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

This Clinical Trial Agreement (“Agreement”) is
entered into as of the day of the last party signature
(the “Effective Date”) by and among

Oblastni nemocnice Pribram, a.s. a
hospital with an address at Gen. R. Tesatika 80 261
01 Piibram I Czech Republic, Company no.:
27085031, VAT: CZ27085031, Represented by:
MUDr. Stanislavem Holobradou, director of the
Institution(the “Institution”)

AND

XXX the investigator for the Trial, with address:
XXX, date of birth: XXX (the “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 to
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”), Institution’s Gen. R. TesaFika 80
261 01 Pribram I, location (the “Trial Site”). The
Trial will be conducted under the immediate
supervision of the Investigator The Trial will be
conducted under the immediate supervision of the
Investigator. The Trial will be conducted using
Gilead’s Trial drug, GS-5745 (individually or in
combination with mFOLFOXG®6, the “Compound”).
ICON Clinical Research, L.P. (an affiliate of ICON
Clinical Research Limited, collectively, “ICON” or
the “CRO”) located at South County Business
Park, Leopardstown, Dublin 18, Ireland is serving
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SMLOUVA O KLINICKE STUDII PRO
PROTOKOL CiSLO PROTOKOLU GS-US-
296-1080

Tato Smlouva o klinické studii (“Smlouva”) je
uzaviena dne, kdy posledni ze stran pfipoji nize
svij podpis (“Datum uéinnosti”’) mezi

Oblastni nemocnice Pribram, a.s. se
sidlem Gen. R. Tesaiika 80 261 01 Piibram I.,
Ceskd  republika, ICO: 27085031, DIC:
CZ27085031, Zastoupena: MUDr. Stanislavem
Holobradou, feditelem nemocnice (dale jen
“Instituce”)

A

XXX zkousejicim v ramci studie, bytem XXX,
datum narozeni: XXX (,,ZkousSejici”)

A

Gilead Sciences, Inc., obchodni spole¢nosti
zaloZzenou ve staté Delaware, se sidlem v 333
Lakeside Drive, Foster City, Kalifornie, 94404,
U.S.A. (spolecné s jejimi poboCkami a dcefinymi
spole¢nostmi ve Spojenych statech, “Gilead”), v
souvislosti s klinickou studii provadénou v souladu
s Protokolem GS-US-296-1080 , “ A Phase 3
Randomized, Double-Blind, Placebo-Controlled
Study to Evaluate the Efficacy and Safety of GS-
5745 Combined with mFOLFOX6 as First Line
Treatment in Patients with Advanced Gastric or
Gastroesophageal Junction Adenocarcinoma ”
(spole¢né s jakymikoliv dodatky k tomuto, které
jsou zde zminény, “Protokol”) (“Studie®)
Institution’s Gen. R. Tesatika 80 261 01 P#ibram
| (“Zkousejici centrum”). Studie bude provadéna
pod pfimym dohledem Zkousejiciho. Studie bude
provedena pomoci testovacich 1ékt Gileade GS-
5745 (samostatné nebo v kombinaci s mFOLFOX6,
“Slouc¢enina”). Gilead uzaviel smlouvu se
spole¢nosti ICON Clinical Research, L.P. (pobocka
ICON Clinical Research Limited, spolecné,
"ICON" nebo "CROQ"), se sidlem South County
Business Park, Leopardstown, Dublin 18, Ireland
jednd jako smluvni vyzkumnd organizace
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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 on behalf of

Gilead will pay the Institution’s and Investigator’s
payees as set forth in the Budget and Payment
Schedule attached hereto as Exhibit A and
incorporated herein by reference.

Q) 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’s product or
service.

(iii) Institution and 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. In the event that Investigator will have sub-
investigators for the Trial, performing obligations
of the Investigator and / or sub-investigators
contained within this Agreement, such sub-
investigator performance shall be secured by the
Investigator. Possible financial obligations towards
the sub-investigators shall be handled solely by the
Investigator and shall be considered to be included
within the Investigator’s compensation for the
Trial.

(iv) If

Gilead requires
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spole¢nosti Gilead ve spojeni se Studii. Spole¢nost
Gilead, Zkousejici a Instituce jsou dale nékdy
jednotlivé nazyvany “Smluvni strana” nebo
spole¢né jako “Smluvni strany.” Smluvni strany
se dohodly na nasledujicim:

1. ZAVAZKY PRO PROVADENI
STUDIE
1.1 Platba. CRO vwvyplati piijemce Instituce a

Zkousejiciho, jak je stanoveno v Rozpoctu a
Rozvrhu plateb, které tvoii Prilohu A této
Smlouvy a odkazuje se na né.

Q) Smluvni strany souhlasi,
ze platba provedend na zakladé této Smlouvy
pfedstavuje  redlnou trzni  hodnotu  plnéni

souvisejiciho se Studii, které bude zajisténo podle
této Smlouvy, a Zze nesouvisi s objemem nebo
hodnotou jakychkoliv doporugeni nebo jinych
obchodnich ~ vztaht  jinak vzniklych  mezi
Smluvnimi stranami.

(i) Zadné &astky vyplacené na
zaklad¢ této Smlouvy nejsou zamysleny jako
nabidka nebo platba uskutecnénd vymeénou za
jakoukoliv explicitni nebo implicitni dohodu o
zakoupeni, predepisovani, doporucovani (Ci
zajisténi priznivych podminek) jakéhokoli vyrobku
nebo sluzby Gileade aani jako takové nebudou
chapany.

(iii) Instituce a Zkousejici nebudou vyzadovat ani
pfijimat od subjektti Studie nebo od jinych platct,
vcetné vladnich subjektli nebo pojistoven, platbu
za materialy nebo sluzby souvisejici se Studii, které
dodal nebo =zaplatil Gilead. V piipadé, ze
Zkousejici v ramci studie bude mit spoluzkousejici,
plnéni  povinnosti  zkouSejiciho a / nebo
spoluzkousejicich obsazené v této Smlouve, takové
plnéni povinnosti spoluzkousejicimi bude zajisténo
Zkous$ejicim.  Pfipadné financéni zavazky vuci
spoluzkousejicim fesi vyhradné Zkousejici a budou
povazovany za zahrnuté v ramci podilu na studii
Zkousejiciho.

(iv) Pokud Gilead pozaduje,
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Investigator and Trial Personnel (as defined below)
to attend an investigator meeting for the Trial, CRO
on Gilead’s behalf 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 and
Investigator will conduct the Trial at the Trial Site
in strict compliance with (i) the Protocol; (ii) the
obligations of Institution and Investigator under
this Agreement; (iii) all applicable laws, in
particular Act no. 378/2007 Coll., Act on
Pharmaceuticals, Act no. 372/2011 Coll. Act on
medical services and Act no. 101/2000 Coll., Act
on personal data protection, 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
Harmonization Harmonized 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. 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 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.
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aby se ZkousSejici a Trial Persondlni (definovany
nize) zucastnil setkani zkousSejicich pro Studii,
CRO jménem Gileade zatidi a uhradi piimé
nadklady na cestovani, ubytovani a stravu
v souvislosti s tucasti. Takto proplacené vydaje
mohou byt vetejné vykazatelné. Nebude vyplacena
zadnad odmeéna v souvislosti s tcasti na setkdni
zkousejicich.

1.2 Provadéni studie Instituce bude
provadét Studii ve ZkouSejicim centru studie v
pfisném souladu s (i) Protokolem; (ii) se zavazky
Institucee dle této Smlouvy; (iii) ustanovenimi
vSech pfislusnych zakont, zejména zakona ¢.
378/2007 Sb., Zakon o 1é¢ivech, zdkona ¢.
372/2011 Sb. Zakon o zdravotnich sluzbach a
zakona ¢. 101/2000 Sb. Zakon o ochrané osobnich
udaji, pravidly, nafizenimi a smérnicemi, vcetné,
bez omezeni, platnych smérnic Evropské Unie,
véetné téch, které se vztahuji na provadéni
humannich klinickych studii a ochran¢ osobnich
udaji  (95/46/EHS) a veskerych platnych
protikorupcnich zédkonl a zdkonl na ochranu proti

uplatkatstvi, 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”), v€etné¢ bez omezeni GCP (ICH-E6),
smérnici o bezpecnosti prace s klinickymi daty
(ICH-E2A) a vseobecnym zhodnocenim klinickych
studii (ICH-ES8); (v) vSeobecné piijimanymi
lé¢ebnymi standardy v Iékaiské profesi; a (vi)
veskerymi dal§imi platnymi zidkony a predpisy
zem¢, v niz bude Studie provddéna. Vylu¢né
Instituce bude odpovédny za veSkeré zavazky
vyplyvajici z jakéhokoli neplnéni povinnosti
Instituce v souladu s vySe uvedenymi pozadavky.
Ani Instituce ani ZkousSejici se neodchyli od
Protokolu bez predchoziho pisemného souhlasu
Gilead, kromé ptipadd, kdy podle odivodnéného
lékatského nazoru Zkousejictho je takové
odchyleni nutné pro ochranu bezpecnosti subjektl
Studie v pfipadé nahlych nebo naléhavych
situacich. V téchto pfipadech Zkousejici nebo
Instituce uvédomi Gileade ustné o takové odchylce
a jeji odtvodnéni do dvaceti ¢ty (24) hodin po
jejim vzniku a do péti (5) pracovnich dnd po
vyskytu takového odchyleni poda Gilead pisemnou
Zpravu.
1.3 Dodrzeni

podminek ze strany
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Institution and  Investigator  represent that
Investigator is an employee of Institution and has
executed the signature page of the Protocol and this
Agreement as independent third party, and the
Investigator proclaims that he will comply with all
terms of the Protocol and this Agreement. To
exclude any doubts parties proclaim that services
under this Agreement are performed by the
Investigator apart from the Investigator’s
employment with the Institution and solely based
on 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 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 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 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
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ZkouSejiciho. Instituce a  ZkouSejici  timto
prohlasuji, ze Zkousejici je zaméstnancem Instituce
a 7ze podepsal podpisovou stranu Protokolu i této
Smlouvy jako nezédvisld tfeti strana, a dale
zaruCuje, ze ZkouSejici prohlasuje, Ze bude
dodrzovat veskeré podminky Protokolu a této
Smlouvy. Pro vylouc€eni jakychkoliv pochybnosti
smluvni strany prohlasuji, Ze Ccinnost dle této
smlouvy vykonava Zkousejici mimo sviij pracovni
pomér k Instituci, a to vylucné na zéaklad¢ této
smlouvy.

14 Zastaveni Cinnosti, omezeni nebo
neschopnost Zkousejiciho Instituce a Zkousejici
bezodkladné pisemné uvédomi Gilead , pokud v
prabéhu Studie: (i) bude Zkousejicimu zastavena
¢innost, ztrati svou kvalifikaci nebo obdrzi
oznameni o jakémkoli vySetfovani ze strany jeho
profesionalni  vedouci organizace, jakéhokoli
regulacniho organu nebo jiné vladni organizace; (ii)
Zkousejici obdrzi oznameni o jakémkoli omezeni
svych Klinickych privilegii u Institucee; (iii)
Zkousejici je sankcionovan jakymkoli regulacnim
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 ptipadé
kterékoli vySe popsané situace Instituce zajisti, aby
Zkousejici nadale dodrzoval podminky této
Smlouvy. Na pozadani Gilead budou Instituce a
Zkousejici spolupracovat pii hledani vhodného
ndhradniho zkousejiciho nebo ptevodu Studie k
jinému Instituce v brzkém terminu tak, aby se
Studie nepferusila.

15 Schvaleni Etické komise (EK) a
Formulat informovaného souhlasu Pied zahajenim
Studie ve ZkouSejicim centru obdrzi Instituce a
Zkousejici od pfislusné etické komise (“EK”)
schvaleni Studie, vc¢etné schvaleni Protokolu,
formulafe  informovaného  souhlasu, a v
relevantnich pfipadech téz formulare pediatrického
souhlasu (souhrnné, “ICF”) a jakychkoli dodatki
ke kterémukoli z vySe uvedenych dokumentd v
souladu s pfislusnymi zakony, pravidly a dal§imi
pfedpisy zemé, ve které se Studie provadi.
Instituce a ZkouSejici obdrzi od kazdého jedince
(nebo od zakonného zastupce tohoto jedince), ktery
bude hodnocen pro ucCast ve Studii, spravné
vyplnény ICF, jak bylo schvaleno Gileadem a EK,
diive, nez bude tomuto jedinci umoznéno
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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
nation where the Trial is to be conducted
(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 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
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podstoupit hodnoceni pro ucast ve Studii. Instituce
nebo Zkousejici zajisti, ze ICF bude vyhovovat
formou i obsahem piislusnym zakontim, nafizenim
a smérnicim, véetn€¢ ICH-GCP, a zakonu o ochrané
osobnich udaj, stejné jako pfislusnym podminkam
Protokolu. Instituce a Zkousejici okamzité dodaji
Gilead nebo CRO ptislusné doklady o schvaleni
EK, kopii ICF schvaleného Etickou komisi a
jakékoli dodatky ICF pozdé&ji schvalené EK pied
pouzitim Instituci. Jakékoli Instituceem navrzené
odchylky ve vzorovém jazyku ICF od Gilead musi
byt Gileadem schvaleny pted jejich pouZitim u
subjektll ve Studii. Poruseni tohoto Clanku 1.5

bude predstavovat podstatné poruSeni této
Smlouvy.
1.6 Opravnéni Instituce a ZkousSejici

zajisti, ze ICF obdrzeny od kazdého jedince, ktery
se bude Ttucastnit Studie, obsahuje vyslovny
pisemny souhlas tohoto jedince (nebo jeho

zakonného  zastupce) se  shromazdovanim,
vyuzivanim, uklddanim a dal$im pfevodem jeho
osobnich  udaji  mimo  Evropskou  Unii

(“Opravnéni”), coz bude dokumentovat souhlas
takovéhoto jedince s tim, aby Instituce poskytl jeho
osobni udaje pfislusSnym vedoucim slozkam
Gileade nebo CRO, pfislusnym kontrolnim tfadtim
a zaméstnanciim, zastupcim a nezavislym
dodavatelim Gileade a jejim pobockam v souladu
se smérnici Evropské Unie o ochrané osobnich
udaji  (95/46/EHS), ptislusSnymi  zakony a
nafizenimi zemé, ve které¢ je Studie provadéna,
(pfislusné zakony a nafizeni Ceské republiky) a
dal$imi predpisy, zakony a smérnicemi, které se
tykaji ochrany osobnich udaji (souhrnné“Zakony
na ochranu soukromi”). Vsechny Smluvni strany
budou spolupracovat na doplnéni Opravnéni nebo
jinych dokumentti, které mohou byt nékdy
potfebné, tak, aby vyhovovaly Zakonim na
ochranu soukromi v rozsahu, ve kterém tyto zakony
pro danou Smluvni stranu plati, a aby zajistily, Ze
vysledky Studie (definované nize) mohou byt
pouzity Gileadem pro tucely predpokladané touto
Smlouvou. Gilead bude opravnéna piezkoumat a
pfiméfené revidovat Opravnéni nebo jiné
dokumenty nebo jakékoli jejich zmény dfive pted
jejich pouzitim ze strany Institucee, a to pod
podminkou nasledného souhlasu piislusné EK.

1.7 FDA formulai 1572, Finanéni
informace Zkousejici pied zahdjenim Studie u
Institucee kompletné vyplni, podepiSe a pieda
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and deliver to Gilead [or CRO the United States
Food and Drug Administration (“FDA”) Form
1572 as described in 21 CFR 8312.53. 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 8 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 8 54.4(a). In addition, during
the term of this Agreement and for one (1) year
after 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; ¢)
lack of effect reports, d) reports of adverse
reactions in infants following exposure from
breastfeeding; e) reports of adverse reactions
associated with product complaints; and f) reports
arising from occupational exposure.

19 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
http://www.clinicaltrials.gov/ and websites and
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Gilead [nebo CRO] formulai FDA (United States
Food and Drug Administration) ¢. 1572, jak je
popsan v 21 CFR §312.53. Dale pred zahajenim
Studie u Institucee zajisti Zkousejici a Instituce, ze
Zkousejici a kazda jednotliva osoba zapsand na
formulafi FDA 1572 poskytnou Gilead [nebo CRO]
podepsany formuldi finan¢nich informaci, kde
pfiznaji. nebo popfou existenci vesSkerého
finan¢niho zajmu a zalezitosti popsanych v 21 CFR
8§ 54.4(a) tak, aby Gilead a jeho pobocky byly
schopny poskytnout kompletni a presné ujiSténi
nebo prohlaseni o poskytnuti informaci, které je
vyzadovano 21 CFR § 54.4(a). Dale béhem doby
trvani této Smlouvy a po dobu jednoho (1) roku po
dokonéeni nebo ukonceni Studie Instituce nebo
Zkousejici zajisti, ze vSichni jedinci uvedeni na
formulaii FDA 1572 ihned uvédomi Gilead o
jakychkoli zménach nebo opravach informaci
obsazenych v podepsaném formuléafi financ¢nich
informaci predlozeném témito jedinci.

1.8 Bezpeénostni  hlaseni Instituce a
Zkousejici budou hlasit v§echny zavazné nezadouci
ptihody, HIaseni zvlastnich situaci (definované
nize), a/nebo nebo jiné bezpecnostni problémy,
které jsou uréeny v Protokolu a v souladu s
prislusnymi zékony, pravidly a vyhlaskami, které,
kromé¢ jinych, obsahuji ICH-E2A a Smérnici
Evropské Unie 2001/20/ES. Pro vylouceni
pochybnosti se timto sjednava, Zze Zkousejici i
Instituce poskytnou pfimétenou pomoc Gilead, aby

mu  umoznili  vyhovét vSem  pfisluSnym
pozadavkim. ,Hlaseni zvlaStnich situaci®
znamenaji: a) hlaSeni téhotenstvi; b) hlaSeni

chybného podani, zneuziti a nespravného uziti 1€kt
nebo predavkovani 1éky; c) hlaseni nedostate¢né
ucinnosti; d) hlaseni nezadoucich G¢inki u kojenct
po expozici pii kojeni; e) hladSeni nezddoucich
ucinkii spojovanych se stiznostmi na ptipravek a f)
hlaseni souvisejici s pracovni expozici.

1.9 Osobni Gdaje Zaméstnancti
zapojenych do vykonu klinického hodnoceni.
Osobni Gdaje spojené s Instituci, Zkousejicim a
Zaméstnanci zapojenymi do vykonu klinického
hodnoceni budou zpracovany a uchovavany v jedné
¢i vice databazich. Takové udaje mohou byt
pouzity pro ucely: (i) provedeni Klinického
hodnoceni; (ii) ovéfeni vladnimi nebo kontrolnimi
ufady, Gileadem, smluvni vyzkumnou organizaci,
jejich jednateli a pfidruzenymi osobami; (iii)
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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.

2. TRIAL DRUG; MATERIALS
TRANSFER;RECORDS RETENTION;
INSPECTION

2.1 Trial Drug.

Q) 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
Trial subjects as part of the Trial (collectively, the
“Trial Drug”) free of charge to hospital pharmacy
of the 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 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
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dodrzovani zakonnych a pravnich pozadavki; (iv)
zvetejnéni na internetovych strankach na adrese
http://www.clinicaltrials.gov/ a na internetovych
strankach a v databazich, které slouzi podobnym
ucelim; a (v) uchovavani v databazich k umoznéni
vybéru  zkouSejicich pro budouci klinicka
hodnoceni. Osobni tidaje mohou byt zptistupnény
nebo poskytnuty ptidruzenym nebo dcefinym
spoleCnostem, zastupcim a smluvnim partneriim
Gilead pracujicim jménem Gilead a kontrolnim
ufadiim po celém svété. Instituce zajisti, aby byly
podepsany veskeré dokumenty souhlasu s pouzitim
tdchto udaji pro Gdely popsané v tomto Clanku.

2.  ZKOUSENE LECIVO, PREVOZ
MATERIALU, UKLADANI UDAJU,
KONTROLA
2.1 Zkousené lé¢ivo
(i) Instituce a Zkousejici jsou

si védomi, ze Sloucenina je vlastnéna nebo fizena
Gileadem a ze zadna podminka této Smlouvy ani
Protokolu, ani Zadna ¢innost provadéna Institucemi
nebo Zkousejicim v rdmci Studie nebude vykladana
jako wud¢leni jakéhokoli prava ke Sloucening
Instituce nebo Zkousejicimu.

(i) Pokud se Smluvni strany
nedohodnou jinak, Gilead poskytne Slou¢eninu a
jakékoli kontrolni ¢i placebo latky podéavané
subjektim ve Studii jako soucast Studie (souhrnné
“ZkouSené 1é¢ivo”) bezplatné do nemocniéni
Iékarny Instituce k podavani nebo nakladani s ni
pouze podle wureni nebo pod dohledem
ZkouSejiciho nebo  spolu-zkousejicich, a to
subjektim Studie ve ZkouSejicim centru, v pfisném
souladu s Protokolem.

(iii) Instituce a  Zkousejici
budou pouzivat Zkousené 1é¢ivo pouze k provadéni
Studie v pfisné shod¢ s Protokolem a ne k zddnému
jinému ucelu, a nepfedaji Zkousené 1é¢ivo zadné
tieti  strané. Instituce a ZkouSejici budou
manipulovat, ukladat, transportovat nebo likvidovat
Zkousené lécivo tak, jak je urceno Gileadem nebo
jeho zastupci, a to v souladu s pfislusnymi zakony,
pravidly a vyhlaskami.

(iv) Instituce a  ZkouSejici
zajisti, ze prazdné a Casteéné pouzité baleni
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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 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, 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
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ZkousSeného 1éciva a jakékoli zbyvajici mnozstvi
ZkouSeného 1éCiva pii zavéretné navstévé na
Zkousejicim centru nebo pifi pred¢asném ukonceni
této Smlouvy bude znehodnoceno nebo vraceno
Gilead v souladu s Protokolem.

(v) Podpora Gilead Studii ani
ucast Instituce nebo Zkousejiciho ve Studii
nezakladaji zadny vyslovny ¢i implicitni zévazek
Instituce  nebo  ZkouSejictho k  nakupu,
predepisovani, poskytovani zvyhodnéného rezimu
preskripce nebo k jakékoli jiné podpote produktii
Gilead.

(vi) Pokud to nevyzaduje
Protokol, Instituce ani ZkousSejici nebudou
modifikovat Zkousené 1é¢ivo nebo jeho baleni.
Pokud politika Instituce vyzaduje jakékoli
modifikace baleni ZkousSené¢ho 1é¢iva, musi tyto
zmény byt pifedem pisemnou formou schvaleny
Gileadem.

2.2 Vzorky a  jiné  materialy
Diagnostické testy, télesné tekutiny, tkanové
biopsie, Udaje nebo jiné materialy shromazdéné pro
Studii budou pouzity Institucemi a Zkousejicim
pouze pro potieby Studie a pouze tak, jak je urceno
Protokolem a touto Smlouvou.

2.3 Vedeni zaznam a  jejich
uchovavani  Zkousejici a Instituce povedou
dostatecné a presné zaznamy vztahujici se k
podavani Zkouseného 1éCiva a vykonavani vSech
vyzadovanych postupi podle Protokolu na
subjektech Studie, zejména pisemné zdrojové
dokumenty, zdravotni zaznamy, grafy vztahujici se
k jednotlivym subjektim Studie, “Formuléaie o
ptipadu” (“CRF”), kontrolni zdznamy, poznamky,
hlaseni a data. Instituce a Zkousejici budou mit
tyto dokumenty ulozeny po nasledujici dobu: (i)
nejméné¢ po dobu péti let podokonceni nebo
predcasném ukonceni Studie U vSech Ucastnicich se
Instituce; (ii) dva roky po poslednim schvaleni
zadosti o registraci Slouceniny ve Spojenych
statech, Evropské unii a Japonsku; (iii) dva roky po
oznédmeni poskytnutém Gileadem, ve kterém bude
uvedeno, ze oficialné ukoncila klinicky vyvoj
Slouc¢eniny; nebo (iv) po jiné minimalni 1hité pro
uchovavani, jak je vyzadovano platnymi zékony.
Instituce nebo ZkouSejici uvédomi Gilead
pisemnou formou pred =znicenim jakychkoli
zaznamu vztahujicich se ke Studii a na pozadani
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such records to Gilead at Gilead’s expense.

24 Inspection and Assistance with
Regulatory Matters.

(M 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.

(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.

(iii) At Gilead’s request and
expense, Institution and/or Investigator, 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 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.

3.2 Each of Institution and Investigator
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Gilead pfevezou tyto zaznamy Gilead na naklady
Gilead.

24 Kontrola a souéinnost v

zalezitostech regulace

Q) V piiméfenych casovych
intervalech a po pfiméfeném upozornéni piedem
ma Gilead a jeho urceni zastupci pravo prohlizet,
kontrolovat a monitorovat ZkouSejici centrum,
zatizeni Institucee a vSechny zdznamy popsané v
¢lanku 2.3. Instituce, ZkousSejici centrum Studie i
Zkousejici budou poskytovat soucinnost Gilead a
jeho urCenym zastupciim v souvislosti s takovymi
kontrolami, audity a monitorovacimi navstévami.

(i) Instituce a  Zkousejici
uvédomi okamzité Gilead, jakmile obdrzi oznameni
0 jakékoli kontrole nebo jiném Ukonu ve vztahu ke
Studii ze strany FDA nebo jiného vladniho ¢i
regula¢niho organu, a poskytnou Gilead v této
souvislosti potfebnou soucinnost.  Instituce a
Zkousejici ihned poskytnou Gilead kopie veskeré
dokumentace vztahujici se ke Studii ziskané od
FDA nebo jiného regulacniho organu nebo jim
zaslané.

(ili)  Na zadost a naklady
Gilead budou Instituce a/nebo Zkousejici pomahat
Gilead pii piipravé a zasilani novych zkuSebnich
1écebnych ptipravki, novych 1é¢ebnych ptipravki a
vSech  jinych  pre-marketingovych  aplikaci
vztahujicich se ke Studii, které mohou byt
vyzadovany FDA nebo jinym regulaénim organem,

a budou pfitomni na schiizkach s témito
regulacnimi organy ohledné téchto aplikaci.
3. PROHLASENI A ZARUKY

3.1 Instituce a  ZkouSejici timto

prohlaSuje a zarucuje, Ze ma zakonné pravo uzaviit
tuto Smlouvu a ze smluvni podminky této Smlouvy
nejsou v konfliktu s zddnou jinou smlouvou, jiz je
zakonné vazana. Instituce ani  ZkouSejici
neuzaviou zadnou jinou smlouvu nebo se
nezavazou K jinym ¢innostem, které by podstatnym
zpusobem branily jejich schopnosti dokong¢it Studii
v souladu se Smlouvou a Protokolem.

3.2 Instituce a ZkouSejici timto
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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 of the Trial
Personnel becomes disqualified, debarred or
restricted, or if Institution discovers that any of the
Trial Personnel is under investigation by any
governmental authority for any such type of
activity.

3.3 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 Negotiating
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
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prohlasuji a =zarucuji, Ze ZkouSejici je plné
kvalifikovany jako 1ékai podle platnych zakonu a
provadeécich pravnich ptedpisi a Ze je schopen plnit
své zadvazky dle této Smlouvy. Instituce a
ZkouSejici timto prohlaSuje a zarucuje, Ze Vv
priabéhu provadéni Studie nebude vyuzivat v
jakékoli formé sluzeb jiné osoby nebo subjektu,
jimz byla zastavena Cinnost, jiz nemaji potiebnou
kvalifikaci jako zkousejici nebo jimz bylo nafizeno
omezeni ze strany jakéhokoli néarodniho nebo
mezindrodniho vlddniho nebo regulacniho orgénu.
Instituce a ZkousSejici timto prohlasuji a zarucuji, Ze
zadné z osob nebo subjektt poskytujicich sluzby v
ramci Studie jménem Zkousejiciho a Instituce
(souhrnné  “Spolupracujici  osoby”) nebyla
zastavena d¢innost, zruSena kvalifikace, nafizeno
omezeni nebo zakazano provadéni klinickych studii
ani tyto osoby ¢i subjekty podle nejlepsiho védomi
Instituce a Zkousejiciho po pfiméfeném dotazovani
nejsou vysetfovany jakymikoli vladnimi urady v
souvislosti s jakymkoli takovym druhem cinnosti.
Zkousejici a Instituce (dle situace) uvédomi ihned
Gilead, pokud komukoli ze Spolupracujicich osob
bude odebrana kvalifikace, zastavena ¢innost nebo
nafizeno omezeni, nebo pokud Instituce zjisti, ze
kdokoli ze Spolupracujicich osob je vysetfovan
jakymkoli vladnim ufadem v souvislosti s
jakymkoli takovym druhem cinnosti.

3.3 Protikorupéni zakon. Instituce a
Zkousejici prohlasuji a zarucuji, ze ani Instituce,
ani ZkouSejici, ani zadna z jejich ptidruzenych
spole¢nosti nebo jejich jednotlivi feditelé, ufednici,
zamestnanci ¢i jednatelé (vSichni vySe jmenovani,
vCetné pridruzenych osob, spole¢né oznacovani
jako ,,Z&stupci Instituce®), neucinili zadné kroky,
které by mély za nasledek poruSeni zakona proti
zahrani¢nim korup¢nim praktikdam zroku 1977,
vplatném znéni (takovy zakon, vcetné¢ jeho
pravidel a ptedpisd, je oznacovan jako ,,FCPA®),
Umluvy o boji s podplacenim veiejnych &initel
vV mezinarodnich obchodnich transakcich piijatou
na jednani Organizace pro ekonomickou spolupréci
arozvoj 21. listopadu 1997 (takova timluva, véetné
jejich pravidel a piedpisti, je oznaCovana jako
,Umluva OECD*), britského protikorupéniho
zakona z roku 2010 (,,protikorupéni zakon) ani
zadného jiného platného zakona proti podplaceni
nebo korupci, pravidel nebo predpist (spolecné se
zdkonem FCPA, Umluvou OECD a protikorupénim
zakonem oznacovany jako ,,protikorupcni
zakony*). Instituce a Zkousejici prohlasuji a
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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 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:
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zaruCuji, Ze Instituce, ZkouSejici a Zastupci
Instituce provadéli a budou provadét svou obchodni
¢innost v souladu s protikorupénimi  zakony.
Instituce a Zkousejici prohlasuji a zarucuji, ze
Instituce a Zkousejici maji a budou mit oSetieny
nezbytné postupy k zabranéni korupce a nekalého
jednani ze strany Zastupcu Instituce. Instituce a
Zkousejici rovnéz souhlasi s tim, ze Gilead bude
mit ¢as od Casu pravo, na zakladé¢ pisemného
ozndmeni zaslaného Instituce a Zkousejicimu,
provést audit zasad, uUcetnich knih, zdznami a
vykaza Instituce a Zkousejiciho, za Géelem ovéfeni
dodrzovani ustanoveni této Smlouvy. Instituce a
Zkousejici souhlasi stim, ze bé&hem takového
auditu poskytnou Uplnou soucinnost a spolupraci
v ptfimétenych casovych terminech a na zaklad¢
pisemného oznameni poskytnutého Instituce a
Zkousejicimu s dostate¢nym ptedstihem. Gilead
muze, dle svého uvazeni a bez omezeni jakychkoli
jinych prostfedku podle zakona nebo prava ekvity,
tuto Smlouvu ukoncit, dojde-li
k jakémukoli poruseni protikorupénich zakont.

3.4 Instituce a  ZkouSejici  timto
prohlasuje a zaruCuje, ze ZkouSejici a vesSkeré
ostatni  Spolupracujici o0soby jsou nebo pied
zahajenim Studie budou smluvné zavazani sdélit
Institucemi veskeré zavazky a zajmy na vysledcich
Studie a objevech Studie, jak jsou definovany nize.
Instituce a ZkouSejici navic musi zajistit, aby
Spolupracujici osoby dodrzovaly ustanoveni této
Smlouvy.

4.  MLCENLIVOST

4.1 Instituce a ZkouSejici budou
zachovavat ptfisnou mlcenlivost (a totéz zajisti ze
strany Spolupracujicich osob) a nesdéli tfetim
osobam zadné informace poskytnuté Gileadem
nebo jménem Gilead nebo CRO nebo informace,
které vznikly, byly objeveny nebo ziskany
jakoukoli Smluvni stranou jako vysledek Studie
(jiné nez lékaiské zaznamy o pacientovi), véetné
vysledk Studie, vynalezi Studie a informaci
souvisejicich s nimi (“Diavérné informace”).
Instituce a ZkouSejici budou pouzivat Duvérné
informace pouze pro potieby Studie (a totéz zajisti
ze strany Spolupracujicich osob). Zéavazky
vyplyvajici z tohoto ¢lanku 4 ziistavaji v platnosti a

ucinnosti i po ukonceni Smlouvy.  Diavérné
informace nezahrnuji informace, které:
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Q) is or becomes publicly
available through no fault of Investigator or
Institution;

(i) 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
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:

(1) 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: 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).
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Q) jsou nebo se stanou
vetejn¢ dostupnymi bez pochybeni Zkousejiciho
nebo Instituce,

(i) byly znamy Zkousejicimu
nebo Instituce bez zavazku dtvérnosti diive, nez je
ptimo nebo neptimo ziskal od Gilead nebo CRO v
rdmci této Smlouvy, jak je dolozeno v pisemnych
zaznamech s datem predchazejicim datu, kdy
Zkousejici nebo Instituce tyto informace ziskali od
Gilead,

(ili)  jsou sdéleny Zkousejicimu
nebo Instituce tfeti osobou bez poruseni zdkona
nebo jakéhokoli zavazku mlcenlivosti, nebo

(iv)  mohou byt  dolozeny
pisemnymi zaznamy Zkousejiciho nebo Instituce,
ze byly nezavisle vytvofeny Zkousejicim nebo

Institucemi bez jakékoli vazby na Duvérné
informace.
4.2 Bez ohledu na jakakoli dalsi

ustanoveni této Smlouvy mohou Instituce nebo

Zkousejici  sdéelit  Diavérné  informace  ve
vyzadovaném rozsahu:
(i) aby vyhovéli ptislusnému

statnimu zakonu, pravidlu, nafizeni nebo vyhlasce,
po okamZitém oznameni Gilead, a za predpokladu,
7ze Zkousejici a Instituce budou spolupracovat se
Gileadem ve snaze omezit takova sdéleni
ptislusnymi zakonnymi prosttedky,

(i) aby chranili bezpecnost
kteréhokoli subjektu hodnoceni nebo poskytli
ptislusnou zdravotni péci kterémukoli subjektu
hodnoceni nebo zabranili ohrozeni vefejného
zdravi s okamzitym oznamenim Gilead,

(i)  za Gcelem pojisténi nebo
nahrad platce tieti osoby za medicinskou lécbu
subjektu hodnoceni ve vztahu k procedurdm
obsazenym v Protokolu.

4.3 Clanek 4 neomezuje prava &i
povinnosti Instituce nebo Zkousejiciho vyplyvajici

z Clankd: 1.5 (Schvaleni EK a Formulaf
informovaného  souhlasu), 2.4 (Kontrola a
sou¢innost v zalezitostech  regulace), 5

(Zverejnovani vysledki), 8.1 (Publicita), nebo 8.3
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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.

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.

5. 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
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(Vztahy)

4.4 Vraceni Duavérnych informaci.
Nasledné po (i) dokonceni Klinického hodnoceni
nebo ukonceni této Smlouvy; nebo (ii) na zadost
Gilead, z jakéhokoli divodu, Instituce a Zkousejici
(x) ihned prestanou pouzivat veskeré Duvérné
informace a (y) okamzité je bud’ vrati Gilead, nebo,
budou-li o to Gileadem pozadani, zniéi veskeré
Duvérné informace, vcetné jakychkoli kopii,
vynatkli, souhrni nebo znich odvozenych d¢l, a
pisemné potvrdi Gilead, Ze takové informace
odevzdali a/nebo zniéili; nicméné za piedpokladu,
ze si Instituce a Zkousejici mohou ponechat jednu
(1) kopii Davérnych informaci ve svych pravnich
archivech vyhradné pro ucely monitorovani svych

pretrvavajicich zavazkt vyplyvajicich z této
Smlouvy.
4.5 Opatfeni ochranného charakteru.

Instituce a Zkousejici berou na védomi, ze jakékoli
skuteéné nebo hrozici poruseni Clanku 4 zptsobi
Gilead nevyhnutelné a nenapravitelné Skody, které
nelze adekvatné uhradit finan¢né, a proto Instituce
a Zkousejici souhlasi s tim, ze Gilead nebude muset
prokazat nenapravitelnou Skodu ve snaze uplatnit
opatieni ochranného charakteru ve spojeni se
skuteénym nebo hrozicim porusenim Clanku 4.
Kromé¢ jakéhokoli opatfeni ochranného charakteru
mize Gilead usilovat o jakékoli jind napravna
opatieni podle zédkona.

5. ZVEREJNOVANI VYSLEDKU

5.1 Instituce a ZkouSejici mohou
publikovat nebo prezentovat vysledky Studie
vytvorené Institucemi a Zkousejicim (“Vysledky
Studie”) bud: (i) s piedchozim pisemnym
souhlasem Gilead nebo (ii) 2 roky po dokonceni
Studie u vSech udastnicich se Instituce (dale
jednotlivé “Zvetfejnéni vysledkd).  ZkousSejici
predlozi Gilead vsSechna navrhovana Zvetejnéni
vysledkd spolu s nazvem piislusného odborného
Casopisu, fora nebo konference pred jejich
predanim ke zverejnéni (30 dnd predem u rukopist
a 15 dnt pfedem u vytahl a ustnich prezentaci).
Instituce a ZkousSejici odstrani odkazy na jakékoli
Duvérné informace Gilead ze vSech piednasek a
prezentaci a na zadost Gilead odlozi Zvetejnéni
vysledkl az o 45 dnid, aby mél Gilead moznost
zajistit odpovidajici ochranu svého dusevniho
vlastnictvi ve vztahu k Dlvémym informacim

14 Sep 2016



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 may be publicly reportable. No
compensation will be paid in connection with
presenting the 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. 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
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obsazenym v takovém Zvefejnéni vysledku.

5.2 Kromé pfipadii povolenych dle
¢lanku 5.1 vySe se pouziti nazvu obchodni firmy
Gilead nebo nazvi ¢i jmen jejich pfidruZzenych
spole¢nosti ¢i zaméstnancii v jakékoli publikaci fidi
ustanovenimi ¢lanku 8.1 této Smlouvy. Pokud bude
Gilead pozadovat, aby Zkousejici prezentoval
vysledky z multicentrické studie jménem Gilead,
Gilead bud uhradi vydaje ZkouSejicimu, nebo
ptimo zajisti a uhradi vydaje za cestovné,
ubytovani a stravu v souvislosti s takovou
prezentaci. Takto proplacené vydaje mohou byt
vetejn¢ vykazatelné. Nebude vyplacena Zzadna
odmeéna v souvislosti s prezentaci vysledkt.

6. VYSLEDKY STUDIE A VYNALEZY

6.1 Gilead je vlastnikem veskerych
dat, Vysledkt Studie, Duvernych informaci, CRF a
veskerych dalSich informaci ziskanych na zakladé
provadéni Studie nebo v souvislosti s ni, kromé
lékarskych zaznama Instituce o pacientech a
osobnich poznamek Zkousejiciho. Gilead timto
udéluje Instituce nevyhradni, nepfevoditelné a
nesublicencovatelné pravo pouzivat Vysledky
Studie vyhradné pro potieby vlastniho interniho
nekomer¢niho vyzkumu, péCe o pacienty a pro
vzdélavaci ucely v souladu s ustanovenimi ¢lanku
5.1 vyse.

6.2 Veskeré vynalezy, napady,
metody, autorska dila, know-how, objevy ucinéné,
ziskané nebo uvedené do praxe ze strany Instituce,
Zkousejiciho nebo Spolupracujici osoby: (i) na
zaklad€ provadéni Studie nebo v souvislosti s ni;
(i1) jez obsahuji nebo vyuzivaji Diivérné informace;
nebo (iii) jez se ptimo vztahuji ke Sloucening, a to
ve vSech uvedenych piipadech vcetné ptislusnych
prav k duSevnimu vlastnictvi (dale souhrnné
“Vynalezy Studie”) jsou vylué¢nym vlastnictvim
Gilead nebo ji ureného subjektu. Instituce a
Zkousejici neprodlené sdéli veskeré Vynalezy
Studie Gilead pisemnou formou. Instituce a
Zkousejici  timto  postupuji  veskerd prava,
opravnéni a naroky k Vynaleziim Studie na Gilead
nebo ji ureny subjekt a totéz zajisti ze strany
Spolupracujicich osob. Na zadost Gilead a na jeji
naklady ucini Instituce a Zkousejici veskera
dodatecnd opatfeni (a totéz zajisti ze strany
Spolupracujicich osob), jez bude Gilead povazovat
za nezbytné k zajisténi prav Gilead nebo ji
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obtain patents or otherwise protect the interest of
Gilead or its designee in Trial Inventions.

7. INSURANCE AND SUBJECT INJURY

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 liability obligations under this Agreement.
Institution will maintain, or will cause Investigator
to 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 The 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 Investigator and the
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 Institution 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. Gilead will not use the
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uréené¢ho subjektu k Vyndlezim Studie nebo k
ziskani patentti ¢i jiné formy ochrany Vynalezl
Studie ze strany Gilead nebo jim uréeného
subjektu.

7. POJISTENI A PREDMET SKODY
SUBJEKTU HODNOCENI

7.1 Kazda ze Smluvnich stran bude po
dobu provadéni Studie udrzovat odpovidajici
pojisténi ve vysi dostaCujici k pokryti jejich
zavazklu vyplyvajicich z této Smlouvy. Instituce
bude po dobu trvani Studie udrzovat pojisténi proti
chybé¢ pii vykonu l¢kaiské péce v odpovidajici vysi
(nebo  =zajisti  jeho udrZovani ze  strany
Zkousejiciho).  Instituce a Zkousejici piedlozi
Gilead na jeho odiivodnénou zadost osvédéeni o
existenci pojisténi. Instituce a ZkousSejici oznami
Gilead do 20 dnt po obdrzeni jakéhokoli oznameni
o zruSeni nebo neobnoveni pojistky nebo o jeji
podstatné zméné nebo o pojistném naroku z
pojisténi, jeZ by mohly ovlivnit zavazky Instituce
nebo Zkousejiciho dle tohoto ¢lanku 7.1. Vyse
pojistného kryti kazdé ze Smluvnich stran bude
odpovidat  pfislusSnym  zdkoniim, pravidlim,
provadgjicim pravnim piedpisim a pokynim
tykajicim se pojisténi.

7.2 Gilead timto bere na védomi, Ze
v souladu s §52 zakona ¢. 378/2007 Sb., Zakon o
léCivech, ve znéni pozdé&jsSich predpisi, bylo
zajisténo pojisténi odpovédnosti za Skodu pro
Zkousejiciho a Gilead. Toto pojisténi se vztahuje
také na fadny narok na nahradu $kody v ptipadé

smrti  subjektu  hodnoceni nebo odSkodnéni
vptripadé Skody vzniklé na zdravi subjektu
hodnoceni v disledku a utrpéné v prib&hu

provadéni klinického hodnoceni. Kopie Pojistné
smlouvy v Ceské republice mize byt poskytnuta
Instituce na zakladé pisemné zadosti.

7.3 Pokud kdykoli béhem trvani Studie
dospéji Instituce, ZkouSejici nebo Gilead k
divodnému zavéru, ze kterykoli ze subjektl
hodnoceni by mél byt z udasti ve Studii okamzité
stazen, budou Smluvni strany vzajemné
spolupracovat na bezpecném stazeni takového
subjektu hodnoceni.

8. VSEOBECNA USTANOVENI

8.1 Publicita Gilead nebude pouzivat
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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 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.

8.3 Relationship. For the purposes of
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nazev Instituce nebo jméno Zkousejiciho ¢i jména
jejich zaméstnanci nebo kteroukoli z jejich
ochrannych znamek a Instituce a Zkousejici
nebudou pouzivat ndzev obchodni firmy Gileade
nebo jména jejich zaméstnancti nebo kteroukoli z
jejich ochrannych zndmek v jakychkoli reklamnich
¢i propagacnich materidlech nebo tiskovych
zpravach bez predchoziho pisemného souhlasu
druhé Smluvni strany vyjma ptipadi, kdy je takové
pouziti nutné pro: (i) podani urena regula¢nim
organtim, vcetné podani Komisi pro cenné papiry
USA nebo podani FDA (nebo jinému
ekvivalentnimu dozor¢imu organu v jiné zemi nez
v USA); (i) zahdjeni soudniho fizeni nebo
obhajobu v ném; nebo (iii) dodrzeni platnych
zakond, predpist ¢i nafizeni. Bez ohledu na vyse
uvedené mize Gilead bez pifedchoziho souhlasu
zvetejnit informace o Instituci a Zkousejicim, jez
jsou vyzadovany ze zakona, vcetné identifikace
Instituce jako subjektu provadéjiciho Studii a
identifikace ZkousSejiciho jako osoby provadéjici
Studii u Instituce a vysi poskytnutych finanénich
prosttedktt a nakladi uhrazenych v souvislosti
s Klinickym hodnocenim. Zkousejici timto souhlasi
s timto prohlaSenim. Instituce a Zkousejici mohou
bez predchoziho souhlasu zvetejnit v divérnych
internich zprévach Instituce nebo ve zpravéch
predkladanych vladnim organtim nebo ve zpravach
tvoticich soucast zadosti o granty informace o své
ucasti ve Studii (véetné nézvu obchodni firmy
Gilead, nazvu Studie a ¢isla Protokolu).

8.2 Podstatné neveiejné informace V
pribéhu Studie mohou mit ZkouSejici a dalsi
pracovnici  Instituce pfistup k podstatnym
nevefejnym informacim tykajicim se Gileade a
jejich  vyzkumnych  partneri -  vefejné
obchodovanych spole¢nosti.  Aby nedoslo k
jakémukoli potencidlnimu ¢i skuteCnému stretu
zajml, nesmi Instituce ani ZkouSejici po dobu
trvani Studie, dokud maji k dispozici podstatné
nevefejné informace Gilead, obchodovat s
jakymikoli cennymi papiry Gilead ani jejich
vyzkumnych partnerd ani nesmi davat jinym
osobam doporu¢eni k takovym obchodim.
Ustanoveni tohoto ¢lanku 8.2 neomezuje Instituce
ani Zkousejiciho, ptipadné jakykoli subjekt, jehoz
muze byt Instituce soucasti, v Gcasti na jakémkoli
hromadném investi¢nim nastroji, jako jsou napf.
investi¢ni fondy.

8.3 Vztah Pro tcely této Smlouvy jsou
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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. Estimated Trial
timeline is 42 months.

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, Investigator 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
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Smluvni strany navzajem nezavislymi subjekty a
nic z obsahu této Smlouvy nebude vykladano jako
vytvofeni  vztahu  partnerli, zmocnitele a
zmocnénce, zameéstnavatele a zaméstnance nebo
spolecného podniku mezi nimi. Zadna ze
Smluvnich stran neni opravnéna zavazovat druhou
Smluvni stranu nebo jakkoli naznacovat, ze
takovym opravnénim disponuje.

8.4 Doba trvani Smlouvy Nebude-li
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 termind: (i) den, kdy
Gilead obdrzi od Instituce a/nebo Zkousejiciho
veskeré vyplnéné formuldfe CRF; (ii) den, kdy
Instituce a/nebo  ZkouSejici vyfeSi veskeré
nejasnosti  ohledné predanych dat a piredlozi
zavéreéné zpravy EK a Gilead k jeho spokojenosti;
(iii) den dokonceni zaveéreCnych Ccinnosti ve
ZkouSejicim centru Studie; a (iv) den, kdy Gilead
provede veskeré platby a vyplati veSkeré nahrady a
inkasuje veskeré vracené Castky dle této Smlouvy.
Ptedpokladana délka trvani Studie je 42 mésicu.

8.5 Ukonéeni Smlouvy Kterdkoli ze
Smluvnich stran mtze tuto Smlouvu vypovédéet
pisemnou vypovédi doruenou druhé Smluvni
strané se 30denni vypovédni lhttou.

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

8.7 Cela Smlouva, zmény a dodatky
Tato Smlouva, vcetné pfiloh, na né¢z Smlouva
odkazuje, a vcetné Protokolu, pfedstavuje uplnou,
kone¢nou, naprostou a vyhradni dohodu mezi
Gileadem, Zkousejicim a Institucemi ve vztahu ke
Studii. V pripad¢ jakéhokoli rozporu mezi
ustanovenimi  této Smlouvy a ustanovenimi
Protokolu jsou rozhodujici ustanoveni Smlouvy s

vyjimkou rozpord tykajicich se 1ékafskych,
védeckych ¢ bezpecnostnich  zalezitosti a
samotného provadéni Studie, jez se Tidi

ustanovenimi Protokolu. Tato Smlouva muze byt
vyhotovena v n¢kolika stejnopisech. Zadné zmény,
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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:

If to Institution:

Oblastni nemocnice P¥ibram, a.s.Gen. R.
Tesatika 80

261 01 Piibram I

Czech Republic

Attention:

Tel (for courier use): 00 420 318 641 700 - 702

Facsimile: 00 420 318 641 123
Email: reditelstvi@onp.cz

GSI-FORM-CR_CTA EU_3Party 01 Mar 2013
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doplnéni ¢i upravy Smlouvy nebudou u€inné,
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 néaslednych povinnosti.
Jakékoli domnélé postoupeni nebo delegovani této
Smlouvy ze strany Instituce nebo Zkousejiciho
nebo postoupeni jejich povinnosti vyplyvajicich z
této Smlouvy na tieti osobu bude neplatné bez
predchoziho pisemného souhlasu Gilead. Gilead si
vyhrazuje pravo postoupit nebo prevést tuto
Smlouvu nebo kterakoli ze svych prév a povinnosti
Z této Smlouvy vyplyvajicich.

8.8 Oddgélitelnost 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 Ozndmeni Vsechna oznameni nebo
souhlasy vyzadované dle této Smlouvy musi byt
ucinény pisemn¢ a zaslany druhé Smluvni strané
bud’: (i) celostatn¢ uznavanou dorucovaci sluzbou s
garantovanym  doru¢enim do  nasledujiciho
pracovniho dne, pficemz v takovém piipadé bude
oznameni povazovano za dorucené jeden (1) den
po predani piislusnému prepravci; nebo (ii) faxem s
potvrzenim o uskute¢néném prenosu nebo e-
mailem ve formatu PDF, pficemz v takovém
ptipadé bude oznameni povazovano za dorucené na
zacatku nasledujiciho obvyklého pracovniho dne
po uspe&sném prenosu. Oznameni musi obsahovat
¢islo Protokolu Studie a musi byt odeslana na
nasledujici adresy:

Oznameni uréend Institucei:

Oblastni nemocnice Piibram, a.s.
Gen. R. Tesarika 80

261 01 Ptibram I

Ceska republika

K rukam:

Tel. (pro kuryrni sluzby): 00 420 318 641 700 -
702

Fax: 00420 318641123

E-mail: reditelstvi@onp.cz
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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

If to Investigator:

Oblastni nemocnice PFibram, a.s.Gen. R.
Tesatika 80

261 01 Ptibram I
Czech Republic

Attention: XXX

Tel (for courier use): 00 420 31 864-1346
Facsimile: 00 420 31 864-1346
Email: XXX

The Parties agree that, if required by applicable
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 in
accordance with the Act and Institution 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 952 368,00 CZK at the Effective
Date of the Agreement.

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

GSI-FORM-CR_CTA EU_3Party 01 Mar 2013
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Ozndmeni uréend Gilead:

Gilead Sciences, Inc.

Foster City, California 94404

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

Ozndmeni uréend Zkou$ejicimu:

Oblastni nemocnice Piibram, a.s.
Gen. R. Tesatika 80

261 01 Ptibram I

Ceska republika

K rukam: XXX

Tel. (pro kuryrni sluzby): 00 420 31 864-1346
Fax: 00420 31 864-1346

E-mail: XXX

Smluvni strany se dohodly, Ze pokud je to
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 ptiloze A
a jakékoliv dalsi ptilohy této Smlouvy, stejné jako
dalsi  dokumenty  poskytnuté Instituci  ¢i
Zkousejicimu ze strany Gilead dle clanku 4.1 se
povazuji za obchodni tajemstvi v souladu se
Z&konem a Instituce zajisti, ze tyto informace
nebudou uvetejnény v registru smluv.

Smluvni strany prohlasSuji, Ze ve vztahu k zakonu ¢.
340/2015 Sb., maximalni penézni hodnota smlouvy
je 952 368,00 K¢ ve dne t¢innosti Smlouvy.

8.10 Vys88i moc. Pokud plnéni této
Smlouvy nékterou ze Smluvnich stran bude
znemoznéno, omezeno nebo zdrZzeno (zcela nebo
z¢asti) z divodi mimo pfiméfenou kontrolu
pfislusné Smluvni strany a nebude spocivat v
jednani ¢i ne€innosti této Smluvni strany, pak bude
dot¢end Smluvni strana po zaslani oznameni této
skutecnosti druhé Smluvni strané zprosténa plnéni
v rozsahu takové piekazky, omezeni nebo prodleni;
to za piedpokladu, Ze dotlend Smluvni strana
vynalozi pfiméfené¢ usili k zamezeni nebo
odstranéni pii¢in svého neplnéni Smlouvy a Ze své
plnéni obnovi ihned po odstranéni nebo zaniku

14 Sep 2016


mailto:legal_clinical@gilead.com
mailto:legal_clinical@gilead.com
mailto:jitka@jakesova.com

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.

The Parties acknowledge and agree that discussion
and resolution of any disputes which are not solved
amicably shall be solved by and governed by
competent court of the Czech Republic.

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

GSI-FORM-CR_CTA EU_3Party 01 Mar 2013
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téchto pricin.

8.11  Rozhodné pravo Tato Smlouva se
fidi pravnim fadem Ceské republiky bez ohledu na
jakékoli zasady volby préava.

Smluvni strany berou na védomi a souhlasi, ze
projednani a rozhodovani piipadnych sport, které
nebudou vyfeseny smirem, bude feSeno s pomoci
ptislugného soudu Ceské republiky.

V pftipad€ rozporu mezi anglickou a ceskou verzi
této smlouvy mé pifednost a je rozhodujici verze
Ceska.
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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.

Pribram Regional Hospital

Oblastni nemocnice Pribram, a.s.

By/ Podpis:
Name/ Jméno: MUDr. Stanislav Holobrada

Title/ Funkce: Director / Reditel- nemocnice

INVESTIGATOR / ZKOUSEJICI

By/ Podpis:
Name/ Jméno: XXX

Title/ Funkce: Investigator / Zkousejici

GSI-FORM-CR_CTA EU_3Party 01 Mar 2013
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NA DUKAZ CEHOZ Smluvni strany uzaviely
tuto Smlouvu ke dni ucinnosti, prostfednictvim
svych zplnomocnénych zastupc. Pod zvlastni
pIné moci, Gilead jmenovala a autorizované ICON
Clinical Research Limited k provedeni této dohody
jménem a na Gilead jeji prospéch tak zavazné
Gilead povinnosti a povinnosti stanovenych v této
dohodé.

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

By/ Podpis:
Name/ Jméno: PharmDr. Pavel Lebesle MBA
Title/ Funkce: Sr. Director Project Management
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EXHIBIT A

BUDGET AND PAYMENT SCHEDULE

GS-US-296-1080

PRILOHA A

ROZPOCET A ROZVRH PLATEB

GS-US-296-1080

XXX

XXX

GSI-FORM-CR_CTA EU_3Party 01 Mar 2013

GS-US-296-1080 XXX

Page 22 of 24

14 Sep 2016




Exhibit B / PRILOHA B

XXX
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Exhibit C / PRILOHA C
XXX
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