¥J GILEAD

CLINICAL TRIAL AGREEMENT FOR
PROTOCOL GS-US-592-6173

SMLOUVA O KLINICKE STUDII PRO
PROTOKOL GS-US-592-6173

This Clinical Trial Agreement (“Agreement”) by
and among

University Hospital Kralovske Vinohrady, a
hospital with an address at Srobarova 1150/50, 100
34 Praha 10, Czech Republic, reference number:
KH 38/2022, Cost Center: 51077, established by
the decision of the Ministry of Health fn 29 May
2012 File no .: MZDR 17266-111 / 2012 amending
and supplementing the decision of the Minister of
Health of 25 November 1990 File no. OP-054-
25.11.90 as amended by the Measure of the
Ministry of Health issued under file no.: MZDR
33222/2016 - 2 / OPR of 31 May 2016, represented
by Prof. MUDr. Jan Votava, MBA, hospital
director (the “Institution”),

doc. MUDr. Renata Soumarova, Ph.D., MBA
the investigator for the Trial, xxxxx (the
“Investigator”)

and Gilead Sciences, Inc., a Delaware corporation
with headquarters located at xxxxx (together with
its affiliates and subsidiaries, “Gilead™), in
connection with a clinical trial conducted pursuant
to Protocol GS-US-592-6173, “A Randomized,
Open-Label, Phase 3 Study of Sacituzumab
Govitecan and Pembrolizumab Versus Treatment
of Physician’s Choice and Pembrolizumab in
Patients With Previously Untreated, Locally
Advanced, Inoperable, or Metastatic Triple-
Negative Breast Cancer, Whose Tumors Express
PD-L1” (together with any amendments thereto,
which are incorporated herein by reference, the
“Protocol”) (the “Trial”), at Institution’s location
Oncology Clinic of University Hospital Kralovské
Vinohrady, Srobarova 1150/50, 100 34 Prague,
Czech Republic (“Trial Site”). The effective date
of this Agreement (the “Effective Date”) shall be
the date on which the Agreement is registered in
the Czech Ministry of Interior contract registration
system. The Trial will be conducted under the
immediate supervision of the Investigator. The
Trial will be conducted using Gilead’s trial drug(s),
XXXXX (XXXXX, the “Compound”).

Tato Smlouva o klinické studii (“Smlouva”) je
sjednana mezi

Fakultni nemocnici Kréalovské Vinohrady,
nemocnice se sidlem Srobarova 1150/50, 100 34
Praha 10, Ceska republika, &islo jednaci: KH
38/2022, nakladové stifedisko: 51077, ziizena
rozhodnutim Ministerstva zdravotnictvi ze dne
29.5.2012 &.j.: MZDR 17266-111/2012, kterym se
méni a dopliiuje rozhodnuti ministra zdravotnictvi
ze dne 25.11.1990 ¢.j. OP-054-25.11.90 ve znéni
zmén provedenych Opatfenim  Ministerstva
zdravotnictvi  vydaného pod ¢&.j.: MZDR
33222/2016 — 2/ OPR ze dne 31. kvétna 2016,
zastoupend MUDr. Janem Votavou, MBA,
feditelem nemocnice (“Instituce”),

doc. MUDr. Renata Soumarova, Ph.D., MBA,
XXXXX, zkousejicim v ramci studie ("ZkouSejici”)

a Gilead Sciences, Inc., obchodni spole¢nosti
zalozenou ve staté Delaware, se sidlem XXXXX
(spolecné s jejimi pobockami a dcefinymi
spole¢nostmi ve Spojenych statech americkych,
“Gilead”), v souvislosti s klinickou studii
provadénou v souladu s protokolem GS-US-592-
6173, ,,Randomizovand, oteviend studie fdaze 3
srovnavajici  sacituzumab  govitecan  plus
pembrolizumab a [écbu zvolenou Iékarem plus
pembrolizumab u pacientek s dosud nelécenym,
lokalné  pokrocilym,  inoperabilnim  nebo
metastazujicim triple negativnim karcinomem prsu
snadory sexpresi PD-L1” (spole¢né s
jakymikoliv dodatky, “Protokol”) (“Studie™), v
prostorach ~ Onkologické  kliniky  Fakultni
nemocnice Kralovské Vinohrady, Srobarova
1150/50, 100 34 Praha 10, Ceska republika
(“Zkousejici centrum”). Dnem ucinnosti této
Smlouvy (,,Datum u¢innosti) je datum, kdy je
Smlouva zaregistrovana Vv systému registrace
smluv Ministerstva vnitra Ceské republiky. Studie
bude provadéna pod pfimym dohledem
Zkousejiciho. Ve Studii bude pouzito zkousené
lé¢ivo  spoleCnosti  Gilead ~ XXXXX  (XXXXX
“Sloucenina”).
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Pharmaceutical Research Associates Inc., with a
principal address at xxxxx (the “CRO”) is serving
as Gilead's contract research organization for the
Trial. Hereafter, Gilead, Investigator and
Institution are sometimes referred to individually
as “Party” or collectively as the “Parties.” The
Parties agree as follows:

Pharmaceutical Research Associates Inc, se
sidlem xxxxx (“CRO”) jedna jako smluvni
vyzkumna organizace 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. OBLIGATIONS FOR THE
CONDUCT OF THE TRIAL

1. ZAVAZKY PRO PROVADENI
STUDIE

1.1 Compensation. CRO on
behalf of Gilead will pay the remuneration to
the Institution payee as set forth in the
Budget and Payment Schedule attached
hereto as Exhibit A and incorporated herein
by reference. Institution acknowledges and
consents that Gilead shall conclude a
separate contract(s) with the Investigator,
and Trial Personnel, among whose purposes
will be to provide remuneration for services
provided as part of the Trial.

(i) 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

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.

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.

(i)

(iii)

11 Platba. CRO jménem spolecnosti
Gilead vyplati Instituci, jako pfijemci platby dle
této Smlouvy odménu, jak je stanoveno v Rozpoctu
a Rozvrhu plateb, které tvoii Prilohu A této
Smlouvy a odkazuje se na né. Instituce bere na
védomi a souhlasi, Ze spolecnost Gilead uzavie se
Zkous$ejicim a Persondlem Studie, samostatné
smlouvy, jejichZ prostfednictvim bude, mimo jiné,
provadéna odména za sluzby poskytnuté v rdmci
Studie.

(i) Smluvni strany souhlasi, ze platba
provedena na zakladé této
Smlouvy pfedstavuje realnou
trzni hodnotu plnéni souvisejiciho
se Studii, které bude zajiSténo
podle této Smlouvy, a ze
nesouvisi s objemem nebo
hodnotou jakychkoliv doporuceni
nebo jinych obchodnich vztahi
jinak vzniklych mezi Smluvnimi
stranami.

Zidné Castky vyplacené na
zakladé této Smlouvy nejsou
zamysleny jako nabidka nebo
platba uskute¢néna vyménou za
jakoukoliv  explicitni  nebo
implicitni dohodu o zakoupenti,
predepisovani, doporucovani (¢i
zajisténi pfiznivych podminek)
jakéhokoli vyrobku nebo sluzby
spolecnosti Gilead a ani jako
takové nebudou chapany.

Instituce a Zkousejici nebudou
vyzadovat ani pfijimat od
subjekti Studie nebo od jinych
platci, véetné vladnich subjektl
nebo pojistoven, platbu za
materialy nebo sluzby souvisejici

(i)

(i)
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(iv)  If Gilead requires Investigator and
Trial Personnel (as defined below)
to attend an investigator meeting
for the Trial, Gilead will arrange
and pay for the expenses directly
for travel, accommodation, and
meals in connection with such
attendance. Such covered
expenses may be publicly
reportable. No compensation will
be paid in connection with

attending the investigator meeting.

1.2 Trial Conduct. 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,
rules, regulations and guidance, including,
without limitation, the applicable directives
and regulations of the European Union,
including those related to the conduct of
human clinical trials and the protection of
personal data 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 and Investigator shall be
responsible for any of their liabilities resulting
from any failure 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 shall
notify Gilead by phone of such deviation and
the justification for it within twenty-four (24)
hours after its occurrence and provide a

se Studii, které dodala nebo
zaplatila spole¢nost Gilead.

Pokud spole¢nost Gilead
pozaduje, aby se ZkousSejici a
Personal Studie (definovany nize)
zucastnil setkani zkousejicich pro
Studii, spole¢nost Gilead zafidi a
uhradi  pfimé naklady na
cestovani, ubytovani a stravu v
souvislosti s ucasti. Takto
proplacené vydaje mohou byt
vefejné vykazatelné. Nebude
vyplacena zadnd odména v
souvislosti s Ucasti na setkani
zkousejicich.

1.2 Provadéni Studie. ZkousSejici
bude provadét Studii ve Zkousejicim centru v
pfisném souladu s (i) Protokolem; (ii) se zadvazky
Instituce a Zkousejiciho dle této Smlouvy; (iii)
ustanovenimi vSech piislusnych zakond, pravidly,
nafizenimi a smérnicemi, véetn€, bez omezeni,
platnych smérnic a predpistt Evropské Unie, véetné
téch, které se vztahuji na provadéni humannich
klinickych studii a ochrané¢ osobnich udaji a
veskerych platnych protikorupénich zékond a
zakoni na ochranu proti uplatkafstvi, 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 Dbezpecnosti prace s
Klinickymi daty (ICH-E2A) a vSeobecnym
zhodnocenim  klinickych studii (ICH-E8); (v)
vSeobecné pfijimanymi lécebnymi standardy v
1¢katské profesi; a (vi) veSkerymi dal§imi platnymi
zakony a predpisy zemé, v niz bude Studie
provadéna. Instituce a Zkousejici budou
odpovédni za veskeré své z&vazky vyplyvajici z
jakéhokoli neplnéni svych povinnosti v souladu s
vyse uvedenymi pozadavky. Ani Instituce ani
Zkousejici se mneodchyli od Protokolu bez
ptedchoziho pisemného souhlasu spolecnosti
Gilead, kromé piipadd, kdy podle odivodnéného
lékatského nazoru Zkousejictho je takové
odchyleni nutné pro ochranu bezpeénosti subjektt
Studie v pfipadé nahlych nebo naléhavych
situacich. V téchto pripadech Zkousejici uvédomi
telefonicky spolecnost Gilead o takové odchylce a
a jeji odivodnéni do dvaceti ctyf (24) hodin po
jejim vzniku a do péti (5) pracovnich dnt po

(iv)
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written report to Gilead within five (5)
business days after the occurrence of such
deviation.

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

1.4 Debarment, Restriction, or
Inability of Investigator. Institution and/or
Investigator will notify Gilead in writing
without undue delay 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, that may
affect the conduct of the Trial; (iii) is
sanctioned by any regulatory authorities or
other  governmental  authorities;  (iv)
Investigator 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 (i)-(iii) and
(v), the original Investigator shall continue to
comply with the terms of this Agreement and
in the event of (iv), the original Investigator
agrees to comply with, his/her obligations to
continue to comply with the terms of this
Agreement, including the confidentiality
obligations set forth in Section 4 and the
intellectual property obligations set forth in
Section 6. If requested by Gilead, Institution
and the original Investigator will cooperate to
find a suitable replacement investigator 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 Ethics Committee
(EC) and State Institute for Drug Control
(SUKL) approval for the Trial from Gilead or
CRO, including approval of the Protocol,

vyskytu takového odchyleni poda spole¢nosti
Gilead pisemnou zprévu.

1.3 Dodrzeni podminek ze strany
Zkousejiciho. Instituce a Zkousejici timto

v

prohlasuji, Ze ZkouSejici je zaméstnancem
Instituce a Ze podepsal podpisovou stranu
Protokolu i této Smlouvy. Zkousejici dale zarucuje,
ze bude dodrzovat veskeré podminky Protokolu a
této Smlouvy.

14 Zastaveni Cinnosti, omezeni nebo
neschopnost Zkousejiciho. Instituce a/nebo
Zkousejici bez zbytecného prodleni pisemné
uvédomi spolecnost Gilead, pokud v pribéhu
Studie: (i) bude Zkousejicimu zastavena Cinnost,
ztrati svou kvalifikaci nebo obdrzi oznadmeni o
jakémkoli vySetfovani ze strany jeho profesni
organizace, jakéhokoli regula¢niho orgdnu nebo
jiné vladni organizace; (ii) ZkousSejici obdrzi
ozndmeni o jakémkoli omezeni svych Klinickych
privilegii v Instituci, které mohou mit dopad na
provadéni Studie; (iii) Zkousejici je sankcionovan
jakymkoli regula¢nim organem nebo jinou vladni
organizaci; (iv) Zkousejici ukon¢i nebo je mu
ukonéen pracovni pomér nebo jiny smluvni vztah s
Instituci; nebo (v) jakkoli jinak se stane
nevhodnym, neschopnym nebo neochotnym plnit
své z&vazky dané touto Smlouvou. V piipadé
jakéhokoli z (i)-(iii) a (v) bude pavodni Zkousejici
i nadale dodrzovat podminky této Smlouvy a v
ptipadé (iv), pivodni ZkousSejici souhlasi s tim, Ze
bude dodrzovat své povinnosti pokracovat v plnéni
podminek této Smlouvy, véetné povinnosti
mlcenlivosti uvedenych v Casti 4 a zavazkl
vlastnictvi stanovenych v casti 6. Na pozadani
spolecnosti Gilead budou Instituce a piavodni
Zkousejici spolupracovat pfi hledani vhodného
nahradniho zkousejiciho v brzkém terminu tak, aby
se Studie nepferusila.

15 Schvaleni Etické komise (EK) a
Formulat  informovaného  souhlasu.  Pied
zahdjenim Studie ve ZkouSejicim centru obdrzi
Instituce a Zkousejici od spolecnosti Gilead nebo
CRO schvaleni Studie pitislusnou etickou komisi
(“EK”) a Statnim ustavem pro kontrolu Iléciv
(,SUKL®), véetné schvaleni Protokolu, formulaie
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informed consent form and, if applicable,
pediatric assent form (collectively, “ICF”)
and any amendments to any of the foregoing,
in accordance with applicable laws, rules and
regulations. 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, EC, and SUKL
before such individual is allowed to be
screened for participation in the Trial. Gilead
or CRO 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. Gilead or CRO will promptly
supply Institution or Investigator with
appropriate evidence of EC and SUKL
approval, a copy of the EC-approved ICF, and
any amendments to the ICF later approved by
the EC prior to Trial initiation in the
Institution. Any proposed deviations to ICF
wording by Institution or Investigator 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.  Investigator
shall ensure that the signed ICF, of which
template was provided by Gilead or CRO, will
be obtained from each individual who is to
participate in the Trial. Gilead confirms that
consent of the personal data
processing/protection 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 Investigator to Gilead or
CRO, applicable regulatory authorities and the
employees, agents, and independent
contractors of Gilead and its affiliates,
pursuant to the European Union General Data
Protection Regulation, the implementing laws
and regulations of the Czech Republic and
other regulations, laws and guidelines
applicable to the protection of personal data
(collectively, “Privacy Laws”). Each Party
will cooperate in the amendment of the

informovaného souhlasu, a v relevantnich
pripadech téz formulédie pediatrického souhlasu
(souhrnng, “ICF”) a jakychkoli dodatkd ke
kterémukoli z vySe uvedenych dokumentd v
souladu s pfislusSnymi zékony, pravidly a dal$imi
predpisy zemé, ve které se Studie provadi.
Zkousejici zisk& od kazdého jedince (nebo od
zdkonného zastupce tohoto jedince), ktery bude
hodnocen pro tcast ve Studii, spravné vyplnény
ICF, jak bylo schvaleno spolecnosti Gilead, EK a
SUKL, dtive, neZ bude tomuto jedinci umoznéno
podstoupit hodnoceni pro ucast ve Studii.
Spolec¢nost Gilead nebo CRO zajisti, ze ICF budou
vyhovovat formou 1 obsahem pfisluSnym
zakonuim, nafizenim a smérnicim, véetné ICH-
GCP, a zakonim o ochran¢ osobnich udaju, stejné
jako  pfislusnym  podminkam  Protokolu.
Spolec¢nost Gilead nebo CRO okamzit¢ dodaji
Zkousejicimu nebo Instituci pfislusné doklady o
schvaleni EK a SUKL, kopii ICF schvéaleného
Etickou komisi a jakékoli dodatky ICF pozdéji
schvalené EK pied zahajenim Studie v Instituci.
Jakékoli Instituci nebo Zkousejicim navrzené
odchylky ve znéni ICF musi byt spole¢nosti Gilead
schvéleny pfed jejich pouzitim u subjekti ve
Studii. Poruseni tohoto ¢lanku 1.5 bude
predstavovat podstatné poruseni této Smlouvy.

1.6 Opravnéni.  ZkouSejici zajisti
podpis ICF, jehoz vzor obdrzi od spolecnosti
Gilead nebo CRO, od kazdého jedince, ktery se
bude ucastnit Studie. Spole¢nost Gilead potvrzuje,
ze souhlas o zpracovani/ochrané osobnich udaji
obsahuje vyslovny pisemny souhlas tohoto jedince
(nebo  jeho zakonného zastupce) se
shromazd’'ovanim, vyuzivanim, ukladanim a
dalsim prevodem jeho osobnich udaji mimo
Evropskou Unii  (“Opravnéni”), coz bude
dokumentovat souhlas takovéhoto jedince s tim,
aby Zkousejici poskytl jeho osobni Udaje
pfislusnym vedoucim slozkam spolecnosti Gilead
nebo CRO, piislusnym kontrolnim ufadim a
zaméstnanclim,  zastupcim a  nezavislym
dodavateltim spolecnosti Gilead a jejim pobockam;
Obecné natizeni o ochrané osobnich udaj vydané
Evropskou unii, pfisluSnymi zakony a nafizenimi
Ceské republiky a dalsimi predpisy, zakony a
smérnicemi, které se tykaji ochrany osobnich udajt
(souhrnné “Zakony na ochranu soukromi”).
Vsechny Smluvni strany budou spolupracovat na
doplnéni Opravnéni nebo jinych dokumentu, které
mohou byt nékdy potiebné, tak, aby vyhovovaly
Zakonim na ochranu osobnich udajt v rozsahu, ve
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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 Investigator, subject to
subsequent approval by the EC, as applicable.

1.7 Financial Disclosures. Prior
to the commencement of the Trial at
Institution, the Investigator and sub-
investigator(s) disclose either the existence or
absence of any and all financial interests and
arrangements as defined and requested by
Gilead. In addition, during the term of this
Agreement and for one (1) year after the
completion or termination of the Trial, the
Investigator shall ensure that all Trial
Personnel that are required to provide such
financial disclosure notify Gilead without
undue dealy of any changes or updates to the
information submitted by such individuals.

1.8 Safety Reporting. Institution
and/or Investigator will report all serious
adverse events, special situation reports, 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 and European Union
Regulation EU No 536/2014. 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.

1.9 Personal Data. The
Institution’s,  Investigator’s, and  Trial
Personnel’s personal data 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

kterém tyto zakony pro danou Smluvni stranu plati,
a aby zajistily, Ze vysledky Studie (definované
nize) mohou byt pouzity spolecnosti Gilead pro
ucely predpokladané touto Smlouvou. Spolecnost
Gilead bude opravnéna pfezkoumat a pfiméfenc
revidovat Opravnéni nebo jiné dokumenty nebo
jakeékoli jejich zmény diive pted jejich pouzitim ze
strany Zkousejiciho, a to pod podminkou
nasledného souhlasu pfislusné EK, pokud je to
aplikovatelne.

1.7 Financni informace. Zkousejici a
spoluzkousejici pred zahajenim Studie v Instituci
pfiznaji nebo popfou existenci veSkerého
finanéniho zajmu a zalezitosti popsanych
spole¢nosti Gilead. Dale béhem doby trvani této
Smlouvy a po dobu jednoho (1) roku po dokonceni
nebo ukonceni Studie Zkousejici zajisti, ze veskery
Personal Studie, od kterého jsou pozadovany
finan¢ni informace, bez zbytecného prodleni
uvédomi spolecnost Gilead o jakychkoli zménach
nebo opravach informaci ptedlozenych témito
jedinci.

1.8 Bezpecnostni _hlaseni. Instituce
a/nebo Zkousejici budou hlasit vSechny zavazné
nezadouci prihody, hlaseni zvlastnich situaci,
a/nebo nebo jiné bezpecnostni problémy, které jsou
urceny v Protokolu a v souladu s pfislusnymi
zakony, pravidly a vyhlaskami, které, kromé
jinych, obsahuji ICH-E2A a Smérnici Evropské
Unie 2001/20/ES a nafizeni Evropské unie EU ¢.
536/2014. Pro vylouceni pochybnosti se timto
sjednava, ze Zkousejici i Instituce poskytnou
pfiméfenou pomoc spolecnosti Gilead, aby
umoznili vyhovét vSem piislusnym pozadavkim.

1.9 Osobni Udaje. Osobni udaje
Instituce, ZkouSejiciho a Personalu Studie budou
zpracovany a uchovavany v jedné ¢&i vice
databazich. Takové udaje mohou byt pouzity pro
ucely: (i) provedeni Studie; (ii) ovéteni vladnimi
nebo kontrolnimi Gfady, spole¢nosti Gilead, CRO,
jejich jednateli a pfidruzenymi osobami; (iii)
dodrzovani zédkonnych a pravnich pozadavku; (iv)
zvetejnéni na internetovych strankdch na adrese
www.clinicaltrials.gov. a na internetovych
strankach a v databazich, které slouzi podobnym
uceliim; a (v) uchovavani v databazich k umoznéni
vybéru zkouSejicich pro budouci klinicka
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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 Investigator will ensure
it furnishes appropriate notice to such Trial
Personnel that describes Gilead's collection,
processing and transfer of their personal data
as set forth in this Agreement. With respect to
the coded clinical trial data provided to
Gilead, Gilead is the controller of the personal
data. The Parties will both act in accordance
with the applicable data protection law.
Furthermore, the Institution and Gilead will
cooperate with each other to take the
necessary measures in order to comply with
the applicable data protection law. Both
Gilead and Institution shall implement
appropriate technical and organizational
measures to meet the requirements of the EU
General Data Protection Regulation. If either
Party becomes aware of a personal data breach
related to data processed under this
Agreement, that Party shall notify the other
Party without undue delay. In such a case
Parties will fully cooperate with each other to
remedy the personal data breach and timely
fulfill the (statutory) notification obligations.
A personal data breach refers to a personal
data breach as meant in Article 4, Article 33
and 34 of the European General Data
Protection Regulation and applicable national
data protection laws.

hodnoceni. Osobni Gdaje mohou byt zpiistupnény
nebo poskytnuty pridruzenym nebo dcefinym
spoleCnostem, zastupcim a smluvnim partnerim
spolecnosti Gilead pracujicim jménem spolecnosti
Gilead a kontrolnim ufadim po celém svéte.
Zkousejici zajisti, aby byl veskery Personal Studie
nalezit¢ upozornén; toto upozornéni by mélo
popisovat sbér, zpracovani a pfevody osobnich
udaji Personalu Studie spolecnosti Gilead tak, jak
je stanoveno touto Smlouvou. Vzhledem
k zakodovanym tdajum z klinického hodnoceni,
poskytnutym spolecnosti Gilead, bude spolecnost
Gilead povaZovana za spravce zpracovavajici
osobni Gdaje. Smluvni strany budou jednat
v souladu s platnym zakonem o ochrané osobnich
udaju. Dale Instituce a spole¢nost Gilead budou
vzajemné  spolupracovat na  nezbytnych
opatfenich, ktera zajisti splnéni pozadavkl zdkona
0 ochrané osobnich udajii. Spole¢nost Gilead a
Instituce implementuji prislusna technicka a
organizacni opatieni, ktera zajisti splnéni
pozadavkl Obecného nafizeni o ochran¢ osobnich
Gdajt  vydaného EU. Pokud kterakoli ze
Smluvnich stran zjisti poruseni ochrany osobnich
udaji souvisejici s Udaji zpracovavanymi podle
této Smlouvy, tato Smluvni strana otom bez
zbyte¢ného prodleni informuje druhou Smluvni
stranu. V takovém piipadé budou Smluvni strany
vzajemné pln€ spolupracovat na napravnych
opatfenich tohoto poruSeni ochrany osobnich
udaji  a  vCasném  splnéni  (zékonnych)
oznamovacich povinnosti. Poruseni ochrany
osobnich 1daji znamena poruSeni ochrany
osobnich 1udaji podle ¢lanku 4, ¢lanku 33 a
¢lanku 34 Evropského Obecného nafizeni o
ochran¢ osobnich tdaji a platnych narodnich
zékond o ochrané osobnich udajt.

2. TRIAL DRUG: MATERIALS | 2. ZI;OUSENE Llf:(‘flyq, Plj{EVOZ
TRANSFER;RECORDS RETENTION; | MATERIALU, UKLADANI UDAJU,
INSPECTION; KONTROLA;

2.1 Trial Drug. 2.1 Zkousené 1é¢ivo.

0] Institution and (1) Instituce a ZkouSejici jsou

Investigator acknowledge that the Compound is
owned and/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

si védomi, Ze Sloucenina je vlastnéna a/nebo fizena
spolecnosti Gilead a ze Zzadnad podminka této
Smlouvy ani Protokolu, ani Zadna Ccinnost
provadéna Instituci nebo ZkouSejicim v ramci
Studie nebude vykladana jako udéleni jakéhokoli
prava ke Sloucening Instituci nebo Zkousejicimu.
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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
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 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 at Gilead’s expense 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

(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 “Zkousené 1é¢ivo”) bezplatné Instituci
k podavani nebo nakladani s ni pouze podle urceni
nebo pod dohledem Zkousejiciho nebo spolu-
zkousejicich, a to subjektiim Studie ve Zkousejicim
centru, v pfisném souladu s Protokolem.

(ili)  Instituice a Zkousejici
budou pouzivat Zkousené 1é¢ivo pouze Kk
provadéni Studie v ptisné shodé s Protokolem, a ne
k z&dnému jinému ucelu, a nepiedaji ZkousSené
lécivo zadné tieti strang. Instituce a ZkouSejici
budou manipulovat, ukladat, transportovat nebo
likvidovat ZkouSené léCivo tak, jak je urceno
spole¢nosti Gilead nebo jejimi zastupci, a to v
souladu s prislusnymi zakony, pravidly a
vyhlaskami.

(iv)  Instituce a Zkousejici
zajisti, ze prazdné a cCasteCné pouzité baleni
Zkouseného 1é¢iva a jakékoli zbyvajici mnozstvi
Zkouseného léCiva pii zavéreCné navstévé na
Zkousejicim centru nebo pii predéasném ukonceni
této Smlouvy bude znehodnoceno na naklady

spolecnosti Gilead nebo vraceno spolecnosti
Gilead v souladu s Protokolem.
(v) Podpora spole¢nosti

Gilead Studii ani G¢ast Instituce nebo Zkousejiciho
ve Studii nezakladaji zadny vyslovny ¢i implicitni
zavazek Instituce nebo Zkousejicitho k nakupu,
predepisovani, poskytovani zvyhodnéného rezimu
preskripce nebo k jakékoli jiné podpote produkti
spolecnosti Gilead.

(vi) Pokud to nevyZaduje
Protokol, Instituce ani Zkou$ejici nebudou
modifikovat Zkousené 1é¢ivo nebo jeho baleni.
Pokud politika Instituce vyzaduje jakékoli
modifikace baleni Zkouseného 1éciva, musi tyto
zmény byt pfedem pisemnou formou schvaleny
spole¢nosti Gilead.

2.2 Vzorky a  jiné  materialy.
Diagnostické testy, télesné tekutiny, tkanové
biopsie, idaje nebo jiné materialy shromazdéné pro
Studii budou pouzity Instituci a Zkousejicim pouze
pro potieby Studie a pouze tak, jak je uréeno
Protokolem a touto Smlouvou.
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of the Trial and only as specified in the
Protocol and this Agreement.

2.3 Records Maintenance and
Retention. Investigator 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 will
notify Gilead in writing prior to destruction of
any Trial-related records and, if requested by
Gilead, shall transfer such records to Gilead at
Gilead’s expense.

2.4 Inspection and Assistance
with Requlatory Matters.

0] At reasonable times and
upon previous agreement, 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, Investigator
and Trial Personnel will cooperate with Gilead and
its appointed representatives with respect to such
inspections, audits and monitoring visits.

(i) Institution and
Investigator will notify Gilead without undue delay
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. Gilead shall
provide Institution and Investigator with all
cooperation necessary for this purpose. Institution
and Investigator will provide Gilead without undue
delay with a copy of any documentation relating to
the Trial received from or sent to the FDA or any

2.3 Vedeni  zaznamid a  jejich
uchovavani.  Zkousejici povede dostatené a
pfesné zaznamy vztahujici se k podavani

ZkouSeného 1é¢iva a  vykondvani  vSech
vyzadovanych postupi podle Protokolu na
subjektech Studie, zejména pisemné zdrojove
dokumenty, zdravotni zéznamy, grafy vztahujici se
k jednotlivym subjektim Studie, ‘“Formulafe o
ptipadu” (“CRF”), kontrolni zaznamy, poznamky,
hlaseni a data. Instituce a ZkousSejici budou mit
tyto dokumenty ulozeny po nasledujici dobu: (i)
nejméné po dobu péti let od dokonceni Klinického
hodnoceni nebo od data pted¢asného ukonéeni
Klinického hodnoceni ve vSech zdravotnickych
zafizenich; (ii) 2 roky od posledniho schvaleni
zadosti o registraci Slouceniny ve Spojenych
statech americkych, Evropské Unii a Japonsku;
(iii) nasledujici 2 roky po upozornéni spolecnosti
Gilead, ze tato formaln¢ wukoncila vyvoj
Slouc€eniny; nebo (iv) na zakladé jinych pravnich
pozadavkd stanovenych pfislusSnymi pravnimi
predpisy. Instituce uvédomi spolecnost Gilead
pisemnou formou pfed znicenim jakychkoli
zaznamu vztahujicich se ke Studii a na pozadani
spole¢nosti Gilead prevezou tyto zdznamy do
spole¢nosti Gilead na naklady spole¢nosti Gilead.

2.4 Kontrola a soucinnost A

zalezitostech regulace.

(i) V piimétenych Easovych
intervalech a po predchozi dohodé ma spole¢nost
Gilead a jeji urCeni zastupci pravo prohlizet,
kontrolovat a monitorovat ZkouSejici centrum,
zafizeni Instituce a vSechny zaznamy popsané v
¢lanku 2.3. Instituce, Zkousejici i Personal Studie
budou poskytovat souc¢innost spole¢nosti Gilead a
jejim ur¢enym zastupctum v souvislosti s takovymi
kontrolami, audity a monitorovacimi navstévami.

(i) Instituce a Zkousejici bez
zbyteéného prodleni uvédomi spolec¢nost Gilead,
jakmile obdrzi oznameni o jakékoli kontrole nebo
jiném Ukonu ve vztahu ke Studii ze strany FDA
nebo jiného vladniho ¢i regulacniho organu.
Spole¢nost Gilead poskytne v této souvislosti
Instituci a ZkouSejicimu potiebnou soucinnost.
Instituce a Zkousejici bez zbytecného prodleni
poskytnou spolecnosti Gilead kopie veskeré
dokumentace vztahujici se ke Studii ziskané od
FDA nebo jiného regulaéniho organu nebo jim
zaslané.  Instituce a  ZkouSejici  budou
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other regulatory authority. Institution and
Investigator will cooperate and comply with
regulatory agencies with respect to such
inspections, audits and monitoring Visits.

(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.

spolupracovat a dodrzovat pokyny regulacnich
organtl tykajici se kontrol, auditti a monitorovacich
navstev.

(i) Na zadost a naklady
spoleCnosti  Gilead budou Instituce a/nebo
Zkousejici pomahat spolecnosti Gilead pii ptipraveé
a zasilani zadosti o nové zkuSebni lécebné
ptipravky, nové 1é¢ebné piipravky a vSechny jiné
pre-marketingové aplikace vztahujicich se ke
Studii, které mohou byt vyzadovany FDA nebo
jinym regulacnim organem, a budou pfitomni na
schiizkach s témito regulacnimi organy ohledné
téchto aplikaci.

3. REPRESENTATIONS AND | 3. PROHLASENI A ZARUKY
WARRANTIES
3.1 Each of Institution and 3.1 Instituce a Zkousejici timto

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 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 Investigator represents and
warrants that he 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

prohlasuji a zaruCuji, Ze maji zdkonné pravo
uzaviit tuto Smlouvu a Ze smluvni podminky této
Smlouvy nejsou v konfliktu s Zzadnou jinou
smlouvou, jiZ jsou vazani. Instituce ani Zkousejici
neuzaviou Zadnou jinou smlouvu nebo se nezavazi
k jinym ¢innostem, které by podstatnym zptisobem
branily jejich schopnosti dokong¢it Studii v souladu
se Smlouvou a Protokolem.

3.2 ZkouSejici timto prohlasuje a
zarucuje, Ze je plné€ kvalifikovany jako 1ékat podle
platnych zakont a provadécich pravnich piedpist
a ze je schopen plnit své zavazky dle této Smlouvy.
Instituce a Zkousejici timto prohlasuji a zarucuji,
ze v prub¢hu provadéni Studie nebudou vyuzivat v
jakékoli formé sluzeb jiné osoby nebo subjektu,
jimz byla zastavena ¢innost, jez nemaji potfebnou
kvalifikaci jako zkousejici nebo jimz bylo natizeno
omezeni ze strany jakéhokoli nérodniho nebo
mezinarodniho vladniho nebo regula¢niho organu.
Instituce a ZkousSejici timto prohlasuji a zarucuji,
ze zadné z osob nebo subjektti poskytujicich sluzby
v ramci Studie jménem Zkousejiciho a Instituce
(souhrnné “Personal Studie”) nebyla zastavena
¢innost, zruSena kvalifikace, nafizeno omezeni
nebo zakazano provadéni klinickych studii ani tyto
osoby ¢i subjekty podle nejlepsiho védomi
Instituce a Zkousejiciho po pfim&teném dotazovani
nejsou vysetfovany jakymikoli vladnimi ufady v
souvislosti s jakymkoli takovym druhem ¢innosti.
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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
without undue delay if any Trial Personnel
becomes disqualified, debarred or restricted,
or if Institution or Investigator discovers that
any 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, to
their knowledge, 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 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

ZkousSejici a Instituce (dle situace) bez zbyte¢ného
prodleni uvédomi spole¢nost Gilead, pokud
komukoli z Personalu Studie bude odebrana
kvalifikace, zastavena c¢innost nebo nafizeno
omezeni, nebo pokud Instituce nebo Zkousejici
zjisti, Ze kdokoli z Personalu Studie je vySetfovan
jakymkoli vladnim Ufadem v souvislosti s
jakymkoli takovym druhem Cinnosti.

3.3 Protikorupéni zakon. Instituce a
Zkousejici prohlasuji a zarucuji, Ze Si nejsou
védomi, ze by Instituce, Zkousejici, nebo néjaka z

jejich  pfidruzenych spolecnosti nebo jejich
jednotlivi feditelé, ufednici, zaméstnanci i
jednatelé (vSichni vySe jmenovani, vcetné

pridruzenych osob, spoleéné oznaCovani jako
»Zastupci Instituce®), u¢inili kroky, které by mély
za nasledek poruSeni zdkona proti zahrani¢nim
korupénim praktikam z roku 1977, v platném znéni
(takovy zakon, v¢etné jeho pravidel a predpisi, je
oznatovan jako ,,FCPA“), Umluvy o boji s
podplacenim vefejnych Ciniteld v mezinarodnich
obchodnich transakcich pfijatou na jednani
Organizace pro ekonomickou spolupraci a rozvoj
21. listopadu 1997 (takova tmluva, vcetné jejich
pravidel a piedpist, je oznadovana jako ,,Umluva
OECD*), britského protikorup¢niho zakona z roku
2010 (,,protikorupéni zakon*) ani zadného jiného
platného zdkona proti podplaceni nebo korupci,
pravidel nebo predpisii (spoleéné se zakonem
FCPA, Umluvou OECD a protikorupénim
zakonem oznaCovany jako ,,protikorupéni
zakony“). Instituce a ZkouSejici prohlasuji a
zaruCuji, ze Instituce, ZkouSejici a Zastupci
Instituce provadeli a budou provadét svou
obchodni ¢innost v souladu s protikorupcnimi
zakony. Instituce a ZkouSejici prohlasuji a
zarucuji, Ze Instituce a Zkousejici maji a budou mit
osetfeny nezbytné postupy k zabranéni korupce a
nekalého jednani ze strany Zastupcd Instituce.
Instituce a ZkousSejici rovn€z souhlasi s tim, zZe
spolecnost Gilead bude mit ¢as od Casu pravo, na
zékladé pisemného oznameni zaslaného Instituci a
Zkousejicimu, provést audit zasad, Cetnich knih,
zaznaml a vykazi Instituce a Zkousejiciho, za
ucelem ovéfeni dodrzovani ustanoveni této
Smlouvy. Instituce a Zkousejici souhlasi s tim, Ze
béhem takového auditu poskytnou Uplnou
soucinnost a spolupraci v pfimétenych Casovych
terminech a na zakladé¢ pisemného oznameni
poskytnutého Instituci a ZkouSejicimu s
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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 obliged by Institution policy to convey
to Institution all title and interest to Trial
Results and Trial Inventions as defined below.
Institution represents and warrants that it is
obligation of the Investigator and Trial
Personnel to adhere to Institution policy. In
addition, Investigator shall make Trial
Personnel familiar with the provisions of this
Agreement and ensure their compliance with
such provision

dostateénym piedstihem. Spole¢nost Gilead muze,
dle svého uvazeni a bez omezeni jakychkoli jinych
prostiedktl podle zédkona nebo prava ekvity, tuto
Smlouvu ukoncit, dojde-li k jakémukoli poruSeni
protikorupcnich zakon.

34  Instituce a Zkousejici timto
prohlasuji a zarucuji, ze ZkouSejici a veskery
ostatni Persondl Studie jsou zaméstnanci Instituce
a jsou internimi ptedpisy zavazani sdélit Instituci
veskeré zavazky a z4jmy na vysledcich Studie a
objevech Studie, jak jsou definovany nize.
Instituce prohlauje a zaruCuje, ze je povinnosti
Zkousejiciho a Personalu Studie dodrzovani vsech
internich piedpist Vv Instituci. Zkousejici navic
musi Personal Studie seznamit s ustanovenimi této
Smlouvy a zajisti dodrzovani téchto ustanoveni.

4. CONFIDENTIALITY

4, MLCENLIVOST

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 Trial Subject

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:

0] is or becomes publicly
available through no fault of Investigator or
Institution;

(i) was known to Investigator
or Institution without obligation of confidentiality

4.1  Instituce a ZkousSejici budou
zachovavat prisnou mlcenlivost (a totéz zajisti ze
strany Persondlu Studie) a nesdé€li tfetim osobdm
zadné informace poskytnuté spolecnosti Gilead
nebo jménem spolecnosti Gilead nebo CRO nebo
informace, které vznikly, byly objeveny nebo
ziskany jakoukoli Smluvni stranou jako vysledek
Studie (jiné nez lékaiské zaznamy o subjektu
Studie), v¢etné vysledka Studie, vynalezi Studie a
informaci  souvisejicich s nimi (“Divérné
informace”).  Instituce a Zkousejici budou
pouzivat Dlvérné informace pouze pro potieby
Studie (a totéz zajisti ze strany Personalu Studie).
Zavazky vyplyvajici z tohoto ¢lanku 4 zlstavaji v
platnosti a ucinnosti i po ukonéeni Smlouvy.
Duvérné informace nezahrnuji informace, které:

Q) jsou nebo se stanou vefejné
dostupnymi bez pochybeni Zkousejiciho nebo
Instituce,

(i)  byly znamy Zkousejicimu nebo
Instituci bez zavazku duvérnosti dfive, nez je
ptimo nebo nepiimo ziskali od spole¢nosti Gilead
nebo CRO v rdmci této Smlouvy, jak je doloZzeno v
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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:

0] to comply with an
applicable governmental law, rule, regulation or
order, after notice to Gilead without undue delay
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 subsequent notice to Gilead
and without undue delay;

(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).
4.4 Return  of  Confidential

Information. Upon either (i) the completion of
the Trial or termination of this Agreement; or
(i1) Gilead’s request for any reason, Institution
and Investigator will (x) immediately cease all

pisemnych zaznamech s datem ptredchizejicim
datu, kdy Zkousejici nebo Instituce tyto informace
ziskali od spole¢nosti Gilead,

(ili)  jsou sdéleny Zkousejicimu nebo
Instituci tfeti osobou bez poruseni zakona nebo
jakéhokoli zavazku mlcenlivosti, nebo

(iv)  mohou byt dolozeny pisemnymi
zdznamy ZkouSejiciho nebo Instituce, ze byly
nezavisle vytvofeny ZkouSejicim nebo Instituci
bez jakékoli vazby na Dlvérné informace.

42  Bez ohledu na jakékoli dalsi
ustanoveni této Smlouvy mohou Instituce nebo

Zkousejici  sdélit Diavérné informace ve
vyzadovaném rozsahu:
Q) aby vyhovéli ptislusnému

statnimu zakonu, pravidlu, nafizeni nebo vyhlasce,
po oznameni spole¢nosti Gilead bez zbyte¢ného
prodleni, a za pfedpokladu, ze ZkousSejici a
Instituce budou spolupracovat se spolec¢nosti
Gilead ve snaze omezit takova sdéleni pfislusnymi
zakonnymi prostiedky,

(i)  aby chranili bezpecnost
kteréhokoli  subjektu Studie nebo poskytli
pfislusnou zdravotni péci kterémukoli subjektu
Studie nebo zabranili ohrozeni vefejného zdravi
s naslednym oznamenim spole¢nosti Gilead a to
bez zbyte¢ného prodlenti,

(ili)  za ucelem pojisténi nebo nahrad
platce tieti osoby za medicinskou 1é¢bu subjektu
Studie ve vztahu k proceduram obsazenym v
Protokolu.

43  Clanek 4 neomezuje prava ¢&i
povinnosti Instituce nebo Zkousejiciho vyplyvajici

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

(Zvetejnovani vysledk), 8.1 (Publicita), nebo 8.3
(Vztahy)

4.4 Vraceni Duvérnych informaci.
Nasledné po (i) dokonceni Studie nebo ukonceni
této Smlouvy; nebo (ii) na Zadost spole¢nosti
Gilead, z jakéhokoli diivodu, Instituce a Zkousejici
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use of all Confidential Information, and (y)
without undue delay either return to Gilead, or
if instructed by Gilead, destroy all
Confidential Information, at Gilead’s expense,
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
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 or in equity.

4.6 Public Disclosure of Agreement.
The Parties agree that this Agreement will be
publicly disclosed by Institution in the
contract register pursuant to the Act no.
340/2015 Coll. (the “Act”) within thirty (30)
days of its execution. The Parties agreed that
Gilead will provide Institution with a version
of the Agreement for publication no later than
on the day of signing the Agreement. The
Parties acknowledge that the Budget and
Schedule in Exhibit A and any other exhibits
and attachments to this Agreement are deemed
business secret of Gilead in accordance with
the Act and Gilead and Institution shall ensure
that such information will not be published in
the contract register. CRO shall redact Gilead
trade secret and Gilead personal information
including but not limited to Gilead’s
signature(s), names, telephone number, and
addresses, prior to contract registration.
Institution shall provide Gilead with written
email confirmation of such registration to:
CTAFE@gilead.com without undue delay

(x) ihned prestanou pouzivat veskeré Duvérné
informace a (y) bez zbyte¢ného prodleni je bud’
vrati spole¢nosti Gilead, nebo, budou-li 0 to
spoleCnosti Gilead pozadani, zni¢i, na néaklady
spolecnosti Gilead, veskeré Duvérné informace,
véetng jakychkoli kopii, vynatkl, souhrnd nebo z
nich odvozenych dél, a pisemné potvrdi
spolecnosti Gilead, ze takové informace odevzdali
a/nebo zniCili; nicméné za predpokladu, ze si
Instituce a Zkousejici mohou ponechat jednu (1)
kopii Duvérnych informaci ve svych archivech
vyhradn€ pro ucely monitorovani svych
pretrvavajicich zavazkd vyplyvajicich z této
Smlouvy.

45  Opatieni ochranného charakteru.
Instituce a Zkousejici berou na védomi, ze jakékoli
skute¢né nebo hrozici poruseni Clanku 4 zptisobi
spole¢nosti Gilead nevyhnutelné a nenapravitelné
Skody, které nelze adekvatné uhradit financné, a
proto Instituce a ZkouSejici souhlasi s tim, ze
spoleCnost Gilead nebude muset prokazat
nenapravitelnou Skodu ve snaze uplatnit opatieni
ochranného charakteru ve spojeni se skute¢nym
nebo hrozicim porugenim Clanku 4. Kromé
jakéhokoli opatfeni ochranného charakteru muze
spolecnost Gilead usilovat o jakakoli jina napravna
opatieni podle zakona nebo prava ekvity.

4.6_ Uvetejnéni Smlouvy. Smluvni strany se
dohodly na uvefejnéni této Smlouvy vcetné€ vsech
dodatkdi Instituci Vv centralnim registru smluv
v souladu se zédkonem &. 340/2015 Sb. (dale jen
»Zakon) do tficeti (30) dnl po jejim uzavieni.
Smluvni strany se dohodly, ze spole¢nost Gilead
poskytne Instituci verzi Smlouvy ke zvetejnéni, a
to nejpozdéji v den platnosti Smlouvy. Smluvni
strany berou na védomi, Ze Rozpocet a Platebni
rozvrh v ptiloze A a veskeré dalsi piilohy a
dopliiky této Smlouvy se povazuji za obchodni
tajemstvi spole¢nosti Gilead v souladu se zakonem
a Gilead a Instituce zajisti, ze tyto informace
nebudou uvefejnény v centralnim registru smluv.
CRO pted registraci smlouvy rediguje obchodni
tajemstvi a osobni Gdaje spole¢nosti Gilead, mimo
jiné véetné podpisu (podpistt) spolecnosti Gilead,
jmen, telefonnich ¢isel a adres. Instituce poskytne
bez zbytetného odkladu spolecnosti Gilead
pisemné potvrzeni o uvefejneni a to emailem na:
CCFFE@gilead.com po uvefejnéni. Smluvni
strany se dohodly, ze zadné aktivity podle této
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after registration occurs. The Parties agree that
no activities under this Agreement will be
conducted until Gilead has received such
confirmation. Institution assumes all liability
for failure to so publish.

Smlouvy nebudou provedeny dokud Gilead
neobdrzi toto potvrzeni. Instituce na sebe bere
odpovédnost za neuveiejnéni Smlouvy.

5. PUBLICATION

5. ZVEREJNOVANI VYSLEDKU

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). Investigator will delete
references to  Gilead’s Confidential
Information in any paper or presentation
and, at Gilead’s request, delay such
Publication for up to 45 days in order to
permit Gilead to obtain appropriate
intellectual property protection on any
Confidential Information contained in the
Publication.

5.2 Other than as permitted in
Section 5.1, the use of Gilead’s name, or the
names of Gilead’s affiliates or employees, in
any publication is governed by Section 8.1.
If Gilead requests Investigator to present the
multi-site Trial results on behalf of Gilead,
Gilead will either reimburse Investigator or
arrange and pay for the expenses directly for
travel, accommodation, and meals in
connection with such presentation. Such
covered expenses may be publicly
reportable. No compensation will be paid in
connection with presenting the results.

5.1  Instituce a Zkousejici mohou
publikovat nebo prezentovat vysledky Studie
vytvorené Instituci a ZkouSejicim (“Vysledky
Studie”) bud: (i) s predchozim pisemnym
souhlasem spole¢nosti Gilead nebo (ii) 2 roky po
dokonceni Studie ve vSech ucastnicich se
institucich ~ (dale  jednotlivé  “Zvefejnéni
vysledkd™). Zkousejici pfedlozi spole¢nosti Gilead
vSechna navrhovand Zvetejnéni vysledki spolu s
nazvem ptislusného odborného ¢asopisu, fora nebo
konference pted jejich predanim ke zvetejnéni (30
dnti pfedem u rukopist a 15 dnd pfedem u vytahi
a ustnich prezentaci). Zkousejici odstrani odkazy
na jakékoli Ditvérné informace spolecnosti Gilead
ze vSech prednasek a prezentaci a na Zzadost
spole¢nosti Gilead odlozi Zvetejnéni vysledki az o
45 dnd, aby meéla spole¢nost Gilead moznost
zajistit odpovidajici ochranu svého duSevniho
vlastnictvi ve vztahu k Duvérnym informacim
obsazenym v takovém Zvetejnéni vysledk.

52  Kromé pfipadl povolenych dle
¢lanku 5.1 vyse se pouziti ndzvu spole¢nosti Gilead
nebo nazvi ¢i jmen jejich pridruzenych spole¢nosti
¢i zaméstnanci v jakékoli publikaci tidi
ustanovenimi ¢lanku 8.1 této Smlouvy. Pokud
bude spolecnost Gilead pozadovat, aby Zkousejici
prezentoval vysledky z multicentrické studie
jménem spole¢nosti Gilead, spolecnost 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 vefejné¢ vykazatelné. Nebude
vyplacena Zadna odména v souvislosti s prezentaci
vysledkd.

6. TRIAL RESULTS AND INVENTIONS

6.  VYSLEDKY
VYNALEZY

STUDIE A
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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 Trial Subject
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 disclose all Trial Inventions to
Gilead in writing without undue delay. 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.

6.1  Spolecnost Gilead je vlastnikem
veskerych dat, Vysledki Studie, Duvérnych
informaci, CRF a veskerych dalSich informaci
ziskanych na zdkladé provadéni Studie nebo v
souvislosti s ni, kromé¢ Ilékatskych zaznamu
Instituce o subjektech Studie a osobnich poznamek
Zkousejiciho. Spolecnost Gilead timto udé€luje
Instituci nevyhradni, nepievoditelné a
nesublicencovatelné pravo pouzivat Vysledky
Studie vyhradné pro potfeby vlastniho interniho
nekomercniho 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 u¢inéné,
ziskané nebo uvedené do praxe ze strany Instituce,
Zkousejiciho nebo Personalu Studie: (i) na zakladé
provadéni Studie nebo v souvislosti s ni; (ii) jez
obsahuji nebo vyuzivaji Duvérné informace; nebo
(iii) jez se primo vztahuji ke Slouceniné, a to ve
vSech uvedenych ptipadech véetné prislusnych
prav k duSevnimu vlastnictvi (dale souhrnné
“Vynélezy Studie”) jsou vyluénym vlastnictvim
spole¢nosti Gilead nebo ji uréeného subjektu.
Instituce a Zkousejici bez zbytecného prodleni
sdéli veskeré Vynalezy Studie spolecnosti Gilead
pisemnou formou. Instituce a Zkousejici timto
postupuji vesSkerd prava, opravnéni a naroky k
Vynéleziim Studie na spolecnost Gilead nebo ji
urceny subjekt a totéz zajisti ze strany Personalu
Studie. Na zadost spolecnosti Gilead a na jeji
naklady ucini Instituce a Zkousejici veskera
dodatecna opatieni (a totéz =zajisti ze strany
Personalu Studie), jez bude spole¢nost Gilead
povaZovat za nezbytné k zajisténi prav spole¢nosti
Gilead nebo ji ur¢ené¢ho subjektu k Vynalezim
Studie nebo ke =ziskani patenti ¢i jiné formy
ochrany Vynalezii Studie ze strany spolecnosti
Gilead nebo ji uréeného subjektu.

effect appropriate levels of insurance or self-
insurance for the duration of the Trial in
amounts sufficient to meet its liability

7. INSURANCE AND SUBJECT INJURY | 7. POJISTENI A PREDMET SKODY
SUBJEKTU STUDIE
7.1 Each Party will maintain in 7.1  KaZzda ze Smluvnich stran bude po

dobu provadéni Studie udrzovat odpovidajici
pojisténi ve vysi dostacujici k pokryti jejich
zavazkli vyplyvajicich z této Smlouvy. Vyse
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obligations under this Agreement. Insurance
coverage will comply with applicable laws,
rules, regulations and insurance guidelines.
In accordance with Section 45(2)(n) of Act
No. 372/2011 Coll. on Health Services, the
Institution has entered into an insurance
contract for the insurance of liability for
damage caused in association with the
provision of health care services, regardless
the Institution represents and warrants it has
sufficient financial resources to cover the
obligations of Institution and Trial Personnel
under this this Agreement

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

7.3 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 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 as a result of participation in
the Trial.. A copy of the Contract of
Insurance in the Czech Republic may be
provided to Institution upon written request.

pojistného kryti bude odpovidat piislusSnym
zékonim, pravidlim, provaddécim pravnim
pfedpisim a pokynim tykajicim se pojisténi.
Instituce ma v souladu s § 45 odst. 2 pism. n)
zakona €. 372/2011 Sb., o zdravotnich sluzbach,
uzavienou pojistnou smlouvu o pojisténi své
odpovédnosti za skodu zplisobenou v souvislosti s
poskytovanim zdravotnich sluzeb. Bez ohledu na
vyse uvedené Instituce prohlasSuje a zarucuje, ze
ma dostatecné financni zdroje k pokryti zavazki
Instituce a Personalu Studie podle této Smlouvy.

7.2  Pokud kdykoli b&hem trvani
Studie dosp€ji Zkousejici nebo spolecnost Gilead k
divodnému zavéru, ze kterykoli ze subjektd Studie
by mél byt z ticasti ve Studii okamzité vytazen,
budou Zkousejici a spolecnost Gilead vzajemné
spolupracovat na bezpecném vyfazeni takového
Subjektu ze Studie.

7.3 Spolec¢nost Gilead timto potvrzuje, ze
v souladu s 8 52 odst. 3, pism. f), zakona ¢&.
378/2007 Sb., o 1é¢ivech, v platném znéni, zajistila
pojistnou smlouvu pro nahradu Skody pro
Zkousejiciho a spolec¢nost Gilead. Toto pojisténi
také radné pokryva nahradu Skody v piipad¢ smrti
subjektu Studie nebo ndhradu Skody subjektim
Studie v pripadé Ojmy na zdravi zpdsobené
v disledku jeho ucasti ve Studii. Kopie pojistné
smlouvy v Ceské republice bude poskytnuta
Instituci na zaklad¢ pisemné zadosti.

8. GENERAL

8. VSEOBECNA USTANOVENI

8.1 Publicity. Gilead will not
use the name of Institution or Investigator or
their employees or any of their trademarks,
and Institution and Investigator will not use
the name of Gilead or any of its employees
or any of its trademarks, in any advertising,
sales promotional material, or press release
without the relevant Party’s prior written

8.1  Publicita. Gilead nebude pouzivat
nazev Instituce nebo jméno Zkousejiciho ¢i jména
jejich zaméstnanci nebo kteroukoli z jejich
ochrannych znadmek a Instituce a Zkousejici
nebudou pouzivat ndzev spole¢nosti Gilead nebo
jména jejich zaméstnancti nebo kteroukoli z jejich
ochrannych znamek v jakychkoli reklamnich ¢i
propagacnich materialech nebo tiskovych zpravach

GSI-FORM-CR_CTA EU_3Party 21 Aug 2018
GS-US-592-6173 CZE Soumarova Renata CTA

Page 17 of 26

December 9, 2022




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 this Agreement, the Parties are
independent contractors and nothing contained in

bez ptedchoziho pisemného souhlasu druhé
Smluvni strany vyjma ptipadd, kdy je takové
pouziti nutné pro: (i) podani uréena regulacnim
organum, v¢etné podani Komisi pro cenné papiry
USA nebo podani FDA (nebo jinému
ekvivalentnimu dozor¢imu organu v jiné zemi nez
v USA); (ii)) zahajeni soudniho fizeni nebo
obhajobu v ném; nebo (iii) dodrzeni platnych
zakontl, pfedpist ¢i nafizeni. Bez ohledu na vyse
uvedené mutize spolecnost Gilead bez predchoziho
souhlasu zvefejnit informace o Instituci a
Zkousejicim, jez jsou vyzadovany ze zdkona,
véetn¢ identifikace Instituce jako subjektu
provad¢jiciho Studii a identifikace Zkousejiciho
jako osoby provadéjici Studii v Instituci a vysi
poskytnutych finan¢nich prostfedkti a nakladt
uhrazenych v souvislosti se Studii. Zkousejici
timto souhlasi s timto zvefejnénim. Instituce a
Zkousejici mohou bez predchoziho souhlasu
zvefejnit v divérnych internich zpravach Instituce
nebo ve zpravach predkladanych vladnim orgdnim
nebo ve zpravach tvoticich soucast zddosti o granty
informace o své Ucasti ve Studii (v€etné nazvu

spoleCnosti  Gilead, nazvu Studie a Cisla
Protokolu).
8.2  Podstatné nevefejné informace. V

pribéhu Studie mohou mit ZkousSejici a dalsi
pracovnici Instituce pfistup k podstatnym
nevefejnym informacim tykajicim se spolecnosti
Gilead a jejich vyzkumnych partnerti - vefejné
obchodovanych spole¢nosti.  Aby nedoslo k
jakémukoli potencialnimu ¢i skuteCnému stietu
zajmd, 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 ani ZkousSejiciho, piipadné
jakykoli subjekt, jehoz miiZe byt Instituce soucasti,
v Ucasti na jakémkoli hromadném investi¢nim
nastroji, jako jsou napt. investi¢ni fondy.

8.3  Vztah. Pro ucely této Smlouvy
jsou Smluvni strany navzdjem nezavislymi
subjekty a nic z obsahu této Smlouvy nebude
vykladano jako wvytvofeni vztahu partnerd,
zmocnitele a zmocnénce, zaméstnavatele a
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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.
Institution shall refund any overpayments if
applicable.

8.5 Termination. Gilead and
Institution may terminate this Agreement upon
30 days’ written notice to the other Parties.
Investigator may terminate this Agreement only
with the Institution’s approval upon 30 days’
written notice to the other Party.

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

zameéstnance nebo spole¢ného 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
tato Smlouva vypovézena diive pisemnou
vypovedi jedné ze Smluvnich stran druhé Smluvni
stran¢ dle ¢lanku 8.5 niZe, pak bude tato Smlouva
ukoncena k pozdéjsimu z nasledujicich terminti: (i)
den, kdy spolecnost Gilead obdrzi od Instituce
a/nebo Zkousejiciho veskeré vyplnéné formulaie
CRF; (ii) den, kdy Instituce a/nebo ZkousSejici
vytesi veskeré nejasnosti ohledné ptedanych dat a
predlozi zavérecné zpravy EK a spolecnosti Gilead
k jeji spokojenosti; (iii) den dokonceni
zaveérecnych Cinnosti ve Zkousejicim centru; a (iv)
den, kdy spolecnost Gilead provede veskeré platby
a vyplati veSkeré nahrady piipadné inkasuje
vesker¢ preplatky dle této Smlouvy.

8.5  Ukonceni Smlouvy. Spolecnost
Gilead a Instituce mohou tuto Smlouvu vypovédét
pisemnou vypovédi doru¢enou druhé Smluvni
stran¢ se 30denni vypovédni lhitou. Zkousejici
muze tuto Smlouvu vypovédét pouze se souhlasem
Instituce na zaklad¢ pisemné vypovédi s 30denni
vypovéedni lhiitou zaslanou druhé Smluvni stran€.

8.6 Pokradovani platnosti a uéinnosti.
V pfipad¢ ukonceni této Smlouvy dle ¢lanku 8.4
nebo v piipadé¢ vypovézeni této Smlouvy dle
¢lanku 8.5 zlistavaji v platnosti a i€innosti prava a
povinnosti vyplyvajici z téchto ¢lanktt Smlouvy:
Ustanoveni ¢lanki 1.7, 2, 4, 5, 6, 7.1 a 8 zustavaji
v plném rozsahu v platnosti a 0¢innosti po
ukonéeni nebo uplynuti doby trvani této Smlouvy.

8.7  Celd Smlouva, zmény a dodatky.
Tato Smlouva, véetné pfiloh, na nézZ Smlouva
odkazuje, a vCetné Protokolu, ptedstavuje tplnou,
konecnou, naprostou a vyhradni dohodu mezi
spoleCnosti Gilead, ZkousSejicim a Instituci ve
vztahu ke Studii. V pfipad¢ jakéhokoli rozporu
mezi ustanovenimi této Smlouvy a ustanovenimi
Protokolu jsou rozhodujici ustanoveni Smlouvy s

vyjimkou rozpord tykajicich se lekatskych,
védeckych ¢i  bezpeCnostnich zalezitosti a
samotného provadéni Studie, jez se Tidi

ustanovenimi Protokolu. Tato Smlouva a veskeré
jeji  dodatky budou uzavieny ve tiech
vyhotovenich, z nichz se kazdé vyhotoveni
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Protocol. This Agreement and any amendment
hereto will be executed in three counterparts
each of which shall be deemed an original but
taken together shall constitute one and the same

instrument. The priority language of this
Agreement will be Czech. No changes,
amendments or alterations will be effective

unless in writing and signed by all Parties. No
waiver, expressed or implied, will be a
continuing or subsequent waiver of the particular
right or obligation. Any purported assignment or
delegation by Institution or Investigator of this
Agreement or their obligations under this
Agreement will be void without Gilead’s
advance written consent. Gilead reserves the
right to assign or transfer this Agreement or any
of the rights or obligations under this Agreement.

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

povazuje za original, ale které spole¢né zakladaji
jeden a tentyz dokument. Rozhodnym jazykem této
Smlouvy bude Gesky jazyk. 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 néslednych povinnosti.
Jakékoli domnélé postoupeni nebo delegovani této
Smlouvy ze strany Instituce nebo Zkousejiciho
nebo postoupeni jejich povinnosti vyplyvajicich z
této Smlouvy na tfeti osobu bude neplatné bez
predchoziho pisemného souhlasu spole¢nosti
Gilead. Spolecnost Gilead si vyhrazuje pravo
postoupit nebo pfevést tuto Smlouvu nebo
kterakoli ze svych prdv a povinnosti z této
Smlouvy vyplyvajicich.

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

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 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:

Ozndmeni. Vsechna ozndmeni nebo
souhlasy vyZadované dle této Smlouvy musi byt
ucinény pisemné a zasldny druhé Smluvni strané
bud’: (i) celostatné uznavanou dorucovaci sluzbou
s garantovanym dorucenim do nasledujiciho
pracovniho dne, pficemz v takovém ptipadé bude
0znameni povazovano za dorucené jeden (1) den
po piedani piislusnému piepravei; nebo (ii) e-
mailem ve formatu PDF, pfi¢emz v takovém
ptipadé¢ bude oznameni povazovano za dorucené
na zacatku nasledujiciho obvyklého pracovniho
dne po uspé$ném pienosu. Oznadmeni musi
obsahovat Cislo Protokolu Studie a musi byt
odeslano na nésledujici adresy:

If to Institution:

University Hospital Kralovske Vinohrady
XXXXX

Attention: XXXXX

Tel (for courier use): XXXxx

Oznameni uréena Instituci:

Fakultni nemocnice Kralovské Vinohrady
XXXXX

K ruk&m: xxxxx

Tel. (pro kuryrni sluzby): XXXxX
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Email: xxxxx

If to Investigator:

University Hospital Kralovske Vinohrady
XXXXX

Attention: XXXXX

Tel (for courier use): XXxxX

Email: xxxxx

If to Gilead:

Gilead Sciences, Inc.
XXXXX

Attention: XXXxx

Tel (for courier use): XXXxx

E-mail: xxxxx
Oznameni urena Zkousejicimu:

Fakultni Nemocnice Kralovské Vinohrady
XXXXX

K rukam: xxxxx

Tel. (pro kuryrni sluzby): XXXXX

E-mail: xxxxx

Oznameni uréena spolecnosti Gilead:

Gilead Sciences, Inc.

XXXXX

K rukadm: xxxxx

Tel. (pro kuryrni sluzby): XXXxX

Facsimile: xxxxx Fax: xxxxx
Email: xxxxx Email: xxxxx
8.9 Force Majeure. If any 8.9  Vys8i moc. Pokud plnéni této

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 without undue
delay whenever such causes are removed.

8.10 Governing Law. This
Agreement shall be governed by the laws of
Czech Republic, without regard to any
choice-of-law principles.

Smlouvy nékterou ze Smluvnich stran bude
znemozneéno, omezeno nebo zdrzeno (zcela nebo
z€asti) z divodi mimo pfiméfenou kontrolu
pfislusné Smluvni strany a nebude spocivat v
jednani ¢i necinnosti této Smluvni strany, pak bude
dot¢ena Smluvni strana po zaslani oznameni této
skutecnosti druhé Smluvni strané zprosténa plnéni
v rozsahu takové piekazky, omezeni nebo prodleni;
to za predpokladu, ze dotéena Smluvni strana
vynalozi pfiméfené 1sili k zamezeni nebo
odstranéni pficin svého neplnéni Smlouvy a ze své
plnéni obnovi bez zbytecného prodleni po
odstranéni nebo zaniku téchto pficin.

8.10 Rozbodné pravo. Tato Smlouva se
fidi pravnim fadem Ceské republiky bez ohledu na
jakékoli z&sady volby prava.
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IN WITNESS WHEREOF, the Parties have
entered into this Agreement by their duly
authorized representatives. Under a Special Power
of Attorney, Gilead has appointed and authorized
Pharmaceutical Research Associates CZ, s.r.0., 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 TOHO, Smluvni strany uzaviely tuto
Smlouvu prostiednictvim svych zplnomocnénych
zastupct. Na zaklad¢ PIné moci, spolecnost Gilead
jmenovala a autorizovala spolecnost
Pharmaceutical Research Associates CZ, s.r.o. k
uzavieni této Smlouvy, aby timto zavazala
spolecnost Gilead k povinnostem a zavazktim
obsazenym v této Smlouve.

UNIVERZITY HOSPITAL KRALOVSKE
VINOHRADY / FAKULTNI NEMOCNICE
KRALOVSKE VINOHRADY

By / Podpis:
Name / Jméno: XXXxx
Title / Funkce: Xxxxxx

Date / Datum:

INVESTIGATOR / ZKOUSEJICi

By / Podpis:
Name / Jméno: Doc. MUDr. Renata Soumarova,
Ph.D., MBA

Title / Funkce: Investigator / ZkouSejici
Date / Datum:

PHARMACEUTICAL RESEARCH
ASSOCIATES CZ, S.R.O., IN THE NAME
AND ON BEHALF OF / JIMENEM GILEAD
SCIENCES, INC.

By / Podpis:
Name / Jméno: XXXxXX
Title / Funkce: xxxxx
Date / Datum:
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EXHIBIT A

BUDGET AND PAYMENT SCHEDULE
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GS-US-592-6173

CRO Pay. All payments under the
Agreement shall be made by CRO on
Gilead’s behalf.

Payee. Institution’s payee under the
Agreement shall be University Hospital
Kralovske Vinohrady, which must be the
same name as on the Institution’s Payment
Information Checklist (“PIC”).

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

Invoice Required. All payments under the
Agreement shall be by invoice within
forty-five (45) days following receipt of
the invoice accompanied by substantiating
documentation and receipts, and as
otherwise described below.

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

a. All Start-up fees designated in the
attached budget as payable “Upon
CTA Execution,” are conditioned
upon the Agreement being fully
executed and delivered to Gilead
or CRO.

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

Page 23 of 26

PRILOHA A

ROZPOCET AROZVRHPLATEB
GS-US-592-6173

Platby CRO. Vsechny platby dle této
Smlouvy  provede CRO  jménem
spolecnosti Gilead.

Piijemce plateb. Dle Smlouvy bude
ptfijemcem plateb za Instituci Fakultni
nemocnice Krélovské Vinohrady pii¢emz
se musi jednat o stejné jméno jako na
formulafi informaci o dodavateli (déle jen
,,PIC* (Payment Information Checklist).

Platby. VSechny platby uhradi CRO a na
jeji zadost ji musi byt predlozeny veskeré
pozadované formuladfe s platebnimi
informacemi a danové formulare.

Povinnost piedlozit fakturu. Vsechny
platby provadéné dle Smlouvy budou
uhrazeny na zékladé faktury ve lhuté
Ctyficet pét (45) dnu od piijeti faktury
spoleén¢ s podpurnou dokumentaci a
doklady a v souladu s ostatnimi
podminkami popsanymi nize.

Podminky nékterych plateb. Nasledujici
poplatky budou vyplaceny az po splnéni
nasledujicich dodate¢nych podminek:

a. VsSechny zahajovaci poplatky, u
nichz je v piilozeném rozpoctu
uvedeno, ze jsou splatné ,pfi
podpisu smlouvy o klinickém
hodnoceni®, budou uhrazeny po
uzavieni smlouvy a jejim predani
spolecnosti Gilead nebo CRO.

b. Kazdy poplatek za navstévu bude
uhrazen za podminky, ze 1)
zatazeny subjekt Studie
(definovany nize) absolvoval
navstévu Studie dle Protokolu a 2)
spolecnost Gilead pfijala zaznam
subjektu Studie k dané navstéve.
,Zatazenym subjektem® se zde
rozumi subjekt Studie, ktery
splituje  kritéria  zpUsobilosti
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Authorization (or country
equivalent document) as approved
by Gilead.

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

6. Target Enrollment Number. Enroliment

for this Trial is competitive and the Target
Enrollment Number (referenced in the
attached budget) is intended for budgetary
purposes only. If required by Institution or
Investigator, the Target Enrollment
Number may be increased upon Gilead’s
prior written authorization, in which case
no amendment to the Agreement shall be
required. In order to manage the total trial
enrollment, Gilead, at its sole discretion,
may suspend screening and/or enrollment
at any site or trial-wide at any time.

Additional Expense Reimbursements.
CRO shall pay Trial-related expenses not
set forth in the attached budget if pre-
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stanovena Protokolem a podepsal
ICF ve verzi schvalené spolecnosti
Gilead.

C. Nelspésny screening nastane,
pokud kandidat na tc¢ast ve Studii
nesplni  kritéria  zputsobilosti
stanovena v Protokolu a tudiz neni
zatazen do Studie. Instituci budou
za postupy pouZzité pifi screeningu
ke zjisténi, zda lze kandidata na
ucast ve Studii zaradit,
poskytovany platby v poméru
neuspé$nych screeningt (uvedeno
v rozpoctu), a to po splnéni
stejnych podminek uvedenych v
oddilu 5.b vySe upravujicich
poplatky za navstévy. Pomér
plateb za nelspé$né screeningy a
maximalni pocet neuspésnych
screeningl jsou uvedeny Vv
ptilozeném rozpoctu. Maximalni
pocet neuspéSnych screeningl je
mozné¢  zvySit na  zakladé
pfedchoziho pisemného souhlasu
spole¢nosti Gilead, cozZ
nevyzaduje dodatek ke Smlouvé.

Cilovy pocet zarazenych subjekti
Studie. Zafazovani do této Studie je
kompetitivni a cilovy pocet zatazenych
subjektt Studie (uvedeny v pfiloZzeném
rozpo¢tu) je  stanoven pouze @z
rozpoctovych divodii. Na zaklad€ zadosti
Instituce nebo Zkousejiciho lze cilovy
pocet zatazenych subjektt Studie zvysit na
zaklad¢ ptedchoziho pisemného souhlasu
spoleCnosti Gilead; v takovém pfipade se
nevyzaduje dodatek ke Smlouvé. Pro ucely
fizeni celkového naboru do Studie muze
spole¢nost Gilead dle svého vlastniho
uvazeni kdykoli ukon¢it screening a/nebo
nabor na kterémkoli pracovisti nebo v
ramci celé Studie.

Nahrada dodateénych vydaji. CRO
uhradi  vydaje souvisejici se  Studii

neuvedené v pfilozeném rozpoctu v
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approved by Gilead in writing, in which
case no amendment shall be required.

8. Final Payments. Payee will have up to
120 days after the completion of the Trial
to submit any outstanding invoices and to
resolve any payment discrepancies.

9. Invoicing Instructions. Invoices should
clearly identify the following:

A unique invoice number

Protocol Number

Investigator Name

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

Payee Name

e Remittance Details

e Telephone or email address for invoice
questions

e Description of Itemse.g. Line 1
CT Scan Fees
Line 2
Dexa Scan
Line 3
Screen Failure for Subject #### on Jan 12,
2XXX

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

Invoices and substantiating documentation for
expense reimbursement shall be delivered to
CRO in any one of the following ways:

Invoices should be issued with reference to:

Gilead Sciences, Inc.,

XXXXX

Tax ID number: XXXxx

Reference: Protocol number — Pl name

Invoices should be sent for processing to:

By email: xxxxx
By mail:

GSI-FORM-CR_CTA EU_3Party 21 Aug 2018
GS-US-592-6173 CZE Soumarova Renata CTA

Page 25 of 26

pfipadé, ze budou piedem pisemné
schvéleny spole¢nosti Gilead; v takovém
pfipadé¢ se nevyzaduje dodatek ke
Smlouvé.

8. Zavérefné platby. Piijjemce plateb bude
mit k dispozici az 120 dnii po dokonceni
Studie, aby ptedlozil faktury k zaplaceni a
k  wvyfeseni rozporii v  platbach.

9. Pokyny pro fakturaci. Faktury musi jasné
uvadét nasledujici informace:

. Jedinecné cislo faktury

. Cislo protokolu

. Jméno zkousejiciho

. Dle potieby uvést ¢islo subjektu, oznaceni
navstévy a datum navstévy

. Jméno piijemce platby

. Informace o platbé

. Telefonni ¢islo nebo emailova adresa pro
otazky ohledné fakturace

. Popis polozek napt-.

Radek 1 Poplatek za CT snimkovéni

Radek 2 Snimek Dexa

Radek 3 Neuspdsny screening
subjektu ¢. #### dne 12. ledna 2xxx

Uhrada faktur s netiplnymi informacemi miize byt
zpozdéna. Vydaje prosim shritte do jedné faktury,
jelikoz tak usnadnite v€asnou platbu.

Faktury a podpiirni dokumentace k nahradé
vydaji musi byt doruceny CRO jednim z
nasledujicich zpisobii:

Faktury budou vystaveny na:
Gilead Sciences, Inc.,

XXXXX

ICO:  XXXXX

odkaz: Protocol number — Pl name

Faktury se budou odesilat ke zpracovani na:

e-mailem: XxXxXxx
Postou:

December 9, 2022
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Attention: XXXXX K rukam: Xxxxx

Address: Gilead Sciences, Inc. Adresa:  Gilead Sciences, Inc.

XXXXX XXXXX

Email: xxxxx Email: xxxxx

Reference: GS-US-592-6173 — Pl name Reference: GS-US-592-6173 - jméno zkousejiciho
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