebo spolu-
zkousSejicich, a to subjektim Studie ve ZkouSejicim
centru, v pfisném souladu s Protokolem.

(iii) Instituce budou pouZivat
Zkousené 1é¢ivo pouze k provadéni Studie v pfisné
shodé s Protokolem . ZkousSené 1é¢ivo zadné treti
stran¢.  Instituce budou manipulovat, ukladat,
transportovat nebo likvidovat Zkousené 1é¢ivo tak,
jak je uréeno spole¢nosti Gilead nebo jeho zastupci,
a to v souladu s piislusSnymi zakony, pravidly a
vyhlaSkami.

(iv) Instituce zajisti, Ze prazdné
a casteCné¢ pouzité baleni ZkouSeného 1éCiva a
jakékoli zbyvajici mnozstvi ZkouSeného 1éciva pii
zavére¢né navstéve na Zkousejicim centru nebo pii
pfedCasném ukonéeni této Smlouvy bude
znehodnoceno nebo vraceno spole¢nosti Gilead v
souladu s Protokolem.

(V) Podpora spole¢nosti
Gilead Studii ani ucast Instituce ve Studii
nezakladaji zadny vyslovny ¢i implicitni zavazek
Instituce k nékupu, piedepisovani, poskytovani
zvyhodnéného rezimu preskripce nebo k jakékoli
jiné podpote produktl spolec¢nosti Gilead.

(vi) Pokud to nevyZaduje
Protokol, Instituce nebudou modifikovat ZkouSené
1é¢ivo nebo jeho baleni. Pokud politika Instituce
vyZaduje jakékoli modifikace baleni ZkouSeného
1é¢iva, musi tyto zmény byt pfedem pisemnou

08 listopadu 2016



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. 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, written source documents, medical

records, charts pertaining to individual Trial
subjects, “Case Report Forms” (“CRFs”),
accounting records, notes, reports, and data.

Institution 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.

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 and Trial Site
will cooperate with Gilead and its appointed
representatives with respect to such inspections,
audits and monitoring visits.

(i) Institution ~ 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 will promptly provide Gilead with a
copy of any documentation relating to the Trial
received from or sent to the FDA or any other
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formou schvaleny spole¢nosti Gilead.

2.2 Vzorky a  jiné materialy
Diagnostické testy, télesn¢ tekutiny, tkanové
biopsie, tidaje nebo jiné materialy shromazdéné pro
Studii budou pouzity Instituci a Zkou3ejicim pouze
pro potteby Studie a pouze tak, jak je urceno
Protokolem a touto Smlouvou.

2.3 Vedeni  zaznami a  jejich
uchovavani Instituce povedou dostatecné a presné
zaznamy vztahujici se k podavani ZkouSeného
1é¢iva a vykonavani vSech vyzadovanych postupt
podle Protokolu na subjektech Studie, zejména
pisemné zdrojové dokumenty, zdravotni zaznamy,
grafy vztahujici se k jednotlivym subjektim Studie,
“Formulate o pfipadu” (“CRF”), kontrolni
zaznamy, poznamky, hldSeni a data. Instituce
budou mit tyto dokumenty uloZeny po nésledujici
dobu: (i) nejméné po dobu péti let [po dokonéeni
nebo predéasném ukonceni Studie na vSech
ucCastnicich se institucich; (ii)) dva roky po
poslednim schvéleni Zadosti o registraci Slouéeniny
ve Spojenych statech, Evropské unii a Japonsku;
(ili) dva roky po o0znameni poskytnutém
spole¢nosti Gilead, ve kterém bude uvedeno, Ze
oficialn¢ ukong¢ila klinicky vyvoj Slouceniny; nebo
(iv) po jiné minimalni htit¢ pro uchovavani, jak je
vyZadovano platnymi zakony.

2.4 Kontrola  a soucinnost v
zaleZitostech regulace.

Q) V pfiméfenych casovych
intervalech a po pfiméfeném upozornéni piedem
ma spole¢nost Gilead a jeho ureni zastupci pravo
prohliZet, kontrolovat a monitorovat Zkousejici
centrum, zafizeni Instituce a vSechny zaznamy
popsané v ¢lanku 2.3. Instituce i centrum Studie
budou poskytovat soucinnost spolecnosti Gilead a
jeho ur€enym zastupctim v souvislosti s takovymi
kontrolami, audity a monitorovacimi navs§tévami.

(i) Instituce uveédomi
okamzit¢ spoleCnost Gilead, jakmile obdrzi
oznameni o jakékoli kontrole nebo jiném Ukonu ve
vztahu ke Studii ze strany FDA nebo jiného
vladniho ¢i regulacniho organu, a poskytnou
spolecnosti Gilead v této souvislosti potfebnou
soucinnost. Instituce ihned poskytnou spole¢nosti
Gilead kopie veSkeré dokumentace vztahujici se ke
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regulatory authority.

(iii) At Gilead’s request and
expense, Institution as appropriate, will assist
Gilead in the preparation 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 Institution represents and warrants

that it 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 is legally bound. Institution will not 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.

3.2 Institution represents and warrants
that the Investigator is fully qualified as a medical
practitioner under applicable laws and regulations.

3.3 Institution represents and warrants that
Investigator and Trial Personnel may freely assign
all rights, titles, and interests in all Trial Inventions
to Gilead regardless of their employment status
with Institution.

3.4 Anti-Corruption. Institution
represents and warrants that neither the Institution,
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 any applicable anti-bribery or anti-
corruption laws, rules or regulations (collectively
the  “Anti-Corruption  Laws”). Institution
represents and warrants that the Institution and
Institution Representatives have conducted and will
conduct their businesses in compliance with the
Anti-Corruption Laws, including refraining from
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Studii ziskané od FDA nebo jiného regula¢niho
organu nebo jim zaslané.

(ili)  Na Z&dost a néklady
spole¢nosti  Gilead budou Instituce pomaéhat
spole¢nosti Gilead pii ptipravé a zasilani novych
zkusebnich 1écebnych piipravki, novych [é¢ebnych
pripravki a vSech jinych pre-marketingovych
aplikaci vztahujicich se ke Studii, které mohou byt
vyZadovany FDA nebo jinym regula¢nim organem,
a budou pfitomni na schiizkach s témito
regulacnimi organy ohledn¢ téchto aplikaci.

3.  PROHLASENI A ZARUKY

3.1 Instituce prohlaSuje a zaruuje, ze
ma zakonné pravo uzaviit tuto Smlouvu a Ze
smluvni podminky této Smlouvy nejsou v konfliktu
s zadnou jinou smlouvou, jiz je zakonné vazana.
Instituce neuzavie zadnou jinou smlouvu nebo se
nezavaze k jinym c¢innostem, které by podstatnym
zpusobem branily jeji schopnosti dokoncit Studii v
souladu se Smlouvou a Protokolem.

3.2 Instituce prohlasuje a zaruuje, ze
Zkousejici je plné kvalifikovany jako 1ékai podle
platnych zakont a provadécich pravnich predpist.

3.3 Instituce prohlasuje a zarucuje, Ze Zkousejici a
Persondl Studie mohou volné postoupit viechna
prava, naroky a majetkové podily ve vSech
Vynélezech Studie na Gilead bez ohledu na
jejich zaméstnanecky pomér s Instituci.

3.4 Protikorup¢éni zakon. Zdravotnické
zafizeni prohlasuji a zarucuji, ze ani Zdravotnické
zafizeni, ani Zzadna =z jejich pridruZzenych
spole¢nosti nebo jejich jednotlivi feditelé, afednici,
zamestnanci ¢i jednatelé (vSichni vySe jmenovani,
vCetn¢ pridruzenych osob, spole¢né¢ oznacovani
jako ,Zastupci Zdravotnického zafizeni®),
nepodnikli Zaddné kroky, které by mély za nasledek
poruSeni platnych proti Uplatkaiskych nebo
protikorupcnich zakoni, vyhlasek nebo natizeni z
jejich strany (spole¢né dale jen ,,protikorupéni
zékony*). Instituce prohlasuje a zaruéuje, ze
Instituce a budou provadét svou obchodni ¢innost v
souladu s protikorupénimi zakony Instituce, coz
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making any payments or providing anything of
value, directly or indirectly, to improperly
influence a third party or improperly gain a
business advantage. Institution represents and
warrants that Institution has and will have
necessary procedures in place to prevent bribery
and corrupt conduct by Institution Representatives
and that Institution—will keep accurate books,
records and accounts in connection to the Trial.
Institution also agrees that Gilead-shall have the
right, from time to time, upon written notice to
Institution and Investigator, to conduct an audit of
Institution’s policies, books, records and accounts
to verify compliance with the provisions of this
Agreement.  Institution agrees to cooperate fully
with such audit at reasonable times and upon
reasonable notice to the Institution. Without
limiting any other remedies at law or at equity,
Gilead may, at Gilead’s sole discretion, terminate
this Agreement, for any violation of the Anti-
Corruption Laws.

4.  CONFIDENTIALITY

4.1 Institution will (and will cause
Investigator and 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
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:

M is or becomes publicly
available through no fault of Institution;

(i) was known to Institution
without obligation of confidentiality prior to
receiving it either directly or indirectly from Gilead
or CRO under this Agreement, as demonstrated by
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zahrnuje 1 neposkytovani zadnych plateb ¢i
poskytovani cehokoli hodnotného, pfimo nebo
nepiimo, s cilem nezadoucim zplsobem ovlivnit
n¢jakou tieti stranu nebo nefadnym zpdsobem
ziskat obchodni vyhodu. Instituce prohlaSuje a
zarucCuje, ze Gilead ma zavedené potiebné postupy
prevence uplaceni a korupce ze strany zastupci
Instituce a Ze Instituce vede piesnou evidenci,
zaznamy a uCetnictvi ve spojeni s klinickym
hodnocenim. Poskytovatel rovnéz souhlasi s tim,
aby mél Zadavatel pravo, ¢as od ¢asu, na zakladé
pisemného oznadmeni provést audit zasad, evidence,
zaznamu a ucetnictvi Instituce ovéteni shody s
predchozimi ustanovenimi této smlouvy. Instituce
souhlasi s tim, Ze bude plné spolupracovat pii
provadéni takového auditu pfiméfené pracovni
dobé a na zdkladé pfiméfeného oznameni
predaného Instituce Bez omezeni jakychkoli jinych
opatfeni ze zékona nebo podilu na vlastnim
kapitdlu mize Zadavatel na zdklad¢ svého
vyluéného rozhodnuti ukonéit tuto smlouvu v
ptipadé¢ jakéhokoli poruSeni protikorupénich
zakon.

4,  MLCENLIVOST

4.1 Instituce bude zachovavat prisnou
mlcenlivost (a totéZ zajisti ze strany Zkousejici a
Persondlu Studie) a nesdéli tietim osobam Zadné
informace poskytnuté spolecnosti Gilead nebo
jménem spolecnosti Gilead [nebo CRO] nebo
informace, které wvznikly, byly objeveny nebo
ziskany jakoukoli Smluvni stranou jako vysledek
Studie (jiné nez lékatské zdznamy o pacientovi),
véetné vysledkd Studie, vynalezii Studie a
informaci  souvisejicich s nimi  (“Divérné
informace”). Instituce budou pouzivat Davérné
informace pouze pro potieby Studie (a totéz zajisti
ze strany Personalu Studie). Zavazky vyplyvajici z
tohoto ¢lanku 4 zistavaji v platnosti a G¢innosti i
po ukonceni Smlouvy. Duvérné informace
nezahrnuji informace, které:

0] jsou nebo se
vetejné dostupnymi bez pochybeni Instituce,

(i) byly zndmy Zkousejicimu
nebo Instituci bez zavazku divérnosti diive, nez je
pfimo nebo nepiimo ziskal od spolecnosti Gilead
nebo CRO v rdmci této Smlouvy, jak je doloZeno v

stanou
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written records predating the date it was learned by
Institution from Gilead;

(iii) is disclosed to Institution
by a third party without violation of law or any
obligation of confidentiality; or

(iv) can be shown by written
records of 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 may
disclose Confidential Information to the extent
required:

Q) 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;

(i) 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;

(iii) ~ 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: 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 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,
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pisemnych zdznamech s datem piedchazejicim
datu, kdy Instituce tyto informace ziskali od
spole¢nosti Gilead,

(iii)  jsou sdéleny Instituci tieti
osobou bez porudeni zékona nebo jakéhokoli
zavazku mlcenlivosti, nebo

(iv) mohou byt  doloZeny
pisemnymi zaznamy Instituce, Ze byly nezavisle
vytvoreny Zkousejicim nebo Instituci bez jakékoli
vazby na Diivérné informace.

4.2 Bez ohledu na jakakoli dalSi
ustanoveni této Smlouvy mohou Instituce sdélit
Duivérné informace ve vyzadovaném rozsahu:

Q) aby vyhovéli pfislusnému
statnimu zakonu, pravidlu, natizeni nebo vyhlasce,
po okamzitém oznameni spole¢nosti Gilead, a za
ptedpokladu, Zze ZkouSejici a Instituce budou
spolupracovat se spolecnosti Gilead ve snaze
omezit takova sdéleni prisluSnymi zakonnymi
prosttedky,

(i) aby chranili bezpecnost
kteréhokoli subjektu ve Studii nebo poskytli
prisluSnou zdravotni péci kterémukoli subjektu ve
Studii nebo zabranili ohrozeni vefejné¢ho zdravi s
okamzitym oznamenim spole¢nosti Gilead,

(iii)  za uCelem pojisténi nebo
nahrad platce tfeti osoby za medicinskou Iécbu
subjektu ve Studii ve vztahu k procedurdm
obsaZenym v Protokolu.

4.3 Clanek 4 neomezuje prava ¢&i
povinnosti Instituce nebo Zkousejiciho vyplyvajici
z Clankd: 2.4 (Kontrola a soucinnost v zalezitostech

regulace), 5 (Zvefejiovani vysledki), 8.1
(Publicita), nebo 8.3 (\VVztahy)
4.4 Vraceni  Duvérnych  informaci.

Nasledné po (i) dokonceni Klinického hodnoceni
nebo ukonceni této Smlouvy; nebo (ii) na zadost
spole¢nosti Gilead, z jakéhokoli divodu, (X) ihned
piestanou pouzivat veskeré Duveérné informace a
(y) okamzité je bud’ vrati spole¢nosti Gilead, nebo,
budou-li o to spolecnosti Gilead poZzadani, znici
veskeré Divérné informace, vcetné jakychkoli
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extracts, summaries, or derivative works thereof,
and certify in writing to Gilead the completion of
such return and/or destruction; provided, however,
that Institution may retain one (1) copy of
Confidential Information in its legal archives solely
for the purpose of monitoring its surviving
obligations under this Agreement.

5. PUBLICATION

51 Nothing under this Agreement
shall be deemed to grant Institution the right
publish or present the results of the Trial generated
by Investigator at the Institution (the *“Trial
Results”).

6. 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.
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.
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kopii, vynatkd, souhrnii nebo z nich odvozenych
dél, a pisemné potvrdi spole¢nosti Gilead, ze
takové informace odevzdali a/nebo zniéili; nicméné
za predpokladu, ze si Zdravotnické zafizeni mohou
ponechat jednu (1) kopii Divérnych informaci ve
svych pravnich archivech vyhradné pro tucely

monitorovani  svych pfetrvavajicich zavazki
vyplyvajicich z této Smlouvy.
5. ZVEREJNOVANI VYSLEDKU

5.1 Tato Smlouva nedava

Zdravotnickému zafizeni pravo publikovat nebo
prezentovat vysledky Klinického hodnoceni, jichz
dosahne Zkousejici ve Zdravotnickém zatizeni
(dale jen ,,Vysledky Klinického hodnoceni®).

6. VYSLEDKY STUDIE A VYNALEZY

6.1 Spolecnost Gilead je vlastnikem
veSkerych dat, Vysledka Studie, Duvérnych
informaci, CRF a veSkerych dalSich informaci
ziskanych na zakladé provadéni Studie nebo v
souvislosti s ni, kromé& Ilékaiskych zdznamu
Instituce o pacientech a osobnich poznamek
Zkousejiciho

6.2 Veskeré vynalezy, napady,
metody, autorska dila, know-how, objevy ucinéné,
ziskané nebo uvedené do praxe ze strany Instituce,
Zkousejiciho nebo Personalu Studie: (i) na zéklade
provadéni Studie nebo v souvislosti s ni; (ii) jez
obsahuji nebo vyuzivaji Dlveérné informace; nebo
(iii) jez se ptimo vztahuji ke Sloucening, a to ve
vSech uvedenych piipadech vcéetné piislusnych
prav k duSevnimu vlastnictvi (dale souhrnné
“Vynélezy Studie”) jsou vyluénym vlastnictvim
spole¢nosti  Gilead nebo ji urceného subjektu.
Instituce a ZkousSejici neprodlené sdéli veskeré
Vynalezy Studie spolecnosti Gilead pisemnou
formou. Instituce a ZkouSejici timto postupuji
veSkera prava, opravnéni a naroky k Vynalezim
Studie na spolecnost Gilead nebo ji uréeny subjekt
a totéZ zajisti ze strany Persondlu Studie. Na
zadost spolecnosti Gilead a na jeji naklady uéini
Instituce a Zkousejici veSkera dodate¢na opatieni (a
totéZ zajisti ze strany persondlu Studie), jeZ bude
spolecnost Gilead povazovat za nezbytné k
zajisténi prav spole¢nosti Gilead nebo ji uréeného
subjektu k Vynaleziim Studie nebo ke ziskani
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7. INSURANCE AND SUBJECT INJURY

7.1 As required by and in accordance
with applicable law, Gilead agrees to maintain an
insurance policy covering injury to Trial subjects.

7.2 Gilead hereto 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 Study. 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.

8. GENERAL

8.1 Publicity. Neither Party will use
the name of the other Party or the other Party’s
employees or any of their 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 (iiif) complying with applicable laws,
rules, and regulations. Notwithstanding the
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patentti ¢i jiné formy ochrany Vynalezi Studie ze
strany spolecnosti Gilead nebo ji urcen¢ho
subjektu.

7. POJISTENI A PREDMET SKODY
SUBJEKTU STUDIE

7.1 V souladu s platnymi  pravnimi
piedpisy se spole¢nost Gilead zavazuje, Ze uzavie
pojistnou smlouvu pokryvajici zdravotni Gjmu
zptisobenou Subjektim Klinického hodnoceni
a bude takové pojisténi udrzovat v platnosti.

7.2 Gilead prohlasuje, Ze podle § 52
zakona 0 léCivech 378/2007 Sb. ve znéni
pozdé¢jSich predpist, Ze bylo sjednano smluvni
pojisténi odpoveédnosti za Skody pro Zkousejiciho a
Gilead (Gilead). Tato pojistna smlouva rovnéz plné
pokryva kompenzaci za smrt subjektu hodnoceni
nebo kompenzaci subjektu hodnoceni v piipadé
ajmy, kterou Subjekt utrpi v pribéhu provadéni
Klinického hodnoceni nebo v souvislosti s nim.
Kopie pojistné smlouvy uzaviené v Ceské
republice mize byt poskytnuta Zdravotnickému
zafizeni na zakladé pisemné zadosti

7.3 Pokud kdykoli béhem trvani Studie
dospéji Instituce, ZkouSejici nebo spole¢nost
Gilead k divodnému zavéru, ze kterykoli ze
Subjektd Studie by mél byt z 0casti ve Studii
okamzité stazen, budou Smluvni strany vzajemné
spolupracovat na bezpecném stazeni takového
Subjektu ze Studie.

8. VSEOBECNA USTANOVENI

8.1 Publicita. Kazdd ze smluvnich
stran nebude pouzivat nazev Instituce nebo jméno
ZkouSejiciho ¢i jména jejich zaméstnanct nebo
kteroukoli z jejich ochrannych znamek a Instituce a
Zkousejici nebudou pouzivat obchodni firmu
spolecnosti Gilead nebo jména jejich zaméstnanct
nebo kteroukoli z jejich ochrannych znamek v
jakychkoli reklamnich ¢i propagacnich materidlech
nebo tiskovych zpravach bez piredchoziho
pisemného souhlasu druhé Smluvni strany vyjma
piipadd, kdy je takové pouziti nutné pro: (i) podani
urcend regulacnim organtim, vcetné podani Komisi
pro cenné papiry USA nebo podani FDA (nebo
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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. Institution
represents that it has obtained the Investigator’s
consent 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 entity of which Institution may be a part, from
participating in pooled investment vehicles such as
mutual funds.

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
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jinému ekvivalentnimu dozoréimu organu v jiné
zemi nez v USA); (ii) zahgjeni soudniho fizeni
nebo obhajobu v ném; nebo (iii) dodrzeni platnych
zakont, predpisu ¢i nafizeni. Bez ohledu na vyse
uvedené muze spole¢nost Gilead bez predchoziho
souhlasu zvefejnit informace o Instituci a
Zkousejicim, jeZ jsou vyZadovany ze zakona,
véetné identifikace Instituce jako subjektu
provadéjiciho Studii a identifikace Zkousejiciho
jako osoby provadgjici Studii v Instituci a vysi
poskytnutych finanénich prostiedk a nakladi
uhrazenych v souvislosti s Klinickym hodnocenim.
Instituce prohladuje, Ze ziskal souhlas ZkouSejici k
tomuto sdéleni. Instituce a Zkousejici mohou bez
pfedchoziho souhlasu zvefejnit v davérnych
internich zpravéach Instituce nebo ve zpravéach
predkladanych vladnim organtim nebo ve zpravach
tvoricich sou¢ast zadosti o granty informace o své
ucasti ve Studii (v€etné 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 partneri - vetejné
obchodovanych spole¢nosti. ~ Aby nedoslo k
jakémukoli potencidlnimu ¢i skutecnému stfetu
zajmi, nesmi Instituce ani ZkouSejici po dobu
trvani Studie, dokud maji k dispozici podstatné
nevefejné  informace spolecnosti  Gilead,
obchodovat s jakymikoli cennymi  papiry
spole¢nosti Gilead ani jejich vyzkumnych partnert
ani nesmi davat jinym osobam doporuceni k
takovym obchodim. Ustanoveni tohoto ¢lanku 8.2
neomezuje Instituci, piipadné jakykoli subjekt,
jehoz muaze byt Instituce soucasti, v ucCasti na
jakémkoli hromadném investicnim nastroji, jako
jsou napf. investi¢ni fondy.

8.3 Vztah. Pro ucely této Smlouvy
jsou Smluvni strany navzajem nezavislymi
subjekty a nic z obsahu této Smlouvy nebude
vykladano jako vytvofeni vztahu partnerd,
zmocnitele a zmocnénce, zaméstnavatele a
zamg&stnance nebo spole¢né¢ho podniku mezi nimi.
Z4dna ze Smluvnich stran neni opravnéna
zavazovat druhou Smluvni stranu nebo jakkoli
naznacovat, ze takovym opravnénim disponuje.

8.4 Doba trvani Smlouvy. Nebude-li
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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) Investigator has
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 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
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tato Smlouva vypovézena diive pisemnou vypoveédi
jedné ze Smluvnich stran druhé Smluvni strané dle
¢lanku 8.5 niZe, pak bude tato Smlouva ukoncena k
pozdéjSimu z nasledujicich termint: (i) den, kdy
spole¢nost Gilead obdrzi od Instituce/ ZkouSejici
veskeré vyplnéné formulafe CRF; (ii) den, kdy
Zkousejici  vyte$i veSkeré nejasnosti ohledné
pfedanych dat a predlozi zavére¢né zpravy EK a
spole¢nosti Gilead k jeji spokojenosti; (iii) den
dokonceni zavérecnych Cinnosti ve ZkouSejicim
centru Studie; a (iv) den, kdy spolec¢nost Gilead
provede veSkeré platby a vyplati veSkeré nahrady a
inkasuje veskeré vracené Castky dle této Smlouvy.

8.5 Ukonéeni Smlouvy. Kterakoli ze
Smluvnich stran mize tuto Smlouvu vypoveédeét
pisemnou vypovédi doru¢enou druhé Smluvni
strané se 30denni vypovédni lhttou.

8.6 Pokracovani platnosti a Gcinnosti.
V ptipad¢ ukonceni této Smlouvy dle ¢lanku 8.4
nebo v piipadé vypovézeni této Smlouvy dle
¢lanku 8.5 zlstavaji v platnosti a G¢innosti prava a
povinnosti vyplyvajici z téchto ¢lankii Smlouvy:
Ustanoveni ¢lanku 1.7,2, 4, 5, 6, 7.1 a 8 zustavaji v
plném rozsahu v platnosti a u¢innosti po ukonceni
nebo uplynuti doby trvani této Smlouvy.

8.7 Cela Smlouva, zmény a dodatky. Tato
Smlouva, v¢etné ptiloh, na né¢zZ Smlouva odkazuje,
a vcetn¢ Protokolu, predstavuje tplnou, konecnou,
naprostou a vyhradni dohodu mezi spole¢nosti
Gilead a Instituci ve vztahu ke Studii. V pfipadé

jakéhokoli  rozporu mezi ustanovenimi této
Smlouvy a ustanovenimi  Protokolu  jsou
rozhodujici ustanoveni Smlouvy s vyjimkou

rozporu tykajicich se lékaiskych, veédeckych ci
bezpecnostnich zalezitosti a samotného provadéni
Studie, jez se fidi ustanovenimi Protokolu. Tato
Smlouva mize byt vyhotovena v nékolika
stejnopisech.  Zadné zmény, doplnéni &i upravy
Smlouvy nebudou ucinné, pokud nebudou
uzavieny pisemné a podepsany vSemi Smluvnimi
stranami. Vyslovné ¢i implicitni vzdani se prav
nebo prominuti jakychkoli povinnosti neni trvalym
vzdanim se prav nebo prominutim jakychkoli
naslednych  povinnosti. Jakékoli domng¢lé
postoupeni nebo delegovani této Smlouvy ze strany
Instituce nebo Zkousejiciho nebo postoupeni jejich
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to assign or transfer this Agreement or any of the
rights or obligations under this Agreement and
shall use reasonable efforts to provide notice of
such assignment to Institution.

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:

If to Institution:

University Hospital Olomouc

I.P.Pavlova 185/6, 779 00 Olomouc Czech
Republic

Attention: doc. MUDr. Roman Havlik, Ph.D.
Tel (for courier use): +420 588 443 829
Facsimile: +420 588 443 829

Email: gabriela.ticha@fnol.cz

If to Gilead:

Gilead Sciences, Inc.

333 Lakeside Drive

Foster City, California 94404

Attention: Corporate Legal Affairs
Tel (for courier use): +1.650.574.3000
Facsimile: +1.650.522.5771

Email: legal_clinical@gilead.com

The Parties agree that, if required by applicable
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povinnosti vyplyvajicich z této Smlouvy na tieti
osobu bude neplatné bez predchoziho pisemného
souhlasu spolecnosti Gilead. Spolecnost Gilead si
vyhrazuje pradvo postoupit nebo pievést tuto
Smlouvu nebo kterdkoli ze svych prav a povinnosti
z této Smlouvy vyplyvajicich a vynalozi pfimetené
usili, aby poskytla ozndmeni o tomto piifazeni k
instituci

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

8.9 Oznameni.  VSechna oznameni
nebo souhlasy vyZadované dle této Smlouvy musi
byt ucinény pisemné a zaslany druhé Smluvni
strané bud’: (i) celostatné uznavanou dorucovaci
sluzbou s  garantovanym  doru¢enim  do
nasledujiciho pracovniho dne, pfiCemz v takovém
pfipad¢ bude oznameni povazovano za dorucené
jeden (1) den po predani pfislusSnému piepravci;
nebo (i) faxem s potvrzenim o uskutecnéném
prenosu nebo e-mailem ve formatu PDF, pfi¢emz v
takovém piipadé bude oznameni povaZovano za
dorucené¢ na zacatku nasledujiciho obvyklého
pracovniho dne po UspéSném pienosu. Oznameni
musi obsahovat ¢islo Protokolu Studie a musi byt
odesléna na nasledujici adresy:

Oznameni urc¢ena Instituci:

Fakultni Nemocnice Olomouc

I.P.Pavlova 185/6, 779 00 Olomouc Czech
Republic

K rukam: doc. MUDr. Roman Havlik, Ph.D.
Tel. (pro kuryrni sluzby): +420 588 443 829
Fax: +420588 443 829

Email: gabriela.ticha@fnol.cz

Oznameni urcena spolecnosti Gilead:
Gilead Sciences, Inc.

333 Lakeside Drive

Foster City, Kalifornie 94404

K rukam: Pravni oddéleni

Tel. (pro kuryrni sluzby): +1.650.574.3000
Fax: +1.650.522.5771

Email: legal_clinical@gilead.com

Smluvni strany se dohodly, Ze pokud je to

08 listopadu 2016


mailto:jmeno.prijmeni@fnol.cz
mailto:jmeno.prijmeni@fnol.cz
mailto:legal_clinical@gilead.com

laws, this Agreement may be publicly disclosed by
Institution in the contract register pursuant to the
Act no. 340/2015 Coll. (the “Act”). The Parties
acknowledge that the Budget and Payment
Schedule in Exhibit A and any other exhibits to this
Agreement as well as any other documents
provided to Institution or Investigator by Gilead per
Article 4.1 are deemed business secret of Gilead in
accordance with the Act and Institution and
Investigator shall ensure that such information will
not be published in the contract register.

The Parties declare that in relation to the Act no.
340/2015 Coll. maximum monetary value of the
Agreement is 1 473 522, 24 CZK.

8.10  Force Majeure. If any Party’s
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.

In case of any discrepancies between the English
version and Czech, the Czech version shall prevail
and govern.

This Agreement is executed in 3 counterparts, each
Party and Investigator shall receive one copy.

8.12 Gilead agrees that the Institution may publish
any information available on Clinicaltrials.gov.
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pozadovano dle platného prava, tato Smlouva mize
byt uvefejnéna Instituci v registru smluv podle
zakona ¢. 340/2015 Sb., (,,Zakon*). Smluvni strany
potvrzuji, ze rozpocCet a platebni rozvrh v pfiloze A
a jakékoliv dalsi prilohy této Smlouvy, stejné jako
dalSi  dokumenty  poskytnuté Instituci  ¢i
ZkousSejicimu ze strany Gilead dle ¢lanku 4.1 se
povaZzuji za obchodni tajemstvi vsouladu se
Z&konem a Instituce spole¢né se Zkousejicim
zajisti, Ze tyto informace nebudou uvefejnény
Vv registru smiuv.

Smluvni strany prohlasuji, Ze ve vztahu k zakonu ¢.
340/2015 Sh., maximalni penézni hodnota smlouvy
je 1473522, 24 K¢.

8.10 Vy38i moc. Pokud plnéni této
Smlouvy nékterou ze Smluvnich stran bude
znemoznéno, omezeno nebo zdrzeno (zcela nebo
z¢asti) z divodi mimo piiméfenou kontrolu
pfislusné Smluvni strany a nebude spocivat v
jednani ¢i necinnosti této Smluvni strany, pak bude
dotcena Smluvni strana po zaslani oznameni této
skutecnosti druhé Smluvni strané zprosténa plnéni
v rozsahu takové piekazky, omezeni nebo prodlent;
to za piedpokladu, Ze dotéena Smluvni strana
vynalozi pfiméfené¢ usili k zamezeni nebo
odstranéni pti¢in svého neplnéni Smlouvy a Ze své
plnéni obnovi ihned po odstranéni nebo zaniku
téchto pricin.

8.11 Rozhodné pravo. Tato Smlouva se
fidi pravnim fadem Ceské republiky bez ohledu na
jakékoli zasady volby préava. Piipadné spory budou
predlozeny krozhodnuti pfislusnému  soudu
v Ceské republice.

V piipadé rozporu mezi anglickou a ¢eskou verzi
této smlouvy ma piednost a je rozhodujici verze
Ceska.

Smlouva je vyhotovena ve 3 vyhotovenich, z nichz
Zdravotnické zatizeni a Zkousejici obdrzi po
jednom vyhotoveni, Zadavatel obdrZi 1 vyhotoveni.

8.12 Gilead souhlasi s tim, Zze instituce muze
zvetejnit  jakékoliv  informace k  dispozici
Clinicaltrials.gov.
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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.

NA DUKAZ CEHOZ Smluvni strany uzaviely
tuto Smlouvu ke dni uc€innosti, prostiednictvim
svych zplnomocnénych zastupci. Na zaklade
zvl&stni  plné moci Gilead jmenovala a
autorizovanou CRO ICON Clinical Research
Limited k provedeni této dohody jménem
spole¢nosti Gilead a na ni pfevadi zavazné
povinnosti Gilead a povinnosti stanovené v této
dohodg.

Fakultni nemocnice Olomouc ICON Clinical Research Limited, on behalf of

GILEAD SCIENCES, INC.

By/ Podpis:
By/ Podpis: Name/ Jméno:
Name/ Jmeno: Title/ Funkce:
Title/ Funkce:
Acknowledgement by Investigator Prohlaseni Zkousejiciho

| have read this Agreement and the Protocol for the Cetl jsem tuto Smlouvu a Protokol ke Klinickému
Trial, and | understand my obligations and those hodnoceni, a obeznamil jsem se se svymi
obligations of Institution. 1 will carry out my povinnostmi a s povinnostmi Zdravotnického
obligations and will assist in carrying out the =zafizeni. Budu vykonavat svoje povinnosti a
obligations of Institution in compliance with this poskytnu soucinnost Zdravotnickému zafizeni pii
Agreement, the Protocol and all applicable laws, vykonavani povinnosti Zdravotnického zafizeni
rules, guidance, and regulations including applicable v souladu s touto Smlouvou, Protokolem a vSemi
national and international regulations governing the ptisluSnymi pravnimi predpisy, véetné
conduct of clinical trials and guidance of the mezinarodnich pravnich piedpist, kterymi se fidi
International Conference on Harmonization relating provadéni klinickych hodnoceni a doporuceni
to Good Clinical Practice, clinical safety data Mezindrodni konference pro  Harmonizaci
management (ICH-E2A), and general considerations vztahujici se ke spravné Kklinické praxi,
for clinical trials (ICH-ES8). | agree that Gilead may, administrativnim udajim o klinické bezpecnosti
without prior consent and as required by applicable (ICH-E2A), a vSeobecnym pozadavkim pro
law, identify me as the Investigator conducting the klinickd hodnoceni (ICH-E8). Souhlasim, Ze
Trial at Institution. | represent that 1 am a licensed Gilead mé muze, bez piedchoziho souhlasu a
medical practitioner in good standing under pokud tak vyZaduje platnd legislativa,
applicable national and local law, and | am duly identifikovat jakozto Zkousejiciho provadéjiciho
authorized to conduct this Trial at Institution’s klinické hodnoceni v Instituci. Timto potvrzuji, Ze

facilities. jsem v souladu s pfislusnymi pravnimi ptedpisy
o opravnénym lékafem s dobrou povesti podle
INVESTIGATOR / ZKOUSEJICI: aplikovatelného narodniho prava, a Ze jsem fadné

opravnény provadét toto Klinické hodnoceni
V prostorach Zdravotnického zafizeni.

By/ Podpis:
Name/ Jméno:
Title/ Funkce:
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EXHIBIT A

BUDGET AND PAYMENT SCHEDULE
GS-US-296-1080

PRILOHA A

ROZPOCET A PLATEBNI ROZVRH
GS-US-296-1080

In consideration for conducting the Trial, CRO on
behalf of Gilead shall pay Institution fee which includes
65% income of FNOL and payments for additional
services as described in this Budget and Payment
Schedule. The Parties agree that this Budget and
Payment Schedule is part of the Agreement clarifying
the compensation associated with the Agreement and
includes all Trial-related costs, as referenced in the
Protocol.

Institution’s sole payee under the Agreement is Fakultni
nemocnice Olomouc (“Payee”). CRO on behalf of
Gilead shall make payments via Electronic Bank
Transfer and in accordance with the payment
instructions sent with reference to the Trial.

Name of account: Fakultni nemocnice Olomouc
Address: |.P.Pavlova 185/6, 779 00 Olomouc Czech
Republic

Director: doc. MUDr. Roman Havlik, Ph.D.

IC: 00098892

VATID:CZ00098892

Name of Bank: Cesk4 spofitelna, a.s.

Address of Bank (Central): Budg&jovicka 1912, 140 00
Praha 4 (C2)

Za provadéni studie CRO jménem spole¢nosti Gilead
zaplati Instituci néklady spojené se studii plus 65 %
zisk FNOL a paudélni platby v souladu s timto
Rozpoctem a Platebnim rozvrhem. Smluvni strany
souhlasi, ze tento Rozpocet a Platebni rozvrh tvoii
soucast Smlouvy a objasfuji kompenzaci souvisejici
se Smlouvou a zahrnuji vSechny néaklady vztahujici
se ke Studii, jak na n¢ odkazuje Protokol.

Vyhradnim piijemcem plateb ze strany Instituce dle
této Smlouvy je Fakultni nemocnice Olomouc
(,,PFijemce plateb”). Platby CRO ve jménu Gilead

budu

uskute¢iiovan

elektronickym  bankovnim

prrevodem a v souladu s pokyny pro platbu zaslanymi

s odkazem na studii.

Name of account: Fakultni nemocnice Olomouc

Address: |.P.Pavlova 185/6,

Czech Republic

779 00 Olomouc

Director: doc. MUDr. Roman Havlik, Ph.D.

IC: 00098892

VATID:CZ00098892

Name of Bank: Ceské spofitelna, a.s.
Address of Bank (Central): Budé&jovicka 1912, 140

00 Praha 4 (C2)

Account number: 2934392 (Code of Bank) 0800 Account number: 2934392 (Code of Bank) 0800
Variable symbol: (or Nr. of Invoice) Variable symbol: (or Nr. of Invoice)
Specific symbol:SWIFT code (BIC):  GIBACZPX Specific symbol: SWIFT code (BIC): GIBACZPX
IBAN (International Bank Account Number): IBAN (International Bank Account Number):
CZ10 0800 0000 0000 0293 4392 CZ10 0800 0000 0000 0293 4392

Payment Terms Platebni podminky

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 CZK XXX
as listed in the attached budget.
Submission of an invoice is not

Inicia¢ni platba Po

»Nevratny Start-
upll

podpisu  Smlouvy a
vyhotoveni a pfijeti vSech
pozadovanych regulatornich
dokumentut, véetné schvaleni
ze strany IRB, vyplati CRO
jménem Gilead nevratny
start-upovy poplatek ve vysi
XXX K¢ (ktery zahrnuje i
rezijni naklady Instituce)
start-upovy poplatek ve vysi
XXX Ké& k pokryti vSech
pocatecnich piiprav.
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Trial Visits

required

CRO in the name of Gilead
shall pay Payee for visits
completed by each Trial
subject as described in the
attached budget. Trial visit
payments are based on
procedures listed in the
Protocol. Trial visit payments
are conditioned upon Gilead’s
acceptance from Payee of
completed electronic  Case
Report Forms (“eCRF”) or
paper Case Report Forms
(“CRF”). Trial visits will be
paid automatically in
accordance with the payment
frequency listed below.

CRO in the name of Gilead
will pay Payee for the Trial
visits completed by valid Trial
subjects. A “valid Trial
subject” is a subject who meets
the inclusion criteria and does
not meet the exclusion criteria
defined in the Protocol, has
signed an ICF and HIPAA
Authorization  (or  country
equivalent) as reviewed or
approved in accordance with
the terms of this Agreement,
and completes each Trial visit.
If a Trial subject is
discontinued from the Trial for
any reason, Gilead will pay for

Studijni
navstévy

Instituce  vystavi  Gilead
fakturu na cCastku start-
upového poplatku.

CRO jménem Gilead bude

Piijjemci plateb  vyplacet
odménu za navstévy
absolvované Subjekty
Klinického hodnoceni

zpusobem a ve vySi uvedené
Vv ptiloZeném rozpoctu.
Odména za navstévy
v Klinickém hodnoceni je
stanovena  podle  ukont

uvedenych v Protokolu.
Podminkou pro vyplaceni
odmény za navstévy

v Klinickém hodnoceni je,
ze Prijemce plateb predlozi
spole¢nost Gilead vyplnéné
elektronické zaznamy
subjektu hodnoceni (dale jen
»elektronicky zdznam
eCRF“) nebo papirové
zaznamy subjektu hodnoceni
(dale jen ,,papirovy zaznam
subjektu hodnoceni“.
Odména za navstévy
v Klinickém hodnoceni bude
vyplacena automaticky ve
vyplatnich terminech
uvedenych niZe.

Odménu bude CRO jménem
Gilead vyplacet Piijemci

plateb za navstévy
v Klinickém hodnoceni
absolvované platnymi
Subjekty Klinického
hodnoceni. »Platnym
Subjektem Klinického
hodnoceni*  se  rozumi

subjekt, ktery splni vstupni

podminky a nespliiuje
Zadnou z vylucovacich
podminek stanovenych
v Protokolu, podepsal
formular informovaného
souhlasu a souhlas se

zpracovanim osobnich tdaju
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Payment
Frequency

all Trial visits completed by
that Trial subject. Institution
has sole responsibility for any
extra costs or liabilities
incurred by conducting visits at
a location not specified in the
FDA Form 1572.

Payee will be paid, in
accordance with the attached
budget, on a quarterly basis.

Payments due to Payee may be
delayed if the eCRFs or CRFs
have not been completed
within 5 business days of Trial
subject visits.

Upon termination of the Trial
(due to completion of the Trial
or any other cause), all
remaining amounts due for
Trial subject visits completed
shall be paid the following
payment cycle. For purposes of
this section, termination shall
not be deemed to have
occurred (and final payments
will not be made) until all
completed eCRFs or CRFs and

Frekvence
plateb

podle zadkona HIPAA (nebo
platnych pravnich piredpist
vdané =zemi) ve znéni
schvaleném podle podminek
této Smlouvy a absolvoval

kazdou navstévu
v Klinickém hodnoceni.
Bude-li Subjekt
z Klinického hodnoceni

z néjakého duvodu vyfazen,

uhradi  spole¢nost  Gilead
odménu za vSechny
navstévy v Klinickém
hodnoceni, které Subjekt
absolvoval. Za ptipadné
dodatecné naklady
a zavazky vzniklé
v souvislosti

s uskuteCiovanim  navstév

na jiném misté¢ neuvedeném
ve formulaii FDA 1572 nese
vyhradni odpovédnost
Zdravotnické zafizeni.

Platby budou pfijemci plateb
zasilany Ctvrtletné v souladu
s prilozenym  rozvrhem
plateb.

Castky splatné pifjemciim
plateb mohou byt zpozdény,
pokud nebudou elektronické
formulare CRF nebo
formulafe CRF vyplnény do
peti (5) pracovnich dnd od
navstévy subjektu Studie.

Pti  ukonCeni studie (z
divodu jejiho dokonceni
nebo z jiného ddvodu)
budou veskeré zbylé ¢astky
splatné  za  dokoncené
navstévy subjektd studie
vyplaceny v nésledujicim
platebnim obdobi. Pro ucely
tohoto ustanoveni se Studie
nepovazuje za ukoncéenou (a
kone¢né platby nebudou
uskute¢nény), dokud
nebudou doruceny veskeré

GSI-FORM-CR_CTA Central and East Europe Institution 01 Mar 2013

GS-US-296-1080 INS XXX

Page 19 of 26

08 listopadu 2016




Subject
Enrollment

completed eCRF or CRF
corrections are received.

The invoice is due forty five
(45) days from its issuing by
Institution.

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 Sbh. and
government regulation No.
351/2013 Sh.

If the actual number of Trial
subjects is higher or lower than

the target enrollment as
specified in the Budget
(“Target Enrollment
Number”), compensation to
Payee will be adjusted
accordingly.  The  Target

Enrollment Number is used to
determine the initial Budget set
forth in this Budget and
Payment Schedule. Gilead
may, at its sole discretion,
approve  additional  Trial
subject enrollment beyond the
Target Enrollment Number.
All such approvals must be in
writing.  All  requests for
enrollment of additional Trial
subjects beyond the Target
Enrollment Number should be
directed to the Gilead program
manager for the Trial.

This Trial is being conducted
under a policy of managed
enrollment. Gilead anticipates
closure of enrollment upon
randomization of a total
number of valid subjects as

Zaiazeni
subjekti Studie

vyplnéné formulaie eCRF
nebo CRF a jejich ptipadné
opravy.

Splatnost faktury je Ctyficet
pét (45) dnu od jejiho
vystaveni instituci.

V piipadé pozdni uhrady je
Pfijemce opravnén uctovat
arok z prodleni v z&konné

VySi.

Instituce je povinna na
faktufe  ur¢it  podminky
ptislusnych  poplatki za
pozdni Ghradu, dle
obcanského  zakoniku .
89/2012 Sb., a nafizeni

vlady ¢. 351/2013 Sb.,
Pokud bude skuteény pocet
subjekti Studie vys§i nebo
niz§i nez cilovy pocet
stanoveny v Rozpoctu
(,,Cilovy pocet zaiazenych
subjekti”), pak  bude
odména vyplacena Piijemci
platby odpovidajicim
zplisobem upravena. Cilovy
pocet zarazenych subjektl
Studie se pouZiva ke
stanoveni pocateéniho
rozpo¢tu v ramci daného
Rozpo¢tu a  Platebniho
rozvrhu. Kazdy dalSi subjekt
Studie zatazeny nad Cilovy
pocet zatazenych subjektu,
musi  spole¢nost  Gilead
schvélit a to pisemn¢ dle
vlastniho uvazeni
spole¢nosti Gilead. Veskeré
zadosti o zafazeni dalSich
subjektti Studie nad ramec
Cilového poctu zatazenych
subjekti musi byt zaslany
programovému manazerovi
pro  Studii  spolecnosti
Gilead.

Tato Studie se provadi dle

pravidel pro fizené
zafazovani. Spolecnost
Gilead predpoklada
ukonCeni  zafazovani  pfi
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Screen Failures

described in the Protocol. In
the event the total number of
valid subjects are enrolled
prior to Institution reaching its
Target Enrollment Number,
further recruitment will be
suspended.

A “Screen Failure” is defined
as a candidate who signs the
ICF and (HIPAA authorization
or country equivalent) and
received any Trial procedure,
but who is not randomized or
enrolled into the Trial. To
receive payment for Screen
Failures, the Screening eCRFs
or CRFs must be completed.

Payments for any Screen
Failures exceeding the Target
Enrollment Number or
allowable number of Screen
Failures as listed in the budget
grid are subject to Gilead’s
written approval and should be

Netspésny
screening

randomizaci celkového
po¢tu platnych subjektd v
souladu s Protokolem. V
pripadé, ze celkovy pocet
platnych  subjektd  bude
zafrazen drive, nez
Zkousejici a Studijni
Personal dosahne Cilového
poctu zafazenych subjektl
Studie, bude dalsi nabor
ukonden.

Za ,,Subjekt, ktery neproSel
vstupnimi  vySetfenimi®“ je
povaZovan zajemce o0 ucast
v Klinickém hodnoceni,
ktery podepsal formulaf
informovaného souhlasu
asouhlas se zpracovanim
osobnich  udaji  (podle
zakona HIPAA nebo
platnych mistnich pravnich
predpisit) a podstoupil
néjaké vySetieni v rdmci
Klinického hodnoceni, aviak
nebyl do Klinického
hodnoceni ~ randomizovan
nebo =zafazen. Podminkou
pro ziskani odmény za
Subjekty, které neprojdou
vstupnimi  vySetfenimi, je

vyplnéni elektronickych
zaznamu eCRF nebo
papirovych zaznamu
subjekti  hodnoceni  za

vstupni vySetieni.

Odména za Subjekty, které
neprosly vstupnimi
vySetienimi, prekracujici
cilovy pocet Subjektd pro
nabor nebo povoleny
celkovy pocet  Subjektu,
které neproSly vstupnimi

directed to the program vySetienimi, uvedeny
manager (or other Gilead V rozpocCtu podléha
designated representative). If pisemnému schvaleni
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Unscheduled
Visits

the approved number of
allowable  Screen  Failure
payments changes during the
course of the Trial, an
amendment to this Agreement
is not required.

The Screen Failure payment
rate is listed on the expense
reimbursement table below.
Payment for the approved
number of allowable Screen
Failures shall be issued
automatically in accordance
with the payment frequency
listed above. Payment for
additional approved Screen
Failures shall be issued upon
receipt of an invoice from
Payee to Gilead. Invoices for
Screen Failures must list each
candidate’s initials and date of
Screen Failure.

In  accordance with the
Protocol, for those Trial
subjects who require a visit
outside of the scheduled Trial
ViSits, Payee will be
automatically paid by Gilead
as listed in the budget.
Additional Unscheduled Visits
require written prior Gilead

Neplanované
navstévy

spole¢nosti Gilead a Zadost
0jeji vyplaceni je tieba

zaslat programovému
manazerovi (nebo jinému
uréenému zastupci

spole¢nosti Gilead). Zméni-
li se vpribéhu Klinického

hodnoceni schvaleny
celkovy povoleny pocet
Subjektd, které neprosly
vstupnimi vysetienimi,

nebude nutné tuto Smlouvu
ménit.

Pomérna odména za
Subjekty, které neprosly
vstupnimi  vySetfenimi, je
uvedena dole v tabulce
proplacenych vydaju.
Odména za  schvaleny
celkovy povoleny  pocet

Subjektd, které neprosly
vstupnimi vySetenimi, bude
vyplacena automaticky ve
vySe uvedenych vyplatnich

terminech. Odména za
dodatecné schvalené
Subjekty, které neprosly

vstupnimi vySetfenimi, bude

vyplacena  po  doruceni
faktury vystavené
Ptijemcem plateb na
spole¢nost  Gilead. Ve
fakturach za Subjekty, které
neprosly vstupnimi
vySetienimi,  musi byt
uvedeny inicidly zajemct
0 Ucast v Klinickém
hodnoceni adatum, kdy
neprosly vstupnimi
vysetienimi.

Odménu za Subjekty

Klinického hodnoceni, které
se budou muset dostavit na
navstévu mimo naplanované
navstévy v Klinickém
hodnoceni, bude spolecnost
Gilead vyplacet Piijemci
plateb v souladu
s Protokolem  automaticky
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approval and shall be paid at
the rate indicated on the
expense reimbursement table
below upon receipt of an
invoice. The payment amount
for such wvisits will be
calculated based on procedures
performed at each visit and is

ve vysi uvedené v rozpoctu.
Dalsi neplanované navstévy
museji byt  spolecnosti
Gilead schvaleny pisemné
pifedem a odména za né bude
vyplacena ve vysi uvedené
v tabulce proplacenych
vydajii po doruceni faktury.

subject to Gilead’s final Vyse odmény za takové
approval. navstévy bude vypocitdna
podle tikonl provedenych na
navstéve a podléha
kone¢nému schvaleni

spole¢nosti Gilead.

Expense CRO on behalf of Gilead shall Uhrada nakladi CRO jménem spoleénosti
Reimbursement pay additional Trial-related Gilead bude hradit
expenses as listed in the dodate¢né vydaje souvisejici
attached budget or as otherwise s Klinickym hodnocenim
pre-approved by Gilead in uvedené Vv ptiloZzeném
writing. To request payment of rozpo¢tu nebo jinak pfedem
these costs, Institution shall pisemné schvalené
submit  itemized invoices, spolecnosti  Gilead. Aby
accompanied by appropriate mohly byt tyto vydaje
back-up  documentation or proplaceny, musi
receipts, in accordance with the Zdravotnické zafizeni
invoicing instructions below. ptedlozit polozkovou
The Payee will have up to 120 fakturu s piilozenim
days after the completion of veskerych podkladi
the Trial to submit any auétenek vsouladu snize
outstanding  invoices  for uvedenymi  pokyny  pro
reimbursement  consideration vystavovani faktur.
and to resolve any payment Na piedlozeni  zbyvajicich
discrepancies. faktur k proplaceni
a vyreSeni pripadnych
rozporu v platbach bude mit
Piijemce  plateb  lhitu
120 dnu po skonc¢eni
Klinického hodnoceni.
Trial — Subject 1raye reimbursement
Travel compensation is  regulated )
under the contract between the Nahrada Kompenzace za  cestovni
Gilead and Investigator. cestovnich nahrady se fidi smlouvou
vydajia mezi Gilead a ZkouSejicim.
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VAT “The amount of the payment is
specified excluding VAT. VAT
shall be added at the statutory
rate based on the applicable legal
regulations on the date when the
medical facility issues the given
invoice. The payment shall be
made on the basis of an invoice
issued by the medical facility.
The medical facility shall issue
the invoice on the basis of a
calculation of patients’ visits
drawn up by the Gilead and
approved by the investigatorDate
of taxable event shall be the date
of issue of the tax document.

UHRADY Platba je uvedena bez

VYDAJU DPH. Pfipoéteni DPH v
platné zakonné wvysi se
fidi platnymi pravnimi
normami v den fakturace
zdravotnickym
zafizenim. Platba bude
provadéna na zakladé
fakturace zdravotnickym
zafizenim. Fakturu
vystavi zdravotnické
zafizeni na  zakladé
kalkulace uskutecnénych

navstév vytvorené
zadavatelem a
odsouhlasenych

zkousSejicim. Datum

uskuteé¢néni zdanitelného
plnéni je den vystaveni
danového dokladu.

Invoicing Instructions
Invoices should clearly identify the following:

Investigator Name

A unique invoice number

Payee Name

Remittance Details

Telephone or email address for invoice
guestions

Protocol Number

o Description of Items e.g.

Line 1 CT Scan Fees

Line 2 Dexa Scan

Line 3 Screen Failure for Subject #### on Jan 12,
2012

Pokyny pro fakturaci

Faktury musi jasné uvadét nasledujici informace:

Jméno zkousejiciho

Jedinecné cislo faktury

Jméno piijemce platby

Informace o platbé

Telefonni ¢islo nebo e-mailova adresa pro
otazky ohledné fakturace

Cislo protokolu

Popis polozek, napt.

Radek 1 Platby za CT snimkovani

Radek 2 Snimek Dexa

Radek 3 Neusp&sné zatazeni do Studie za
subjekt ¢. #### dne 12. ledna 2012

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.

Invoices for expenses should be made out to and sent
for processing to the following invoice address:

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

Chybéjici  jedine¢né  Cislo  faktury, jméno
zkousejiciho nebo Cislo protokolu na faktute mutze
vést ke zpozdéni platby. Pro urychleni véasné platby
by mély byt, kde je to mozné, vydaje rozepsany na
polozky a uvedeny v jedné faktufe.

Faktury za vydaje budou zaslany na nasledujici
faktura¢ni adresu ke zpracovani:

K rukam: Gilead Sciences, Inc.
c/o ICON Clinical Research Limited
Investigator Payments Group
Adresa: | South County Business Park |
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Leopardstown Leopardstown

Dublin 18, Ireland Dublin 18, Ireland
TAX ID number: IE 8201978R TAX ID number: IE 8201978R
Reference: GS-US-296-1080, XXX Odpovédna GS-US-296-1080, XXX
osoba:;

Dotazy tykajici se stavu platby nebo faktury mohou

Inquiries regarding payment status or invoices can be byt zaslany Investigator.Payments@iconplc.com

sentto Investigator.Payments@iconplc.com
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BUDGET IN INSTITUTION FORMAT

XXX
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