(?J GILEAD

CLINICAL TRIAL AGREEMENT FOR
PROTOCOL GS-US-223-1017

SMLOUVA O KLINICKE STUDII PRO
PROTOKOL GS-US-223-1017

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

Tato Smlouva o klinické studii (“Smlouva”) je
sjedndna se uzavird ke dni posledniho podpisu
(“Datum uéinnosti”’) mezi

Nemocnice Havlickuv Brod, funded organization
located at Husova 2624, 58022 Havli¢kiv Brod ,
Company ID (IC): 00179540, Tax ID no.:
CZ00179540, represented by Mgr. David
Rezni¢enko, MHA (hereinafter the “Institution™)

Nemocnice  Havlickiv  Brod,  pfispévkova
organizace, se sidlem, Husova 2624, 58022
Havli¢kiiv Brod, 1C:00179540DIC: CZ00179540,
jejimz jménem jedna Mgr. David Reznifenko,
MHA (dale jen “Instituce™)

AND

A

Gilead Sciences, Inc., a Delaware corporation with
headquarters located
DAL (together with 1ts

affiliates and subsidiaries, “Sponsor”), in
connection with a clinical trial conducted pursuant
to Protocol GS-US-223-1017, “4 Phase 3,
Randomized, Double-Blind, Placebo-Controlled,
Parallel Group, Multicenter Study Evaluating the
Efficacy and Safety of Selonsertib in Subjects with
Moderate to Advanced Diabetic Kidney Disease ”
(together with any amendments thereto, which are
incorporated herein by reference, the “Protocol”)
(the “Trial™), at Institution’s Nemocnice Havli¢kiv
Brod (“Trial Site”). The Trial will be conducted
under the immediate supervision of the
Investigator. The Trial will be conducted using
Gilead’s  trial  drug(s), Selomsertib  (the
“Compound”). ICON Clinical Research Limited
( “ICON” or the “CRO”) is serving as Gilead's
contract research organization for the Trial.
Hereafter, Gilead, Investigator and Institution are

follows:

sometimes referred to individually as “Party” or
collectively as the “Parties.” The Parties agree as |
. spole¢né jako “Smluvni strany.” Smluvni strany

Gilead Sciences, Inc., obchodni spolecnosti
zaloZenou ve stiaté Delaware, se sidlem

U.S.A. (spole¢né s jejimi pobockami a dcefinymi
spole¢nostmi ve Spojenych statech, “Gilead”), v
souvislosti s klinickou studif provadénou v souladu
s Protokolem GS-US-223-1017, “ Randomizovand,
dvojité  zaslepend,  placebem  kontrolovand,
multicentrickd  studie fdize 3 s paralelnimi
skupinami  hodnotici  udinnost a  bezpecnost
pFipravku selonsertib u subjektii se stfedné
pokrocilou az pokrocilou diabetickou nefropatii ”
(spole¢né s jakymikoliv dodatky k tomuto, které
jsou zde zmin€ny, “Protokol”) (“Studie”), v
lokalité Nemocnice Havli¢kiiv Brod (“Zkousejici
centrum”). Studie bude provadéna pod pfimym
dohledem Zkousejiciho. Studie bude provedena
pomoci testovacich 1ékd Gileade Selonsertib
(“Sloudenina”). ICON Clinical Research
Limited ("ICON" nebo "CRO") jedna jako
smluvni vyzkumné organizace Gileade ve spojeni
se Studii. Gilead, ZkouSejici a Institucel jsou dale
nékdy jednotlivé nazyvéany “Smluvni strana” nebo

se dohodly na nésledujicim:

1. OBLIGATIONS FOR THE CONDUCT OF
THE TRIAL

1. ZAVAZKY PRO PROVADENI

STUDIE

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

1.1 Platba. Odménu bude pfijemci
plateb ve Zdravotnickém zatizeni vyplacet za
spoleénost Gilead vyplacet CRO, jak je stanoveno
v Rozpoétu a Rozvrhu plateb, které tvoii Prilohu A
této Smlouvy a odkazuje se na né.
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| ®
. 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

The Parties agreeﬁ{hat the

(i) Smliuvni strany souhlasi,
Ze platba provedend na zékladé této Smlouvy
pfedstavuje redlnou trZzni  hodnotu  plnéni
souvisejiciho se Studii, které bude zaji§téno podle
této Smlouvy, a Ze nesouvisi s objemem nebo
hodnotou jakychkoliv doporudeni nebo jinych

' 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.

between the Parties. obchodnich  vztaht  jinak  vzniklych mezi
B Smluvnimi stranami. o
(ii) No amounts paid under (i) Zadné ¢astky vyplacené na

| zékladé této Smlouvy nejsou zamy$leny jako

nabidka nebo platba uskuteénéna vyménou za
jakoukoliv explicitni nebo implicitni dohodu o
zakoupeni, pfedepisovani, doporudovani (&i
zajisténi priznivych podminek) jakéhokoli vyrobku

- nebo sluzby spolecnosti Gilead a ani jako takové

nebudou chépédny.

(iii)
“accept from Trial subjects or third-party payors,
including any government entity or insurance

. company, compensation for any Trial related |
| Studii, které dodala nebo zaplatila spoleénost

- material or service provided or paid for by Gilead.

Institution will not seek or |

(iii)  Instituce nebude vyZzadovat
ani prijimat od subjektd Studie nebo od jinych
platct, véetné vladnich subjektd nebo pojistoven,
platbu za materidly nebo sluZzby souvisejici se

Gilead.

‘ (iv) If Gilead requires
- Investigator and Trial Personnel (as defined below)
| to attend an investigator meeting for the Trial, CRO
- on behalf of Gilead will arrange and pay for the
- expenses directly for travel, accommodation, and

meals in connection with such attendance. Such

covered expenses may be publicly reportable. No
compensation will be paid in connection with
attending the investigator meeting.

(iv)  Pokud spoleénosf Gilead
poZaduje, aby se ZkouSejici a Plersondl Studie

- (definovany niZe) zalastnil setkdni zkousejicich

pro Studii, CRO jménem spolecnosti Gilead zafidi
a uhradi ptimé néklady na cestovani, ubytovani a
stravu v souvislosti s ut€asti. Takto proplacené
vydaje mohou byt vefejné vykazatelné. Nebude
vyplacena zadnd odmeéna v souvislosti s lasti na
setkdni zkouSejicich.

1.2 Trial Conduct.

compliance with (i) the Protocol; (ii) the
- obligations of Institution 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-ES8);
(v) generally accepted treatment standards of the

Institution agrees |
the Trial will be conducted at the Trial Site in strict

1.2 Provadéni studie. Instituce bude
provadét Studii centru studie v pfisném souladu s
(i) Protokolem; (ii) se zavazky Instituce dle této
Smlouvy; (iii) ustanovenimi vSech pfistudnych
zékont, pravidly, nafizenimi a smérnicemi, vCetns,
bez omezeni, platnych smérnic Evropské Unie,
véetné téch, které se vztahuji na provadéni
humaénnich klinickych studii a ochrané osobnich
udajt a veSkerych platnych protikorup&nich zakont
a zakonl na ochranu proti tplatkéfstvi, 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”), vletné bez omezeni GCP

(ICH-E6), smérnici o bezpeCnosti prace s
klinickymi daty (ICH-E2A) a v&eobecnym
zhodnocenim klinickych studii (ICH-E8); (v)

vSeobecné pfijimanymi lé¢ebnymi standardy v
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medical profession, and (vi) all other applicable
laws and regulations of the country in which the
Trial is conducted. Institution shall be solely
responsible for any liabilities resulting from any
failure by Institution to perform in accordance with
the foregoing requirements. Institution will not
deviate from the Protocol without the advance
written consent of Gilead, unless in the good
medical judgment of Investigator, a deviation is
necessary to protect the safety of the Trial subjects
due to emergent or urgent medical conditions, in
which case Investigator or Institution shall notify
Gilead orally of such deviation and justification for
it within twenty-four (24) hours after its occurrence
and provide a written report to Gilead within five
(5) business days after the occurrence of such
deviation.

1ékatské profesi; a (vi) veSkerymi dal§imi platnymi
zdkony a predpisy zemé, v niZ bude Studie
provadéna. Vyluéné Instituce bude odpovédnd za
veskeré zdvazky vyplyvajici z jakéhokoli neplnéni
povinnosti Instituce v souladu s vy$e uvedenymi
poZadavky. Instituce se neodchyli od Protokolu
bez predchoziho pisemného souhlasu spole€nosti
Gilead, kromé pfipadti, kdy podle odiivodnéného
lékafského nazoru ZkouSejictho je takové
odchyleni nutné pro ochranu bezpe¢nosti subjekti
Studie v ptipadé nahlych nebo naléhavych
situacich. V t&€chto pfipadech Zkousejici nebo
Instituce uvédomi spoleénost Gilead Gstné o takové
odchylce a ajeji odivodnéni do dvaceti ¢ty (24)
hodin po jejim vzniku a do péti (5) pracovnich dni
po vyskytu takového odchyleni podd spoletnosti
Gilead pisemnou zpravu.

1.3 Compliance of Investigator.

1.3 Dodrzeni podminek ze strany Zkousejiciho.

Institution represents that Investigator is an
employee of Institution and further herein agrees,
that Gilead may execute separate contract with
Investigator and Trial personnel to compensate
Investigator and Trial personnel, at fair market |
value, for any services provided in connection with
the Trial.

Instituce  prohlaSuje, Ze  Zkoulejici  je
zaméstnancem Zdravotnického zafizeni{ a dale Ze
souhlasi, Ze spoletnost Gilead milZe uzaviit
samostatnou smlouvu se ZkouSejicim sestrou,
v souvislosti s finanéni odmeénou Zkousejictho,
Spolu zkousSejicich a studijnich sester, jeZ bude v
odpovidajici trZni vysi, a to za jakékoli sluzby, jez

| restriction

budou poskytnuty v souvislosti s Klinickym

' hodnocenim. B

1.4 Debarment, Restriction, or 1.4 Zastaveni &innosti, omezeni nebo
Inability of Investigator. Institution  will | neschopnost Zkousejiciho. Instituce bezodkladné

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
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 |

¢ Zkousejici

pisemné uvédomi spoleCnost Gilead, pokud v
pribéhu Studie: (i) bude ZkouSejicimu zastavena
éinnost, ztrati svou kvalifikaci nebo obdrzi
oznameni o jakémkoli vySetfovani ze strany jeho
profesionalni vedouci organizace, jakéhokoli
regulaéniho organu nebo jiné vladni organizace; (ii)
Zkousejici obdrzi oznameni o jakémkoli omezeni
svych klinickych privilegii v Instituci; (iii)
Zkousejici je sankcionovéan jakymkoli regulaénim
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
naddle dodrZzoval podminky této
Smlouvy. Na pozadéani spolenosti Gilead budou
Instituce a ZkouSejici spolupracovat pifi hledani
vhodného néhradniho zkou$ejictho nebo prevodu
Studie do jin€ instituce v brzkém terminu tak, aby

GSI-FORM-CR_CTA Central and East Europe Institution 21Aug 2018
Page 3 of 25

GS-US-223-1017, Senk

Date of last signature




| affiliates,

. Both Gilead and Institution shall

appropriate technical and organizational measures | L, Y,
pprop & | Zdravotnické zafizeni

_not to interrupt the Trial.

se Studie nepferusila.

15 Personal Data. Personal data relating to

| the Institution, Investigator, and Trial Personnel

will be processed and held on one or more
databases. Such data may be used for the purposes

- of: (i) the conduct of the Trial; (ii) verification by |

governmental or regulatory agencies, Gilead, CRO,
their agents and affiliates; (iii) compliance with
legal and regulatory requirements; (iv) publication
on www.clinicaltrials.gov and websites and
databases that serve a comparable purpose; and (v)

- storage in databases to facilitate the selection of

investigators for future clinical trials. Personal data
may be disclosed or transferred to Gilead’s
subsidiaries, representatives, and
contractors working on behalf of Gilead, and to
regulatory
Institution

notice to

will ensure it furnishes appropriate
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.
implement

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
- promptly notify the other Party. 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.

authorities across the world. The |

- poZadavkii;

| zatizeni

 Klinickém  hodnoceni

1.5 Osobni tdaje. Osobni Gdaje souvisejici se
Zdravotnickym zafizenim, Zkousejicim
a Pracovniky podilejicimi se na Klinickém
hodnoceni budou zpracovavany a uchovavany
v jedné nebo nékolika databazich. Tyto daje
mohou byt pouzity pro ucely: (i) provadéni
Klinického hodnoceni; (ii) ovéfeni vladnimi
nebo regulacnimi organy, spoleénosti Gilead,
CRO, jejich zastupci a ptidruZenymi subjekty;
(i) dodrZovani pravnich a regulatornich
(iv) zvefejnéni na
www.clinicaltrials.gov a webovych strankach a
v databazich, které se vyuZivaji pro podobné
ucely, a (v) uchovavani v databazich, které
usnadni vybér zkousejicich I€katti pro budouci
klinicka hodnoceni. Osobni daje mohou byt
ptedany subjektim pfidruZenym ke spole¢nosti
Gilead, zastupcim a dodavatelim pracujicim
jménem spoleénosti Gilead a reguladnim
organim kdekoli na sveét€. Zdravotnické
zatizeni zajisti, aby Pracovnici podilejici se na
obdrzeli oznameni
o zplsobu shromazd’ovani, zpracovani
a pfedavani jejich osobnich udaji spole¢nosti
Gilead, jak stanovi tato Smlouva. Ve vztahu
ke kédovanym tdajim z Klinického hodnoceni
poskytnutym spolecnosti Gilead tato jedna
v postaveni spravce osobnich udaji.  Obé
smluvni strany budou jednat v souladu

s platnymi zakony o ochrané osobnich udajt.

a spole¢nost  Gilead
budou dale vzajemné spolupracovat pfi
pfijimani nezbytnych opatfeni za Uéelem
dodrzeni platnych zakonli o ochrané osobnich
udajii. Spole€nost Gilead i Zdravotnické
zavedou  prislu§nd  technicka
a organizacni opatieni{ pro splnéni pozadavkd
Obecného nafizeni o ochrané osobnich udaji
EU. Dozvi-li se kterdkoli ze Smluvnich stran
o poruseni ochrany osobnich Odajt
v souvislosti s udaji zpracovavanymi podle této
Smlouvy, dana Smluvni strana bude
bezodkladné informovat druhou Smluvni
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strany vzdjemn€ spolupracovat na néprave
poruseni ochrany osobnich udaji a v¢as splni
(zédkonné) oznamovaci povinnosti. Porusenim
ochrany osobnich Udaji se mini poruseni
ochrany osobnich daji ve smyslu ¢lanka 4, 33
a 34 evropského Obecného natizeni o ochrané
osobnich udaji a platnych narodnich ptedpist
o ochran€ osobnich udaja.

2. TRIAL DRUG; MATERIALS 2. ZKOUSENE LECIVO, PREVOZ
TRANSFER;RECORDS RETENTION; MATERIALU, UKLADANI UDAJU,
INSPECTION; EQUIPMENT KONTROLA , VYBAVENI
2.1 Trial Drug. 2.1  ZkouSené léCivo.

® Institution  acknowledge 6] Instituce si védomi, Ze

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

Sloudenina je vlastnéna nebo fizena spoleCnosti
Gilead a Ze Z&dna podminka této Smlouvy ani
Protokolu, ani Zddna ¢innost provadéna Instituci v
ramci  Studie nebude vykladdna jako udéleni
jakéhokoli prava ke Sloudeniné Instituci .

(ii) 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.

(ii) Pokud se Smluvni strany
nedohodnou jinak, spole€nost Gilead poskytne
Slou€eninu a jakékoli kontrolni ¢i placebo latky
podévané subjektim hodnoceni vjako soulast
Studie (souhrnngé “ZkouSené lé¢ivo”) bezplatné
Instituci k podavani nebo naklddani s ni pouze
podle uréeni nebo pod dohledem Zkousejiciho nebo
spolu-zkousejicich, a to subjektim Studie ve
Zkousejicim centru, v pfisném souladu s
Protokolem.

(iii)  Institution shall use the
Trial Drug solely to conduct the Trial in strict
compliance with the Protocol. Institution shall not
transfer the Trial Drug to any third parties.
Institution shall handle, store, ship and dispose of
the Trial Drug as directed by Gilead or its designee
and in compliance with all applicable laws, rules,
and regulations.

(i)  Instituce budou pouZivat
ZkouSené 1é€ivo pouze k provadéni Studie v pifisné
shodé s Protokolem . ZkouSené 1é¢ivo Zadné tieti
strané.  Instituce budou manipulovat, ukladat,
transportovat nebo likvidovat ZkouSené 1é¢ivo tak,
jak je uréeno spolecnosti Gilead nebo jeho zastupci,
a to v souladu s piisluSnymi zdkony, pravidly a
vyhlaskami.

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

(iv) Instituce zajisti, Ze prazdné
a Castené pouzité baleni ZkouSeného Ié¢iva a
jakeékoli zbyvajici mnoZstvi Zkouseného 1é&iva pii
zavére¢né navitévé na Zkousejicim centru nebo pfi
pfed€asném ukonceni této Smlouvy bude
znehodnoceno nebo vraceno spole¢nosti Gilead v
souladu s Protokolem.

)
of the Trial, nor Institution’s participation in the
Trial, impose any obligation, express or implied,

_for Institution to purchase, prescribe, provide

Neither Gilead’s suppdrf
Gilead Studii
- nezakladaji Z4dny vyslovny ¢&i implicitni zdvazek

Podpora spole€nosti
ucast Instituce ve Studii

)

ani

Instituce k ndkupu, piedepisovani, poskytovani
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favorable formulary status for, or otherwise support

Protocol, Institution will not modify the Trial Drug
or its container. If the Institution’s policy requires
any modification to the Trial Drug container, such
modification must be approved in advance in
writing by Gilead.

jiné podpote produktil spole¢nosti Gilead. -

(vii) Pokud to nevyZzaduje
' Protokol, Instituce nebudou modifikovat Zkou§ené
: 1éCivo  nebo  jeho baleni. Pokud politika
zasadylnstituce  vyZaduje jakékoli modifikace
 baleni ZkouZeného lé¢iva, musi tyto zmény byt
pfedem pisemnou formou schvéleny spoleénosti
. Gilead.

| 2.2
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.

Specimens_and Other Materials. |

‘ 2.2 Vzorky a  jiné  materidly

. Diagnostické testy, té&lesné tekutiny, tkafiové
biopsie, tidaje nebo jiné materialy shromazdéné pro

. Studii  hodnoceni budou pouZity Instituci a

. Zkousejicim pouze pro potfeby Studie a pouze tak,

_jak je uréeno Protokolem a touto Smlouvou. o

2.3 Records Maintenance and
Retention. Institution will maintain adequate and
| accurate records relating to the disposition of the
Trial Drug and the performance of all required
Protocol procedures on Trial subjects, including but
not limited to, written source documents, medical
records, charts pertaining to individual Trial
subjects, “Case Report Forms” (“CRFs”),
accounting records, notes, reports, and data.
Institution will retain these documents for the
longer of: (i) at least 5 years after completion or
earlier termination of the Trial at all participating
institutions; (ii) 2 years after the last approval of a
marketing application for the Compound in the
United States, European Union and Japan; (iii) 2
years following notification from Gilead that it has
. formally discontinued clinical development of the
Compound; or (iv) such other minimum retention
- period requirements as required by applicable law.
Institution will notify Gilead in writing prior to

' requested by Gilead, shall transfer such records to
- Gilead at Gilead’s expense.

destruction of any Trial-related records and, if

! 2.3 Vedeni zaznamii a _ jejich
. uchovavani Instituce povedou dostateéné a presné
. zéznamy vztahujici se k podavani ZkouSeného
' 1é¢iva a vykondvani viech vyzadovanych postupti
- podle Protokolu na subjektech Studie, zejména
- pisemné zdrojové dokumenty, zdravotni zéznamy,
. grafy vztahujici se k jednotlivym subjektiim Studie,

“Formuldfe o piipadu” (“CRF”), kontrolni
zaznamy, pozndmky, hlaSeni a data. Instituce

- budou mit tyto dokumenty uloZeny po nasledujici
| dobu: (i) nejméné po dobu péti let po dokondeni
nebo pfedfasném ukondeni Studie na v3ech
Ucastnicich se institucich; (ii) dva roky po
' poslednim schvaleni Zadosti o registraci Slouceniny
- ve Spojenych statech, Evropské unii a Japonsku,
(iii) dva roky po ozndmeni poskytnutém
spole¢nosti Gilead, ve kterém bude uvedeno, Ze
oficialng ukonéila klinicky vyvoj Slouéeniny; nebo
- (iv) po jiné minimdlni 1hiité pro uchovavani, jak je
vyZadovano platnymi zdkony. Instituce uvédomi
spole¢nost Gilead pisemnou formou pfed znienim
. jakychkoli zdznamt vztahujicich se ke Studii a na
- pozadéni spoletnosti Gilead prfevezou tyto
- zaznamy do spoleCnosti Gilead na ndklady
- spole¢nosti Gilead.

2.4
_Rﬁgw___l\w

®

inspect, audit, and monitor the Trial Site,
Institution’s facilities, and all records described in
. Section 2.3. Each of the Institution and Trial Site
will cooperate with Gilead and its appointed
_representatives with respect to such inspections,

Inspection _and _Assistance with |
B ) | zAleZitostech regulace.

At reasonable times and |
upon reasonable notice, Gilead and its respective
- appointed representatives shall have the right to

2.4 Kontrola _ a soudinnost v

(1) V pifiméfenych &asovych
intervalech a po pfiméfeném upozornéni predem
ma spole¢nost Gilead a jeho ureni zéstupci pravo
. prohliZet, kontrolovat a monitorovat Zkousejici

centrum, zafizeni Instituce a vSechny zdznamy
' popsané v  &lanku  2.3. Instituce i
Vyzkumnécentrum  Studie budou poskytovat
~soudinnost spole¢nosti Gilead a jeho urenym
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audits and monitoring visits.

zastupcim v souvislosti s takovymi kontrolami,
audity a monitorovacimi nvit€vami.

(ii) Institution  will  notify
Gilead immediately upon receiving notice of, and
will cooperate with Gilead on any impending
inspection or other action related to the Trial by the
FDA or other governmental or regulatory authority.
Institution will promptly provide Gilead with a
copy of any documentation relating to the Trial
received from or sent to the FDA or any other
regulatory authority. Institution will cooperate and
comply with regulatory agencies with respect to
such inspections, audits and monitoring visits.

(ii) Instituce uvédomi
okamzit¢ spolefnost Gilead, jakmile obdrzi
oznameni o jakékoli kontrole nebo jiném tkonu ve
vztahu ke Studii hodnoceni ze strany FDA nebo
jiného vladniho &i regulaéniho organu, a poskytnou
spoleCnosti Gilead v této souvislosti potfebnou
soudinnost. Instituce ihned poskytnou spole¢nosti
Gilead kopie veskeré dokumentace vztahujici se ke
Studii hodnoceni ziskané od FDA nebo jiného
regulaéniho organu nebo jim zaslané.

(iii) At Gilead’s request and
expense, Institution as appropriate, will assist
Gilead in the preparation and submission of
investigational new drug applications, new drug
- applications, and any other pre-market applications
 relating to the Trial as may be required by the FDA
- or other regulatory authorities, and will attend
. meetings with such regulatory authorities regarding
! such applications

(ili) Na Z4ddost a naklady
spoleCnosti Gilead budou Instituce pomahat
spole¢nosti Gilead pii pfipravé a zasilani novych
zkugebnich 1é¢ebnych ptipravki, novych lé¢ebnych
pifipravkli a vSech jinych pre-marketingovych
aplikaci vztahujicich se ke Studii, které mohou byt
vyZadovény FDA nebo jinym regulaénim organem,
a budou pfitomni na schizkidch s t&mito
regulaénimi organy ohledné téchto aplikaci.

(iv)

- 2.5 Equipment. Gilead will provide the Institution
. and Investigator Lenovo tablet (the “Equipment”)
_at Gilead’s expense. Unless otherwise agreed by
. Gilead in writing, the Equipment will be used only
- by the Investigator and Trial Personnel solely for
- the purposes of the Trial. The Equipment is and
- shall remain the sole property of Gilead. The
" Equipment will only be used in the manner
intended and only as described in written directions
- provided by the manufacturer and/or Gilead. The
" Institution will take reasonable care in the use and

secure storage of the Equipment. The Institution |
 shall, at Gilead’s expense, maintain the Equipment
in good working order. The Institution shall
- promptly notify Gilead upon becoming aware of |
' the need for Equipment maintenance or repair. At
- the completion of the Trial or at Gilead’s request, |
- the Institution will, unless otherwise specified,
the -
- Equipment and all related training materials and
- Zdravotnické zafizeni Vybaveni spoleéné se viemi
' souvisejicimi
. dokumentaci
_naklady, nebude-li uréeno jinak.

‘return to Gilead, at Gilead’s expense,

- documentation.

2.5 Vybaveni. Spole¢nost Gilead poskytne
Zdravotnickému zatizeni a ZkouSejicimu na vlastni
naklady Lenovo Tablet (dale jen ,,Vybaveni”).
Nebude-li se spoleCnosti Gilead pisemné
dohodnuto néco jiného, budou Zkousejici
a Pracovnici podilejici se na klinickém hodnoceni
vyuzivat Vybaveni vyhradné pro uéely Klinického
hodnoceni. Vybaveni je azistane vyhradnim
vlastnictvim spole€nosti Gilead. Vybaveni bude
vyuzivano pouze urenym zptsobem a tak, jak je to
popsano v pisemnych pokynech od vyrobce nebo
od spole¢nosti Gilead. Zdravotnické zafizeni bude
Vybaveni vyuZivat s vynaloZenim p¥iméfené péce
a zajisti jeho bezpetné uloZeni. Na naklady
spole¢nosti Gilead ho bude udrZovat v dobrém
provoznim stavu. Dozvi-li se Zdravotnické zafizeni

onutnosti  provedeni GdrZby nebo opravy
Vybaveni, bude otom neprodlené informovat
spole¢nost Gilead. Po dokonceni Klinického

hodnoceni nebo na Zadost spolecnosti Gilead vrati

materidly a s veSkerou
Gilead na jeji

Skolicimi
zpét spolenosti

3. REPRESENTATIONS AND 3. PROHLASENI A ZARUKY
WARRANTIES ,
3.1 Institution represents and warrants 3.1 Instituce prohlaluje a zaruduje, Ze
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| that the Investigator is fully qualified as a medical -
| platnych zdkont a provadécich pravnich predpisil.

| the Trial on behalf of Institution (collectively the

. Trial Personnel comply with the provisions of this

. Transactions

that it has the legal authority to enter into this
Agreement and that the terms of this Agreement are
not in conflict with any other agreements to which
it is legally bound. Institution will not enter into
any agreement or engage in any activities that
would materially impair its or his/her ability to
complete the Trial in accordance with this

- ma zédkonné pravo uzaviit tuto Smlouvu a Ze

smluvni podminky této Smlouvy nejsou v konfliktu
s Z&dnou jinou smlouvou, jiZ je zdkonné vazana.
Instituce neuzavi'e Zadnou jinou smlouvu nebo se
nezavaze k jinym &innostem, které by podstatnym
zplsobem brénily jeji schopnosti dokongit Studii v
souladu se Smlouvou a Protokolem.

Agreement and the Protocol. ) B
32 Institution represents and warrants !

practitioner under applicable laws and regulations.
33 Institution represents and warrants
that individuals and entities providing services for

“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 shall ensure that all

Agreement.

32 Instituce prohlasuje a zaruduje, Ze
Zkougejici je piné kvalifikovany jako lékaf podle

3.3 Zdravotnické  zafizeni prohladuje a
zavazuje se, ze fyzické a pravnické osoby
poskytujici jeho jménem sluzby pro Klinické
hodnoceni (dale jen ,,Pracovnici podilejici se na
klinickém hodnoceni®) se pisemné zaviZou nebo
se jiz pisemné zavazali je$té pfed zahdjenim
Klinického hodnoceni, Z7e se vzdaji veSkerych
vlastnickych prav a dal$ich narokt souvisejicich s
Vysledky Klinického hodnoceni a Vynalezy v
Klinickém hodnoceni, tak jak jsou definovany niZe,
ve prospéch Zdravotnického zafizeni. Zdravotnické
zatizeni déale zajisti, aby vSichni Pracovnici
podilejici se na klinickém hodnoceni dodrZovali

ustanoveni této Smlouvy.

3.4 Anti-Corruption. Institution |
represents and warrants that neither the Institution, |
nor any of their affiliates, nor any of their
respective directors, officers, employees or agents
(all of the foregoing, including affiliates
collectively, “Institution Representatives”) has
taken any action that would result in a violation by |
such persons of 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 |
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,

3.4 Protikorupéni _zdkon, Zdravotnické
zafizeni prohlasuji a zarucduji, Ze ani Zdravotnické
zafizeni, ani Zaddna zjejich pfidruzenych
spoleénosti nebo jejich jednotlivi feditelé, dfednici,
zaméstnanci ¢i jednatelé (vSichni vySe jmenovani,
véetné plidruZzenych osobsubjekt, spolegng
oznaCovani jako ,Zastupci Zdravotnického
zarizeni®), neudinili Zadné kroky, které by mély za
nasledek poruSeni zdkona proti zahrani¢nim
korupénim praktikdm z roku 1977, v platném znénf
(takovy zdkon, véetné jeho pravidel a pfedpisd, je
oznatovén jako ,JFCPA®), Umluvy o boji
s podplacenim vefejnych ¢initelt v mezinarodnich
obchodnich transakcich pfijatou na jednani
Organizace pro ekonomickou spolupraci a rozvoj
21. listopadu 1997 (takova Gmluva, véetné jejich
pravidel a predpist, je oznadovana jako ,,Umluva
OECD*), britského protikorupéniho zdkona z roku
2010 (,,protikorupéni zakon) ani Zadného jiného
platného zakona proti podplaceni nebo korupci,
pravidel nebo pfedpist (spoleéné se zdkonem

the  “Anti-Corruption  Laws”).  Institution FCPA, Umluvou OECD a protikorupénim
_represents and warrants that the Institution and = zdkonem oznafovdny jako , protikorupéni
GSI-FORM-CR_CTA Central and East Europe Institution 21Aug 2018

Page 8 of 25

GS-US-223-1017, Senk

Date of last signature




| Institution Representatives have conducted and will |
conduct their businesses in compliance with the

Anti-Corruption Laws. Institution represents and
warrants that Institution has and will have
necessary procedures in place to prevent bribery

Institution also agrees that Gilead shall have the
right, from time to time, upon written notice to
Institution and Investigator, to conduct an audit of
Institution’s policies, books, records and accounts
to verify compliance with the provisions of this
Agreement.  Institution agrees to cooperate fully
with such audit at reasonable times and upon
reasonable notice to the Institution. Without
limiting any other remedies at law or at equity,
Gilead may, at Gilead’s sole discretion, terminate
this Agreement, for any violation of the Anti-
Corruption Laws.

and corrupt conduct by Institution Representatives.

zakony™). Zdravotnické zafizeni prohladuje a
zaruuje, Ze Zdravotnické zafizeni a Zéistupci
Zdravotnického zafizeni provadéli a budou
provadét svou obchodni ¢&innost v souladu
s protikorupénimi zakony. Zdravotnické zafizeni
prohlaSuje a zaruCuje, Ze Zdravotnické zafizeni
maji a budou mit oSetfeny nezbytné postupy
k zabrédnéni korupce a nekalého jednani ze strany
Zastupcli Zdravotnického zafizeni. Zdravotnické
zafizeni rovnéZz souhlasi stim, Ze spoleénost
Gilead bude mit €as od ¢asu pravo, na zédklade
pisemného ozndmeni zaslané¢ho Zdravotnickému
zafizeni, provést audit zisad, ucdetnich knih,
zaznamG a vykazd Zdravotnického zafizeni, za
ucelem ovéfeni dodrZovani ustanoveni této
Smlouvy. Zdravotnické zafizeni souhlasi s tim, Ze
béhem takového auditu poskytnou uplnou
soudinnost a spolupraci v pfiméfenych &asovych
terminech a na zdklad® pisemného oznameni
poskytnutého Zdravotnickému zatizeni
s dostateénym  pfedstihem. Spolec¢nost Gilead
mize, dle svého uvaZeni a bez omezeni jakychkoli
jinych prostfedkd podle zdkona nebo prava ekvity,
tuto Smlouvu ukoncit, dojde-li
k jakémukoli poruSeni protikorupcnich zdkont.

4. CONFIDENTIALITY

4.  MLCENLIVOST

4.1 Institution will (and7 will cause
Investigator and Trial Personnel to) keep strictly
confidential and not disclose to third parties all

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

thereto (“Confidential Information”). Institution
will use, and will cause Trial Personnel to use,
Confidential Information only for purposes of the

expiration or termination of this Agreement.
Confidential Information will not include
information that:

information provided by or on behalf of Gilead, |
i jménem spoleénosti Gilead, CRO nebo informace,

Results, Trial Inventions and information related

Trial. The obligations of this Section 4 will survive

4.1 Instituce budou zachovavat pfisnou
mléenlivost (a totéZ zajisti ze strany Zkousejici a
Personalu Studie) a nesd8li tfetim osobam Z&dné
informace poskytnuté spoletnosti Gilead nebo

které wvznikly, byly objeveny nebo ziskany
jakoukoli Smluvni stranou jako vysledek Studie
(jiné neZ lékaiské zaznamy o pacientovi), véetné
' vysledkt Studie, vyndlezti Studie a informaci
souvisejicich s nimi (“Divérné informace”).
Instituce budou pouzivat Divérné informace pouze
pro potfeby Studie (a totéz zajisti ze strany
- Persondlu Studie). Zavazky vyplyvajici z tohoto
¢lanku 4 zdstavaji v platnosti a udinnosti i po
ukonéeni Smlouvy. Dlvérné informace nezahrnuji
informace, které:

is or becomes publicly
available through no fault of Institution;

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

() jsou nebo se stanou
vefejné dostupnymi bez pochybeni Instituce,

(i) byly zndmy Zkousejicimu
. nebo Instituci bez zdvazku divérnosti dfive, nez je
. pfimo nebo nepiimo ziskal od spolenosti Gilead

nebo CRO v ramci této Smlouvy, jak je doloZeno v

pisemnych zdznamech s datem pfedchazejicim
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it was learned by Institution from Gilead;

- datu, kdy Instituce étyto informace ziskali od
' spolednosti Gilead,

T (i)
by a third party without violation of law or any !
. obligation of confidentiality; or

(iv)

reference to or reliance upon any Confidential
| Information.
nlormation.

| 4.2 Notwithstanding
‘prov151on of this Agreement,

any

_required:

@) to comply with
| applicable governmental law, rule, regulation or

‘ order, after prompt notice to Gilead and provided
| that Investigator and Institution cooperate with
i

| Gilead’s efforts to limit such disclosure by
| appropriate legal means;

‘is disclosed to Institution j

can be shown by written
records of Institution to have been independently
\ developed by Investigator or Institution without
vazby na Divérné informace.

~other
Institution may
‘dlSClOSC Confidential Information to the extent

an

(i)  jsou sdéleny Instituci treti
osobou bez poruSeni zdkona nebo jakéhokoli

. zévazku mi€enlivosti, nebo

@iv) mohou byt "/dc;lioii/é’niyh
pisemnymi zéznamy Instituce, Ze byly nezavisle
vytvofeny Zkousejicim nebo Instituci bez jakékoli

Bez ohledu na Jakakoh ~ dalsi
ustanoveni této Smlouvy mohou Instituce sdélit
Divérné informace ve vyZadovaném rozsahu:

(i) aby vyhov&li prxslusnemu
statnimu zékonu, pravidlu, nafizeni nebo vyhlasce,
po okamzitém oznameni spole¢nosti Gilead, a za
predpokladu, Ze ZkouSejici a Instituce budou
spolupracovat se spolecnosti Gilead ve snaze

' omezit takovd sdéleni pfislunymi zakonnymi
| prostiedky,

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

arB;  Trial |

(i) aby chranili bezpetnost
kteréhokoli subjektu ve Studii nebo poskytli
pfisludnou zdravotni pééi kterémukoli subjektu ve
Studii nebo zabranili ohroZeni vefejného zdravi s
okamZitym oznamenim spole¢nosti Gilead,

(i)

| procedures included in the Protocol.

| ~for purposes of insurance

or reimbursement by a third party payor for
medical treatment of a Trial subject related to the |
- obsazenym v Protokolu.

(i)  za Glelem poystemﬂnebd
nahrad platce tfeti osoby za medicinskou 1é¢bu
subjektu ve Studii ve vztahu k procedurdm

4.3 Section 4 does not
Institution’s or Investigator’s rights or obligations

~ limit
~povinnosti Instituce nebo Zkousejictho vyplyvajici
. under Sections: 2.4 (Inspection and Assistance with

4.3 Clanek 4 neomezuje prava &

z ¢lanki: 2.4 (Kontrola a sou¢innost v zaleZitostech

Trial or termination of this Agreement; or (ii)

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 may retain one (1) copy of
- Confidential Information in its legal archives solely
;?for the purpose of monitoring its surviving
 obligations under this Agreement.

Information. Upon either (i) the completion of the |

Gilead’s request for any reason, Institution will (x)
- pfestanou pouzivat veskeré Divérné informace a

- monitorovani

| Regulatory ~ Matters); 5  (Publication); 8.1 regulace), 5 (Zveiejiiovani vysledkd), 8.1
_(Publicity); or 8.3 (Relationship). ' (Publicita), nebo 8.3 (Vztahy) -
4.4 Return of Confidential 4.4 Vriceni Duvérnych informaci.

Nasledné po (i) dokonéeni Klinického hodnoceni
nebo ukondeni této Smlouvy; nebo (ii) na Zadost
spole¢nosti Gilead, z jakéhokoli divodu, (x) ihned

(y) okamzité je bud’ vrat{ spolegnosti Gilead, nebo,
budou-li o to spole€nosti Gilead pozadani, zniéi
veskeré Duv€rné informace, véetné jakychkoli

~ kopii, vyhatkd, souhrndl nebo znich odvozenych

dél, a pisemné potvrdi spoletnosti Gilead, Ze

- takové informace odevzdali a/nebo znicili; nicméné

za ptedpokladu, Ze si Zdravotnické zafizeni mohou
ponechat jednu (1) kopii Dav&mych informaci ve
svych pravnich archivech vyhradngé pro agely
svych  pletrvavajicich  zdvazkd
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| vyplyvajicich z této Smlouvy.

45 Injunctive  Relief. Institution
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.

4.5 Opatieni ochranného _charakteru.
Zdravotnické zatizeni a bere na védomi, Ze jakékoli
skuteéné nebo hrozici porugeni Clanku 4 zptsobi
spoleénosti Gilead nevyhnutelné a nenapravitelné
§kody, které nelze adekvatné uhradit financné, a
proto Zdravotnické zafizeni a ZkouSejici souhlasi
s tim, Ze spoleénost Gilead nebude muset prokazat
nenapravitelnou $kodu ve snaze uplatnit opatfeni
ochranného charakteru ve spojeni se skuteénym
nebo hrozicim porugenim Clanku 4. Kromé&
jakéhokoli opatfeni ochranného charakteru miZe

. spolecnost Gilead usilovat o jakékoli jind ndpravna

opatieni podle zdkona nebo prava ekvity.

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
acknowledge that the Budget and Payment
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
Institution and Investigator shall ensure that such
information will not be published in the contract
register. Institution shall redact 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:
CCFFE@gilead.com within 24 hours 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
. odpovédnost za uvefejnéni timto zplisobem.*

. publish.”

4.6 »Uvefejnéni Smlouvy. Smluvni
strany se dohodly, Ze tato Smlouva bude
uvefejnéna Zdravotnickym zafizenim v registru
smluv podle zdkona &. 340/2015 Sb. (dile jen
»zékon) do tficeti (30) dni od jejiho podpisu.
Smluvni strany berou na védomi, Ze Rozpodet a
Rozvrh plateb v Piiloze A a jakékoli dalsi ptilohy
této Smlouvy jsou v souladu se zakonem
povaZovany za obchodni tajemstvi spolegnosti
Gilead a Zdravotnické zatizeni a Zkousejici zajisti,
aby tyto informace nebyly uvefejnény v registru
smiuv. Zdravotnické zafizeni pfed podpisem
smlouvy rediguje osobni informace néleZejici
spoleCnosti Gilead, mimo jiné v&etn& podpisu(-i),
jmen, telefonnich <&isel a adres naleZejicich
spole¢nosti Gilead. Zdravotnické zatizeni poskytne
spoleCnosti Gilead do 24 hodin po registraci
pisemné potvrzeni o registraci e-mailem na adresu:
CCFFE@gilead.com. Smluvni strany se dohodly,
Ze 7adné Cinnosti v ramci této dohody nebudou
provadény, dokud spoleénost Gilead neobdrZi toto
potvrzeni. Zdravotnické zafizeni pfebird veskerou

5.  PUBLICATION

5. ZVEREJNOVANI{ VYSLEDKU

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

Agreement

5.1 Tato Smlouva nedava
Zdravotnickému zafizeni pravo publikovat nebo
prezentovat vysledky Klinického hodnoceni, jichz
dosahne Zkou$ejici ve Zdravotnickém zafizeni

i (déle jen ,,Vysledky Klinického hodnoceni®).

6.  TRIAL RESULTS AND INVENTIONS

6. VYSLEDKY STUDIE A VYNALEZY

"~ 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

6.1 Spole€nost Gilead je vlastnikem
veskerych dat, Vysledkdl Studie, Divérnych
informaci, CRF a veskerych dal§ich informaci
ziskanych na zaklad€ provadéni Studie nebo v

GSI-FORM-CR_CTA Central and East Europe Institution 21 Aug 2018
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i
|

|

i

'Iﬁét}fﬁtici)'n"sdwﬁégéht medical  records and

Investigator’s personal notes.

6.2

are made, conceived, or reduced to practice by
Institution, Investigator or Trial Personnel: (i) as a
result of or in connection with the conduct of the
Trial; (ii) that incorporate or use Confidential

Information; or (iii) that are directly related to the |

Compound, and in each case together with all
intellectual  property rights relating thereto
(collectively, “Trial Inventions™), will be the sole

- and exclusive property of Gilead or its designee.

Institution and Investigator will promptly disclose

- all Trial Inventions to Gilead in writing. Institution
and Investigator each hereby assigns, and will

cause Trial Personnel to assign, all right, title and

' interest in all Trial Inventions to Gilead or its

designee. At Gilead’s request and expense,
Institution and Investigator shall take, and shall
cause Trial Personnel to take, all additional actions

as Gilead deems necessary to perfect the interest of |

Gilead or its designee in Trial Inventions or to
obtain patents or otherwise protect the interest of
Gilead or its designee in Trial Inventions.

I inventions, ideas, methods, |
works of authorship, know-how or discoveries that |

souvislosti s ni, kromé& Iékafskych zaznami
Instituce o pacientech a osobnich poznamek
Zkousejiciho e
6.2 Veskeré vynélezy, néapady,

metody, autorska dila, know-how, objevy uinéné,
ziskané nebo uvedené do praxe ze strany Instituce,
Zkou8ejiciho nebo Personalu Studie: (i) na zaklad&
provadéni Studie nebo v souvislosti s ni; (ii) jeZ
obsahuji nebo vyuzivaji Divérné informace; nebo
(iil) jeZ se ptimo vztahuji ke Sloudening, a to ve
viech uvedenych pifpadech veetné prisludnych
prav k duSevnimu vlastnictvi (dale souhrnné
“Vyndlezy Studie”) jsou vyluénym vlastnictvim

| spole€nosti Gilead nebo ji uréené¢ho subjektu.

Instituce a ZkouSejici neprodlené sdéli veSkeré
Vynalezy Studie spolefnosti Gilead pisemnou
formou. Instituce a ZkouSejici timto postupuji
veSkerd prava, opravnéni a naroky k Vyndleziim
Studie na spole¢nost Gilead nebo ji uréeny subjekt
a totéZ zajisti ze strany Personalu Studie. Na
Zadost spole¢nosti Gilead a na jeji naklady ugini
Instituce a Zkousejici ve$kerd dodateénd opatieni (a
totéZ zajisti ze strany personalu Studie), jez bude
spole€nost Gilead povaZovat za nezbytné k
zajiténi prav spolecnosti Gilead nebo ji ur€eného
subjektu k Vyndalezim Studie nebo ke ziskani
patentt ¢i jiné formy ochrany Vynalezi Studie ze

7. INSURANCE AND SUBJECT INJURY

"71)7Asi;equ1;ed by and in accordance
with applicable law, Gilead agrees to maintain an
insurance policy covering injury to Trial subjects

7.2 Gilead hereto acknowledges, that

" in accordance with § 52 Act on Drugs No.

378/2007 Coll., as amended, contract insurance of
liability for damage for the Principal Investigator
and Gilead has been ensured. This policy also duly
covers compensable death of subjects of
assessment or compensation of the subjects of

i assessment in case of injury resulting from and

sustained in course of performance of the Study. A

. copy of the Contract of Insurance in the Czech
. Republic may be provided to Hospital upon written

strany spole¢nosti Gilead nebo ji urleného
subjektw.
7. POJISTENI A PREDMET SKODY
SUBJEKTUSTUDIE
7.1 V souladu s platnymi  pravnimi

predpisy se spole¢nost Gilead zavazuje, Ze uzavie
pojistnou smlouvu pokryvajici zdravotni Gmu
zpusobenou Subjektdim Klinického hodnoceni
a bude takové pojiSténi udrzovat v platnosti.
7.2  Gilead (Gilead) timto bere na védomi, Ze
podle § 52 zékona o léCivech 378/2007 Sb. ve
znéni pozdéjsich pledpist, Ze bylo sjednédno
smluvni pojisténi odpovédnosti za Skody pro

. Zkousejictho a Gilead (Gilead). Tato pojistna

smlouva rovnéz plné pokryva kompenzaci za smrt
subjektu hodnoceni nebo kompenzaci subjektu
hodnoceni v pfipadé¢ Gjmy, kterou Subjekt utrpi
v pribéhu provadéni Klinického hodnoceni nebo
v souvislosti snim. Kopie pojistné smlouvy
uzaviené v Ceské republice miiZe byt poskytnuta

| request. | Zdravotnickému zafizeni na zékladé pisemné
| - - 7 7 ) - Zadosti ) e
7.3 If at any time during the Trial, | 7.3 Pokud kdykoli béhem trvani Studie
GSI-FORM-CR_CTA Central and East Europe Institution 21Aug 2018
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concludes that any Trial subject
immediately be withdrawn from participation in the

such Trial subject.

Institution, Investigator or Gilead"”rreasdrilégiyf
should

Trial, the Parties will cooperate to safely withdraw

dospéji Instituce, ZkouSejici nebo spoleénost
Gilead k divodnému zavéru, Ze kterykoli ze
Subjektlt Studie by mél byt z Gdasti ve Studii
okamZit¢ stazen, budou Smluvni strany vzajemné
spolupracovat na bezpe¢ném stazeni takového
Subjektu ze Studie.

8. GENERAL
8.1 Publicity. Neither Party will use

employees or any of their trademarks, in any
advertising, sales promotional material, or press

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

' 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

- and the amount of funding provided and expenses
covered in connection with the Trial. Institution
represents that it has obtained the Investigator’s
consent to this disclosure.
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).

 the name of the other Party or the other Party’s

release without the relevant Party’s prior written

litigation; and (iii) complying with applicable laws, |

as the entity that is conducting the Trial and |
Investigator as conducting the Trial at Institution |

Institution and |

8. VSEOBECNA USTANOVENI

8.1 Publicita. Kazda ze Smulovych
stran nebude pouzivat nazev Instituce nebo jméno
Zkouejiciho ¢ jména jejich zaméstnancd nebo
kteroukoli z jejich ochrannych znamek a Instituce a
ZkouSejici nebudou pouZivat obchodni firmu
spolecnosti Gilead nebo jména jejich zaméstnanct
nebo kteroukoli z jejich ochrannych znamek v

- jakychkoli reklamnich €i propaga¢nich materialech

nebo tiskovych zpravach bez pfedchoziho
pisemného souhlasu druhé Smluvni strany vyjma
ptipadu, kdy je takové pouZiti nutné pro: (i) podani
uréena regulaénim orgénim, v&etné podani Komisi
pro cenné papiry USA nebo podini FDA (nebo
jinému ekvivalentnimu dozoréimu orgdnu v jiné
zemi nez v USA); (ii) zahdjeni soudniho Fizeni
nebo obhajobu v ném; nebo (iii) dodrZeni platnych
zakont, predpist ¢&i nafizeni. Bez ohledu na vyse
uvedené miZe spoleénost Gilead bez pfedchoziho
souhlasu zvefejnit informace o Instituci a
Zkousejicim, jeZ jsou vyzadovany ze zakona,
véetné identifikace Instituce jako subjektu
provadéjiciho Studii a identifikace ZkouSejiciho
jako osoby provadgjici Studii v Instituci a vysi
poskytnutych finanénich prostiedkt a ndkladt
uhrazenych v souvislosti s Klinickym hodnocenim.
Instituce prohlasuje, Ze ziskal souhlas Zkousejici k
tomuto sdéleni. Instituce a ZkouSejici mohou bez
pfedchoziho souhlasu zvefejnit v  davémych

‘internich zprdvach Instituce nebo ve zprévich

piedkléddanych viddnim orgénim nebo ve zpravach
tvoricich soudést zadosti o granty informace o své

i Gasti ve Studii (véetné obchodni firmy Gilead,

nézvu Studie a ¢isla Protokolu).

82 Material Non-public Information.

During the course of the Trial, Investigator and
| pracovnici

other employees of Institution may have access to

. material non-public information about Gilead and
its research partners that are publicly traded
- obchodovanych spole¢nosti.

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

GSI-FORM-CR_CTA Central and East Europe Institution 21Aug 2018

8.2 Podstatné nevetejné informace. V
prab&hu Studie mohou mit ZkouSejici a dalsi
Instituce  pfistup k  podstatnym
nevefejnym informacim tykajicim se spolenosti
Gilead a jejich vyzkumnych partnerd - vefejné
Aby nedoslo k
jakémukoli potencidlnimu &i skuteénému stetu
zajmi, nesmi Instituce ani ZkouSejici po dobu
trvani Studie, dokud maji k dispozici podstatné
nevefejné informace spole¢nosti Gilead,
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‘ possessmn ‘of material non- public information of
Gilead. This Section 8.2 will not restrict Institution,

| mutual funds.

- 8.3  Relationship. For the purposes of |
<thls Agreement, the Parties are independent
{contractors and nothing contained in this

- Agreement will be construed to place them in the

relatxonshxp of partners,
| employer and employee or joint venturers.

principal and agent,
No

| - Party will have the power or right to bind or
obhgate the other Parties, or hold itself out as .

havmg such authority.
8.4

' accordance with Section 8.5, this Agreement will

expire upon the later of the date on which: (i)
~ Gilead has received all completed CRFs from .

- Institution and/or Investigator; (ii) Investigator has
'resolved all data clarification queries, and
' submitted the closeout reports to the EC and to

| Gilead to Gilead’s satisfaction; (iii) all Trial Site .

closeout activities have been completed; and (iv)

| Gilead has made all payments and reimbursements

‘ and collected all refunds due under this Agreement.

85  Termination. Any Party may

terminate this Agreement upon 30 days’ written .

| notice to the other Parties.

‘Surviving Terms.
| 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
| termination or expiration of this Agreement.

''''' ‘Entire _Agreement;
Agreement, including any attachments

- This

referenced herein and the Protocol constitute the

entire, final, complete and exclusive understanding
- of Gilead and Institution concerning the Trial. If
‘there is a conflict between the terms of this

GSI-FORM-CR_CTA Central and East Europe Institution 21Aug 2018

~ obchodovat

or entity of which Institution may be a part, from
participating in pooled investment vehicles such as '

| Term. Unless terminated earlier by
- written notice of one Party to the other Parties in |

In the event of .

following

_Amendments.

s jakymikoli cennymi ~ papiry
- spole¢nosti Gilead ani jejich vyzkumnych partnerti
ani nesmi davat jinym osobam doporudeni k
takovym obchoddm. Ustanoveni tohoto ¢lanku 8.2
' neomezuje Instituci, pfipadné jakykoli subjekt,
jehoZ mulZe byt Instituce souddsti, v Glasti na
 jakémkoli hromadném investiénim ndstroji, jako
 jsou napf. investiéni fondy.

8.3 Vztah. Pro ugely této Smlouvy
' jsou Smluvni strany navzijem nezavislymi
subjekty a nic z obsahu této Smlouvy nebude
vyklddano jako wvytvofeni vztahu partnert,
. zmocnitele a zmocnénce, zaméstnavatele a
- zaméstnance nebo spoledného 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 difve pisemnou vypovédi
' jedné ze Smluvnich stran druhé Smluvni strang dle
¢lanku 8.5 niZe, pak bude tato Smlouva ukondena k
pozd€j§imu z ndsledujicich termini: (i) den, kdy
spoletnost Gilead obdrzi od Instituce/ Zkousejici
veSkeré vyplnéné formuldfe CRF; (ii) den, kdy
ZkouSejici vyfeSi veSkeré nejasnosti ohledng
pfedanych dat a piedlozi zavéreéné zpravy EK a
spole¢nosti Gilead k jeji spokojenosti; (iii) den
dokonéeni zavéretnych d&innosti ve Zkoudejicim
centru Studie; a (iv) den, kdy spoletnost Gilead
- provede veskeré platby a vyplati ve$keré nahrady a
. inkasuje veskeré vracené &astky dle této Smlouvy.

8.5 Ukonéeni Smiouvy. Kterdkoli ze
Smluvnich stran maZe tuto Smlouvu vypovédst
- pisemnou vypovédi doru€enou druhé Smluvni
_ strané€ se 30denni vypovédni lhiitou.
8.6 Pokradovani platnosti a u&innosti.
V ptipadé ukonceni této Smlouvy dle &lanku 8.4
nebo v piipadé¢ vypovézeni této Smlouvy dle
¢lanku 8.5 zlstavaji v platnosti a Geinnosti prava a
povinnosti vyplyvajici z téchto ¢lankd Smlouvy:
Ustanoveni ¢lankd 1.7, 2, 4, 5, 6, 7.1 a 8 zlstavaji v
' plném rozsahu v platnosti a G¢innosti po ukondeni
| nebo uplynuti doby trvani této Smlouvy. 7
| 8.7  Celd Smlouva, zmény a dodatky.
Tato Smlouva, veetné piiloh, na néZz Smlouva
odkazuje, a véetné Protokolu, predstavuje Uplnou,
konetnou, naprostou a vyhradni dohodu mezi
spole¢nosti Gilead a Instituci ve vztahu ke Studii.
V_pripadé jakéhokoli rozporu mezi ustanovenimi
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. 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

. counterparts.
- alterations will be effective unless in writing and

' advance written consent. Gilead reserves the right
. to assign or transfer this Agreement or any of the
. rights or obligations under this Agreement.

- of the particular right or obligation. Any purported |
| assignment ‘

the Protocol. This Agreement may be executed in
No changes, amendments or

signed by all Parties. No waiver, expressed or
implied, will be a continuing or subsequent waiver

or delegation by Institution or
Investigator of this Agreement or their obligations
under this Agreement will be void without Gilead’s

této Smfoﬁvy a ustanovenimi Protokolu jsou

rozhodujici ustanoveni Smlouvy s vyjimkou
rozporit tykajicich se lékafskych, védeckych &i
bezpednostnich zalezitosti a samotného provadéni
Studie, jez se Fidi ustanovenimi Protokolu. Tato
Smlouva miZe byt vyhotovena v nékolika
stejnopisech.  Zadné zmé&ny, doplnéni &i upravy
Smlouvy nebudou G&inné, pokud nebudou
uzavieny pisemné a podepsany vSemi Smluvnimi
stranami. Vyslovné €i implicitni vzdani se prav
nebo prominuti jakychkoli povinnosti neni trvalym
vzdénim se pradv nebo prominutim jakychkoli
naslednych  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 pfedchoziho pisemného
- souhlasu spole¢nosti Gilead. Spole¢nost Gilead si

- vyhrazuje pravo postoupit nebo prevést tuto

Smlouvu nebo kterakoli ze svych prav a povinnosti
z této Smlouvy vyplyvajicich.

. Agreement determined by proper judicial authority
- to be invalid or unenforceable will be revised by

or unenforceable.

8.8 Severability. Any provision in this

agreement of the Parties to the extent necessary to
avoid the remainder of the Agreement being invalid

. zbyvajicich ¢asti Smlouvy.

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

. a nationally recognized delivery service with

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

guaranteed next business day delivery, which will

be deemed delivered one (1) day after deposit with -
such carrier; or (il) 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:

8.9 Oznameni.
nebo souhlasy vyzadované dle této Smlouvy musi
byt uéinény pisemné a zasldny druhé Smluvni
strané bud: (i) celostatn€ uznavanou dorudovaci
sluzbou s  garantovanym  doru€enim  do
nasledujiciho pracovniho dne, pfi¢emz v takovém
pfipadé bude ozndmeni povaZovano za dorucené

_jeden (1) den po ptedani pfisluinému prepravci;

nebo (ii) faxem s potvrzenim o uskute¢néném

. pfenosu nebo e-mailem ve formdtu PDF, pfiéemZ v

takovém pfipad¢ bude oznameni povazovano za
doruené na zaCatku nasledujiciho obvyklého
pracovniho dne po GspeSném pfenosu. Oznameni

 musi obsahovat &islo Protokolu Studie a musi byt

~ odesldna na nasledujici adresy:

GSI-FORM-CR_CTA Central and East Europe Institution 21Aug 2018
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| 810 Force Majeure.
| performance of this Agreement is prevented,

' 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
iperformance to the extent of such prevention,

" Party will use commercially reasonable efforts to
| avoid or remove such causes of non-performance .
- and will continue its performance whenever such |

| causes are removed.

If any Party’s

. restricted or delayed (either totally or in part) for |

| restriction or delay; provided, that, the affected

| 810 Vys8i moc. Pokud plnéni této
- Smlouvy nékterou ze Smluvnich stran bude
- znemoZnéno, omezeno nebo zdrieno (zcela nebo
z¢asti) z divodd mimo pfiméfenou kontrolu
pfislusné Smluvni strany a nebude spotivat v
jednani &i neinnosti této Smluvn{ strany, pak bude
- dotend Smluvni strana po zaslani oznameni této
' skute¢nosti druhé Smluvni strané zprosténa plnéni
v rozsahu takové piekazky, omezeni nebo prodleni;
to za predpokladu, Ze dotlend Smluvni strana
vynalozi ptiméfené dsili k zamezeni nebo
odstranéni pricin svého neplnéni Smlouvy a Ze své
plnéni obnovi ihned po odstranéni nebo zaniku
téchto pficin.

GSI-FORM-CR_CTA Central and East Europe Institution 21 Aug 2018

3 8.11  Governing Law. This Agreement
' shall be governed by the laws of the Czech |
' Republic, without regard to any choice-of-law |
l principles. Any disputes that may arise will be |
- governed by the competent court of the Czech

8.11 Rozhodné pravo. Tato Smlouva se
Fidi pravnim fadem Ceské republiky bez ohledu na
jakékoli zasady volby prava. Piipadné spoty budou
ptedlozeny k rozhodnuti pfislu§nému  soudu
v Ceské republice.
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IN WITNESS WHEREOF: the Parties hereto
have caused -this Consent to be duly executed by
their authorised representatives 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.

INSTITUTION/ Instituce

Title/ Funkce: Director
Date/ Datum: '

Acknowledgement by Investigator

[ have read this Agreement and the Protocol for the
Trial, and I understand my obligations and those
obligations of Institution. I will carry out my
obligations and will assist in carrying out the
obligations of Institution in compliance with this
Agreement, the Protocol and all applicable laws,
rules, guidance, and regulations including
applicable national and international regulations
governing the conduct of clinical trials and
guidance of the International Conference on
Harmonization relating to Good Clinical Practice,
clinical safety data management (ICH-E2A), and
general considerations for clinical trials (ICH-E8). I
agree that Gilead may, without prior consent and as
required by applicable law, identify meas the
Investigator conducting the Trial at Institution. I
represent that I am a licensed medical practitioner
in good standing under applicable national and
local law, and I am duly authorized to conduct this
Trial at Institution’s facilities.

GSI-FORM-CR_CTA Central and East Europe Institution 21Aug 2018
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NA DUKAZ CEHOZ smluvni strany této smlouvy
prostiednictvim svych povéfenych zastupci fadné
uzaviraji tento souhlas k datu u¢innosti. Na zakladé
zvlastni plné moci, Gilead jmenovala a opravnila
spoleénost ICON Clinical Research Limited k
uzavieni této smlouvy jménem a v zastoupeni
Gilead jeji prospéch tak zadvazné Gilead povinnosti
a povinnosti stanovenych v této dohodé.

ICON Clinical Research Limited, on behalf
of

Title/ Funkce:
Date/ Datum: |7 TWAM 1619

Lead Contracts Manager

Prohlédseni Zkousejiciho

Cetl jsem tuto Smlouvu a Protokol ke Klinickému
hodnoceni, a obezndmil jsem se se svymi
povinnostmi a s povinnostmi Zdravotnického
zafizeni. Budu vykondvat svoje povinnosti a
poskytnu souéinnost Zdravotnickému zatizeni pfi
vykonavani povinnosti Zdravotnického zafizeni
v souladu s touto Smlouvou, Protokolem a v3emi
ptislusnymi pravnimi piedpisy, véetné
mezindrodnich pravnich piedpist, kterymi se Fidi
provadéni klinickych hodnoceni a doporudeni
Mezinarodni  konference  pro  Harmonizaci
vztahujici se ke spravné klinické praxi,
administrativnim 0dajim o klinické bezpe€nosti
(ICH-E2A), a vSeobecnym pozadavkiim pro
klinickéd hodnoceni (ICH-ES8). Souhlasim, ze Gilead
mé muze, bez predchoziho souhlasu a pokud tak
vyzaduje platnd legislativa, identifikovat jakoZto
Zkousejicitho provéadgjiciho klinické hodnoceni v
Instituci. Timto potvrzuji, Ze jsem v souladu
s pfisluSnymi  prdvnimi piedpisy opravnénym
lékafem s dobrou povésti podle aplikovatelného

Date of last signature



narodniho prdva, a Ze jsem {ddné opravnény
provadét toto Klinické hodnoceni v prostorach
Zdravotnického zatizeni.

MUDr.Frantisek Senk, Investigator / ZkouSejici
Date/ Datum:é 2 101G
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