¥J GILEAD

publication in Contract Register(“Effective Date”)
by and between Gilead Sciences, Inc., a Delaware
corporation having a principal place of business at
333 Lakeside Drive, Foster City, California 94404
“Gilead”), and Nemocnice Na Homolce,
Registration No: 00023884, having an address at
Roentgenova 37/2, 150 30 Praha 5, Czech
Republic (“Service Provider”).

Account

IQVIA RDS Czech Republic s.r.o0., Registration
No. 24768651, place of business located at
Pernerova 691/42, 186 00 Praha 8 — Karlin, Czech
Republic (the “CRO™) is serving as Gilead's
contract research organization for the Trial.

Gilead and Service Provider are sometimes
referred to herein individually as a “Party” and
collectively as the “Parties.”

GILEAD SCIENCES, INC. GILEAD SCIENCES, INC.
CLINICAL TRIAL SERVICES SMLOUVA O POSKYTOVANi SLUZEB A%
AGREEMENT KLINICKEM HODNOCENI
This Clinical Trial Services Agreement | Tato Smlouva o poskytovani sluZeb v klinickém
(“Agreement”) is made effective as of its | hodnoceni (,,Smlouva*®) je uzaviena k datu

ucinnosti, kterd nastane uvefejnénim v registru
smluv (,,Datum ucinnosti*), a to mezi spole¢nosti
Gilead Sciences, Inc., korporaci zalozenou podle
prava statu Delaware, se sidlem 333 Lakeside
Drive, Foster City, Kalifornie 94404, Spojené staty
americké (, ,,Gilead* nebo ,,spole¢nost Gilead*),
a Nemocnice Na Homolce, ICO: 00023884, se
sidlem Roentgenova 37/2, 150 30 Praha 5, Ceska
republika (,,Poskytovatel sluZeb*).

IQVIA RDS Czech Republic s.r.o., ICO:
24768651, se sidlem na adrese Pernerova 691/42,
186 00 Praha 8 - Karlin Ceska republika (“CRO”)
jednda jako smluvni vyzkumna organizace
spole¢nosti Gilead ve spojeni se Studii.

Gilead a Poskytovatel sluzeb mohou byt v této
Smlouvé dale oznaCeny samostatné jen jako
»3trana® nebo spolecné jako ,,Strany*.

Radiology PET assessment, under the request and
direction of the appointed Investigator
(“Investigator”)  from
clinical trial site Fakultni nemocnice v Motole,
statni prispévkova organizace, with seat at V Uvalu
84, 105 06 Praha 5, Ceska republika, Identification
number: 00064203, to assist in the clinical research
study entitled A Randomized, Open-label, Phase 3
Study of Sacituzumab Govitecan Versus Treatment
of Physician’s Choice in Patients With Hormone
Receptor-Positive  (HR+)/Human  Epidermal
Growth Factor Receptor 2-Negative (HER2-)
(HER2 [HCO or HER2-low [IHC [+, [HC
2+/ISH—]) Inoperable, Locally Advanced, or

1. Nature and Delivery of Services. 1. Charakter a dodani sluzeb.
(a) Service Provider will perform and (a) Poskytovatel sluzeb bude
warrants that it will perform the services of a | vykonavat sluzby, které pfisluseji funkci

Radiologické vysetieni PET, na Zadost a podle
pokynii jmenované¢ho Zkousejiciho
(;,Zkousejici)  z centra
klinického hodnoceni Fakultni nemocnice
v Motole, se sidlem V Uvalu 84/1, 105 06 Praha 5,
Ceska republika, Identifikaéni &islo: 00064203 v
ramci spoluprace pti vyzkumné klinické studii
nazvané “Randomizované, oteviené klinické
hodnoceni faze 3 porovnavajici sacituzumab
govitecan s lécbou zvolenou lékarem u pacientii s
inoperabilnim lokalne  pokrocilym nebo
metastatickym karcinomem prsu pozitivnim na
hormonalni receptory (HR+) / negativnim na
lidsky epidermalni ristovy faktor 2 (HER2—)
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Metastatic Breast Cancer and Have Received
Endocrine  Therapy” (the "Study"), bearing
protocol  number  GS-US-598-6168  (the
“Protocol”), the provisions of which will be
provided by the Investigator and which are
incorporated herein by reference. Service Provider
shall perform Services as defined below in
conformance with: (i) generally accepted standards
of good clinical practice; ii) the Protocol; (iii) the
instructions of the Investigator and Gilead; and (iv)
all applicable laws, rules and regulations including,
but not limited to, those governing the conduct of
the Study and including all applicable anti-
corruption, anti-kickback, and fraud and abuse
statutes. If Service Provider is unable to perform
the duties required by this Agreement, Service
Provider shall promptly notify Gilead in writing
and this Agreement will be terminated as provided
herein.

(HER2 IHC 0 nebo HER?2 low [IHC 1+, [HC 2+ /
ISH—]) po endokrinni lécbe* (,,Studie*), oznacené
¢islem protokolu GS-US-598-6168 (,,Protokol*)
jejichz pozadavky sdéli Zkousejici a které jsou
zaClenény do tohoto dokumentu formou odkazd.
Poskytovatel sluzeb bude vykonavat sluzby
definované nize v souladus: (i) obecné
ptijimanymi standardy spravné klinické praxe; ii)
Protokolem; (iii) pokyny Zkousejictho a
spoleCnosti  Gilead a (iv) vSemi pfislusnymi
zakony, pravidly a pravnimi pfedpisy, mimo jiné
véetné téch, které jsou rozhodujici pro provadéni
Studie, a  vcetn¢  veSkerych  platnych
protikorupcnich zakont a zakonti na ochranu proti
uplatkarstvi, podvodim a zneuzivani. Jestlize
Poskytovatel sluzeb nebude schopen vykonavat
své povinnosti vyzadované touto Smlouvou,
Poskytovatel sluzeb bezodkladné¢ pisemné
informuje spole¢nost Gilead a tato Smlouva bude

specified in Exhibit A (“Services”).

ukonCena v  souladu sustanovenimi zde
uvedenymi.
b) Service Provider will perform services as | b) Poskytovatel sluzeb bude poskytovat

sluzby na zéklad¢ jejich specifikace uvedené v
Ptiloze A (,,Sluzby*).

c) Gilead undertakes to order, through the
designated employee of the Investigator, Services
associated only with such PET/CT examination,
within the meaning of Section 70 and following of
Act No. 373/2011 Coll., on Specific Healthcare
Services, as amended, for which the net benefit is
demonstrated when considering the overall
potential diagnostic or therapeutic benefit,
including direct health or social benefit, compared
to the harm that radiation exposure associated with
the examination may cause. For the avoidance of
doubt, the parties declare that Gilead is responsible
for assessing whether the conditions under section
71(1)(a) of the above Act, i.e., the net benefit
outweighs the risks with PET/CT exams on
patients have been met.

The results of the examination in the scope of the

c) Gilead zavazuje objednavat
prostfednictvim  povéfeného  zaméstnance
Zkousejiciho sluzby spojené pouze s takovym
PET/CT vySetfenim ve smyslu § 70 a nasl.
zakona ¢. 373/2011 Sb., o specifickych
zdravotnich sluzbach, v platném znéni, u n¢hoz
bude prokazan jeho Cisty piinos pifi zvazeni
celkového mozného diagnostického nebo
lécebného piinosu, véetné piimého piinosu pro
zdravi osoby nebo piinosu pro spolecnost, ve
srovnani s Gjmou, kterou miize ozareni spojené s
vySetfenim zplsobit. Pro vylou€eni vSech
pochybnosti smluvni strany prohlasuji, Zze
odpovédnost za posouzeni splnéni podminek dle
ust. § 71 odst. 1 pism. a) ZSZS, tj. zda Cisty
ptinos prevazuje nad riziky PET/CT vysetfeni u
pacientil., ma spole¢nost Gilead.

Vysledky vySetteni v rozsahu l¢kaiské zpravy a

SC

Provider shall not exceed the amounts stated in the

medical report and images will be transmitted to | obrazovych snimkl budou predany
the Investigator electronically. Zkousejicimu elektronicky.
2. Compensation and Reimbursement. 2. Nahrada nakladi a odména.

(a) Payments by Gilead to Service (b) Platby spole¢nosti Gilead vuci

Poskytovateli sluzeb neptekroCi castky, jez jsou
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aggregate in Exhibit A unless Gilead has approved
such additional costs in writing in advance.

stanoveny v Priloze A, nebudou-li takové
dodate¢né naklady piedem pisemné schvaleny
spole¢nosti Gilead.

(© Within fifteen (15) days of the end
of each calendar quarter, Service Provider will
submit invoices referencing this Agreement, a
description of the Services provided, any fees and
expenses relating to the Services performed during
the prior calendar quarter in accordance with this
Agreement and Exhibit A, and if applicable, the
Purchase Order Number as provided by Gilead.
The obligation to submit an invoice does not apply
if no service has been provided in the previous
calendar quarter.

(© Ve lhiut¢ patnacti (15) dnd od
konce kazdého kalendainiho ¢tvrtleti Poskytovatel
sluzeb ptedlozi faktury odkazujici na tuto
Smlouvu, a které budou obsahovat rozpis
poskytnutych Sluzeb, ptehled jakychkoli nakladd a
vydaji vztahujicich se ke Sluzbam provedenym
béhem predchoziho kalendainiho Ctvrtleti v
souladu s touto Smlouvou a za podminek Ptilohy
A, a v pfipad¢ potieby, rovnéz i Cislo objednavky
poskytnuté spolec¢nosti Gilead. Povinnost predlozit
fakturu neplati v pfipadé, ze v uplynulém
kalendafnim c¢tvrtleti nebyla poskytnuta Zadna
sluzba.

(d) Service Provider as payee will
complete and return a supplier information form to
Gilead as a precondition to receiving payments
under this Agreement. Service Provider is obliged
to inform Gilead, in writing, of any changes or
required updates of payment instructions and/or
bank details.

(d) Poskytovatel sluzeb jakozto
piijemce plateb vyplni a vrati formulaf s udaji o
dodavateli spole¢nosti Gilead jako podminku pro
ptijeti plateb dle této Smlouvy. Poskytovatel sluzeb
je povinen pisemnou formou informovat
spole¢nost Gilead o jakychkoli zménach nebo
pozadovanych aktualizacich instrukci k proplaceni
a/nebo bankovnich udaji.

constitutes the fair market value of the performance
of Services to be provided hereunder and is
unrelated to the volume or value of any referrals or
other business otherwise generated between the
Parties.

(¢) No Value Added Tax is applicable to (¢) Na tuto Smlouvu se nevztahuje
this Agreement. zadna dan z ptidané hodnoty.

(f) The Parties agree that the (f) Strany souhlasi stim, ze odména
compensation paid wunder this Agreement | vyplacena podle této Smlouvy piedstavuje

skute¢nou trzni hodnotu za provedeni Sluzeb, které
maji byt poskytovany v souladu s touto Smlouvou,
a nesouvisi s objemem nebo hodnotou zadného
doporuéeni nebo jinak vytvoifeného obchodniho
vztahu mezi Stranami.

(g0 No amounts paid wunder 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.

(g) Zadné &astky vyplacené v souladu
stouto Smlouvou nejsou zamysleny, ani tak
nebudou vykladany, jako nabidka nebo platba
provedena vyménou za jakoukoli explicitni nebo
implicitni smlouvu za tcelem koupé€, predepsani,
doporuéeni nebo zajisténi pfiznivych podminek
pro jakykoliv vyrobek nebo sluzbu spole¢nosti
Gilead.

(h)  Service Provider hereby agrees that
no patient or third party will be charged for any
aspect of treatment or patient care for which
Service Provider has invoiced or been paid under
this Agreement. Service Provider hereby agrees
that no patient or third party will be charged for the
Study drug, nor shall Service Provider include such

(h)  Poskytovatel sluzeb timto souhlasi,
ze zadnému pacientovi ani tfeti strané¢ nebudou
uctovany poplatky za zadné soucasti 1é¢by nebo
péce o pacienta, které byly pfedmétem fakturace ze
strany Poskytovatele sluzeb nebo které byly
Poskytovateli sluzeb proplaceny na zakladé této
Smlouvy. Poskytovatel sluzeb timto souhlasi, ze
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cost in any cost report to third-party payers.

zadnému pacientovi ani tieti stran¢ nebudou
uctovany poplatky za Hodnoceny 1ék, ani
Poskytovatel sluzeb nezahrne takové naklady do
jakychkoli zprav o nakladech urCenych tietim
stranam — platctm.

3. Confidentiality.

3. Divérny rezim.

(a) “Confidential Information”
means confidential or proprietary information of
Gilead either disclosed in oral, written or other
tangible form or otherwise learned by Service
Provider under this Agreement that should
reasonably be known to be confidential or
proprietary to Gilead, including but not limited to
information relating to Gilead’s research,
development, preclinical and clinical programs;
Results (as defined below in Section 4), including
without limitation, data and results; pharmaceutical
or biologic candidates and products; works of
authorship, trade secrets, processes, conceptions,
formulas, patents, patent applications, and licenses;
Inventions (as defined in Section 4); business,
product, marketing, sales, scientific and technical
strategies, programs and results, including costs
and prices; suppliers, manufacturers, customers,
market data, personnel, and consultants; and other
confidential or proprietary matters related to
Gilead.

(a) »Duvérné udaje“  znamena
davérné informace ¢i Udaje majetkové povahy
spoleCnosti  Gilead poskytnuté, sdélené Cci
zptistupnéné Ustné, pisemné ¢i v jiné hmatatelné
podob¢é ¢i jakkoli jinak ziskané ¢&i zjiSténé
Poskytovatelem sluzeb na zakladé podminek této
Smlouvy, jez by mély byt divodné vnimany jako
informace davérné ¢i  majetkové povahy
spole¢nosti Gilead, zejména informace vztahujici
se k vyzkumu spolecnosti Gilead, jejimu vyvoji,
programtim klinického 1 preklinického typu;
Vysledky (ve smyslu definice tohoto pojmu
uvedeného nize v Clanku 4), zejména data, udaje a
vysledky; 1éCiva nebo potencidlni biologické
preparaty a vyrobky; autorska dila, obchodni
tajemstvi, postupy, myslenky, koncepce, patenty,
patentové ptihlasky a licence; Objevy (ve smyslu
definice tohoto pojmu uvedeného nize v Clanku 4);
obchodni transakce, vyrobky, marketingové,
prodejni, vyzkumné a technické strategie a
postupy, programy a vysledky, zejména ceny,
informace o dodavatelich, vyrobcich, zakaznicich,
udajich o trhu, zaméstnancich a konzultantech ¢i
poradcich; a jinych zalezitostech davérné Cci
majetkové povahy, jez se vztahuji ke spole¢nosti
Gilead.

(b) Obligations. Subject to Section
3(c), until five (5) years after the expiration or
termination of this Agreement, Service Provider:

(b) Zavazky. V souladu s Clankem
3(c), Poskytovatel sluzeb se zavazuje, ze po dobu
péti (5) let od vyprseni ¢i ukonceni platnosti této
Smlouvy:

@) shall not use Confidential
Information except for the purpose of performing
Services hereunder;

@) Nepouzije Davérné tdaje
pro jiné ucely, nez pro plnéni SluZzeb dle podminek
této Smlouvy;

(i1) will hold Confidential
Information in strictest confidence and shall not
disclose Confidential Information to others, except
for its employees, agents, consultants or
subcontractors ~ who  require  Confidential
Information for the purpose of performing Services
and who are subject to binding obligations of

(i1) Bude zachovavat Divérné
udaje v prisn¢ duvérném rezimu a nesdéli,
nezpiistupni, neposkytne ani nezvetejni Divérné
udaje jakékoli tieti strané kromé svych
zaméstnancl, zastupcl, konzultanti a poradct a
smluvnich partnerd, ktefi Divérné tidaje potiebuji
znat v souvislosti s plnénim Sluzeb, a ktefi jsou
vazani povinnosti zachovavat ml¢enlivost o nich a
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confidentiality and restricted use at least as
protective as those of this Agreement;

uzivat Duvérné tdaje vyhradné ve vyhrazeném
rozsahu, a to v rezimu minimalné natolik u¢inném
jako je tento zakotven touto Smlouvou;

@)  will protect the
confidentiality of Confidential Information using at
least the same level of efforts and measures used to
protect its own confidential information, and at
least commercially reasonable efforts and
measures, including without limitation, limiting
access to Confidential Information commensurate
with performance of the Services and keeping
adequate records of those with access to
Confidential Information and of all uses or
dispositions of Confidential Information; and

(iii)  Bude chranit davérny
rezim Duvérnych udaji uplatnénim minimalné
shodné urovné Usili a pfijetim takovych opatieni,
jez uplatiuje za ucelem ochrany vlastnich
davérnych 10dajd, a vynalozenim minimalné
takového profesionalniho usili a pfijetim opatieni,
zejména omezenim piistupu k Divérnym udajlim
umérné ve vztahu k poskytovani Sluzeb a vedenim
odpovidajici dokumentace takovych pfistupd
k Divérnym udajim a vSech pouziti ¢i jinych
forem dispozice s Divérnymi udaji; a

(iv) will notify Gilead as
promptly as practicable of any unauthorized use or
disclosure of Confidential Information.

(iv) Uvédomi spole¢nost
Gilead nejdtive, jak jen to bude objektivné mozné
o jakémkoli neopravnéném pouziti ¢i zpfistupnéni
¢i odhaleni Divérnych udajut.

(©) Exceptions. Service Provider’s
obligations under Section 3(b) shall not apply to
any Confidential Information that:

(©) Vyjimky. Zavazky Poskytovatele
sluzeb upravené v Clanku 3(b) se nebudou
vztahovat na nasledujici Divérné udaje, které:

(1) Service Provider knew
prior to learning it from Gilead or under this
Agreement, as demonstrated by written records
predating the date it was learned from Gilead or
under this Agreement;

(1) Poskytovatel sluzeb znal
piedtim, nez byly ziskany od spole¢nosti Gilead
nebo jinak nabyty na zakladé podminek této
Smlouvy, cozZ lze dolozit pisemnymi zaznamy s
datem pifedchazejicim datu, kdy byly ziskany od
spolecnosti Gilead nebo jinak nabyty na zaklade¢
této Smlouvy;

(i1) is now, or becomes in the
future, publicly available other than by an act or
omission of Service Provider; or

(i1) V soucasnosti jsou, ¢i
v budoucnu se stanou vetejné dostupné, aniz by k
tomu doSlo v dusledku jednani ¢i opominuti
Poskytovatele sluzeb; nebo

(ii1) a third party discloses to
Service Provider as a matter of right, without any
restriction on disclosure, and without any breach of
any direct or indirect obligation of confidentiality
to Gilead, as shown by Service Provider’s written
records contemporaneous with such third party
disclosure.

(i)  Které Poskytovateli
sluzeb sdé€li, zpristupni, odhali ¢i opravnéné
poskytne tieti strana, aniz by tato byla vazana
povinnosti nesdélit, nezptistupnit ¢i neposkytnout
takové tdaje, a aniz by tim doslo k poruseni
jakéhokoli piimého ¢i nepiimého zavazku C¢i
povinnosti vuc¢i spolecnosti Gilead, coz muze
Poskytovatel sluzeb prokazat pisemnymi zaznamy,
jez se Casové kryji s odhalenim, poskytnutim,
zptistupnénim ¢i sdélenim takové tieti strany.

(d) Permissible Disclosures.
Notwithstanding other provisions of this
Agreement, Service Provider may disclose

Confidential Information to the extent and to the
persons or entities required under applicable

(d) Opravnéné poskytnuti,
zpristupnéni, sdéleni ¢i zveFejnéni. Bez ohledu
na jind ustanoveni této Smlouvy, Poskytovatel
sluzeb je opravnén poskytnout, zpfistupnit, sdélit ¢i
zvefejnit Duverné tdaje, a to v rozsahu a tém
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governmental law, rule, regulation, guidance or
order, provided that Service Provider (i) first gives
prompt written notice of such disclosure
requirement to Gilead so as to enable Gilead to
seek any limitations on or exemptions from such
disclosure requirement, and (ii) reasonably
cooperates at Gilead’s request in any such efforts
by Gilead.

osobam ¢i subjektim, dle pozadavki ptislusného
pravniho ptfedpisu, nafizeni, pravidla, smérnice ¢i
soudnitho prikazu, a to za podminky, Ze
Poskytovatel sluzeb (i) nejdiive odesle spole¢nosti
Gilead pisemné oznameni o takovém pozadavku
poskytnuti, zpfistupnéni, sdéleni ¢i zvefejnéni
informaci a umozni tak spolecnosti Gilead uplatnit
opatfeni smétujici k omezeni ¢i vyjimce ve vztahu
k  takovému pozadavku na  poskytnuti,
zptistupnéni, sdéleni ¢i zvetfejnéni informaci, a (ii)
bude nalezité postupovat v souladu s poZzadavkem
spole¢nosti  Gilead ve vztahu k jakémukoli
takovému opatieni ¢i usili spolecnosti Gilead.

(e) Third  Party  Information.
Service Provider understands that Gilead has
received and in the future will receive from third
parties confidential or proprietary information
(“Third Party Information”) subject to a duty on
Gilead’s part to maintain the confidentiality of such
information and to use it only for certain limited
purposes. During the term of Service Provider’s
association and thereafter, Service Provider will
hold Third Party Information in the strictest
confidence and will not disclose or use Third Party
Information, except in connection with Service
Provider’s performing Services requested by
Gilead pursuant to this Agreement, or as expressly
authorized in writing by an officer of Gilead.

(e) Informace tietich stran.
Poskytovatel sluzeb si je védom a chape, Ze
spole¢nost Gilead obdrzela a v budoucnu od tretich
osob obdrzi davérné informace ¢i informace
majetkové povahy (dale jen ,,Informace o tretich
subjektech®), jez budou na stran¢ spolecnosti
Gilead podléhat povinnosti zachovavat davérny
rezim takovych informaci a pouzit je pouze
k ur¢itym vymezenym ucelim. Po dobu trvani
smluvniho vztahu s Poskytovatelem sluzeb a po
dobu nasledujici, Poskytovatel sluzeb se zavazuje,
ze bude udrzovat Informace o tietich subjektech v
pfisném rezimu duvérnosti a nesdé¢li, neodhali,
nezpfistupni ¢i neposkytne ¢i nevyuzije Informaci
o tfetich subjektech jinak, nez v souvislosti s
poskytovanim Sluzeb Poskytovatelem sluzeb dle
pozadavkil spolecnosti Gilead a za podminek této
Smlouvy, ¢i dle vyslovného pisemného zmocnéni
udéleného statutarnim zastupcem ¢i vedoucim
pracovnikem spolecnosti Gilead.

® Return of Confidential
Information. Upon the earlier of: (i) the expiration
or termination of this Agreement; or (ii) Gilead’s
request for any reason, Service Provider will (x)
immediately cease all use of 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 Service Provider may retain one (1) copy of
Confidential Information in its legal archives
solely for the purpose of monitoring its surviving
obligations under this Agreement.

® Vraceni Duvérnych udaju. Poté,
co nejdiive dojde k naplnéni kteréhokoli
z nasledujicich ¢asovych momentt: (i) vyprseni
platnosti ¢i ukonceni platnosti této Smlouvy, nebo
(i1) na zaklad¢ pozadavku spolecnosti Gilead, a to
z jakéhokoli divodu, Poskytovatel sluzeb se timto
zavazuje, ze (x) neprodlené¢ ukon¢i pouZzivani
Duvérnych informaci, a (y) bez zbytecného
odkladu bud vrati spole¢nosti Gilead, ¢i dle
pokynti spolec¢nosti Gilead, znehodnoti veskeré
Dtvémé informace, vcetné jakychkoli kopii,
vypist, prehledd,  abstrakti  k Duvérnym
informacim se vztahujicim a nasledné pisemné
spolecnosti  Gilead potvrdi uskute¢néni jejich
vréceni a/nebo tyto zlikviduje, to vSak s vyhradou,
ze Poskytovatel sluzeb je opravnén si ponechat
jednu (1) kopii Duvérnych tdaji ve svych
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zaznamech vedenych v souladu s pravnimi
piedpisy pro ucely sledovani a kontroly plnéni
povinnosti, které ziistanou nadale v platnosti i po
okamziku vyprSeni ¢i ukonCeni platnosti této
Smlouvy.

(2) Gilead Ownership. Gilead retains
all right, title and interest in and to Confidential
Information.  This Agreement does not give
Service Provider any right or license, by
implication or otherwise, to any Confidential
Information or any intellectual property or other
rights owned by or licensed to Gilead, by
implication or otherwise, except the right to use
Confidential Information solely for performance of
the applicable Services.

(2) Vlastnictvi spole¢nosti Gilead.
Spolecnost Gilead je drzitelem veskerych prav,
narokii ¢i opravnéni vztahujicim se k Duvérnym
udajum. Tato Smlouva neposkytuje Poskytovateli
sluzeb jakékoli opravnéni ¢i licenci k Davérnym
informacim ¢i jakymkoli pfedmétim duSevniho
vlastnictvi, ¢i jakymkoli jinym praviim vlastnénym
¢i licencovanym spolecnosti Gilead, at’ implikaci ¢i
jakkoli jinak, s vyjimkou prava uzivat Davérné
informace vyluéné pro ucely provadéni C¢i
poskytovani pfislusnych Sluzeb.

(h) Injunctive  Relief. Service
Provider acknowledges that any actual or
threatened breach of this Section 3 will cause
Gilead immediate and irreparable harm that cannot
be adequately compensated by monetary damages,
and it therefore agrees that Gilead may seek or
obtain injunctive relief for actual or threatened
breach of this Agreement. In addition to any
injunctive relief, Gilead may seek any other
remedies available to it at law.

(h) Piedbézné opatieni.
Poskytovatel sluzeb bere na védomi a uznava, ze
jakékoli skuteéné & hrozici poruseni tohoto Clanku
3, zplsobi spolecnosti Gilead okamzitou a
neodCinitelnou Ujmu, kterou nebude mozné
adekvatné od¢init penézitou nahradou $kod a proto
souhlasi, Ze spolec¢nost Gilead muze pozadovat
vydani pfedbézného opatfeni pro skutecné CcCi
hrozici poruSeni této Smlouvy. Dale, nad ramec
jakéhokoli predbézného opatieni bude spole¢nost
Gilead oprédvnéna uplatnit 1 dal$i dostupné
prostiedky nédhrady $kody dle pravniho fadu.

4, Intellectual Property.

4. DusSevni vlastnictvi.

(a) Data and Results. Gilead shall
own all right, title and interest in and to all raw
data, results and information: (i) generated under
this Agreement; or (ii) in connection with, or as a
result of the Services; or (iii) related to Gilead’s
Confidential Information or Gilead’s materials
provided under this Agreement (“Results”).

(a) Data, udaje a  Vysledky.
Spole¢nost Gilead bude vlastnikem veSkerych
prav, narokli a pravnich tituld k veSkerym
nezpracovanym datim, uUdajim, vysledkim a
informacim: (i) vytvofenym na zaklad¢ této
Smlouvy; nebo (ii) v souvislosti s ni, nebo jakozto
vysledek Sluzeb; nebo, (iii) jez se vztahuji k
Dlvémym udajim spolecnosti Gilead nebo
materialim poskytnutym spolecnosti Gilead na
zéakladg této Smlouvy (“Vysledky”).

(b) Inventions.  Service Provider
hereby assigns to Gilead all of Service Provider’s
right, title and interest in and to any intellectual
property rights arising from inventions, data, or
other discoveries, whether patentable or not, that
are made, conceived, reduced to practice, authored
or otherwise developed solely or jointly by Service
Provider or any of Service Provider’s employees,

(b) Objevy. Poskytovatel sluzeb
timto postupuje a pievadi na spolecnost Gilead
veSkera opravnéni, naroky ¢i pravni tituly
Poskytovatele sluzeb k jakémukoli pravu
dusevniho vlastnictvi, které vyplyva z objevi,
udajii a dat, ¢i jinych vynalezi, bez ohledu na to,
zda patentovanych ¢i nikoli, které byly ucinény,
rozvinuty, uvedeny do praxe, staly se pfedmétem
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agents, consultants or subcontractors in whole or in
part through use of Gilead’s Confidential
Information or materials or related to the Services,
and in each case together with all related
intellectual ~ property rights (“Inventions”).
Service Provider agrees to notify Gilead
immediately upon learning of any Inventions and
to take whatever reasonable steps necessary, at
Gilead’s expense, to perfect, protect or enforce
Gilead’s right, title and interest in and to such
Inventions. Service Provider hereby grants Gilead
an irrevocable power of attorney to execute on
Service Provider’s behalf patent and copyright
applications or other such documents required to
protect, enforce or perfect Gilead’s right, title and
interest in and to such Inventions, at Gilead’s
expense.

autorského dila ¢&i jakkoli jinak rozvedeny
samostatné¢ ¢i spoleénym usilim Poskytovatele
sluzeb ¢i jakéhokoli zaméstnance Poskytovatele
sluZzeb nebo jeho zastupce, konzultanta, poradce ¢i
smluvniho partnera, a to bez ohledu na to, zda zcela
¢i jen castetné za vyuziti Divémnych udaji
spole¢nosti Gilead ¢i materialti nebo v souvislosti
se Sluzbami, a v kazdém jednotlivém piipadé
spolecné s veSkerymi dotCenymi pravy dusevniho
vlastnictvi (dale jen ,,Objevy“). Poskytovatel
sluZzeb souhlasi, ze vyrozumi spole¢nost Gilead
neprodlené poté, co se dozvi o jakémkoli Objevu a
na naklady spolecnosti Gilead piijme vhodna
opatieni nezbytna k zajisténi ochrany a prosazeni
prava, naroku ¢i zajmu spole¢nosti Gilead vici
takovému Objevu. Poskytovatel sluzeb timto
poskytuje spolecnosti Gilead neodvolatelnou plnou
moc, aby tato jménem Poskytovatele sluzeb
uskutecnila ¢i podala veskeré patentové prihlasky,
podani k autorskym dilim ¢i jakékoli dokumenty
nezbytné za ucelem zajisténi ochrany, prosazeni ¢i
dosazeni opravnéni spolecnosti Gilead, ¢i jejiho
naroku ¢i pravniho titulu k jakémukoli takovému
Objevu, to vSe na naklady spolecnosti Gilead.

5. Publication. Under no circumstances
may Service Provider publish Results or any other
data generated under this Agreement.

5. Zveiejniovani a publikaéni cCinnost.
Poskytovatel sluzeb nesmi za zadnych okolnosti
zvetejnit Vysledky nebo jakékoli jiné udaje
vytvorené na zakladé této Smlouvy.

6. Representation and Warranties.

6. Zaruky a prohlaSeni.

Service Provider represents and warrants to Gilead
that:

Poskytovatel sluzeb timto prohlasuje a spolecnosti
Gilead poskytuje zaruky ve vztahu
k nasledujicimu:

(a) Service Provider has the full right,
power and authority to enter into this Agreement
and perform its obligations hereunder without the
consent of any third party and without breach of
any agreements with or obligations to any third

party;

(a) Poskytovatel sluzeb je plné
opravnén k tomu, aby uzaviel tuto Smlouvu a splnil
zavazKy, jez ji z ni vyplyvaji, aniZ by k tomu bylo
zapotfebi souhlasu jakékoli tfeti strany, a aniz by
doslo k poruseni jakékoli smlouvy ¢i ujednani ¢i
zavazku vuci jakékoli tieti stran¢;

(b) to Service Provider’s knowledge,
Gilead may freely use, practice, reproduce,
distribute, make and sell all Inventions and any
other advice, data, information, inventions, works
of authorship or know-how that Service Provider
conveys or provides hereunder, without restriction
and without infringing or misappropriating any

(b) S naleZitym védomim
Poskytovatele sluzeb je spolecnost Gilead
neomezené¢ opravnéna pouzivat, uplatiovat,

reprodukovat, distribuovat, vytvafet a prodavat
veskeré Objevy a jakékoli dalsi rady, konzultace,
data a idaje, objevy, autorska dila ¢i know-how,
jez Poskytovatel sluzeb postoupi ¢i prevede ¢i
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third party (e.g., a university or corporation)
intellectual property or other rights;

poskytne za podminek této Smlouvy, a to bez
jakéhokoli omezeni a aniz by tak jakkoli porusila
¢i zneuzila prava duSevniho vlastnictvi jakékoli
tfeti strany (napf. univerzity ¢i korporace) ci
jakékoli jiné opravnéni;

(©) Service Provider will ensure that
all right, title and interest in or to Inventions held
by Service Provider employees, agents, consultants
or subcontractors will be assigned promptly to
Service Provider or to Gilead directly as
applicable;

(©) Poskytovatel sluzeb zarucuje, Ze
veskera prava, naroky a opravnéni vztahujici se k
Objeviim, jez svéd¢i zaméstnanciim Poskytovatele
sluzeb, jeho zastupctim, konzultantiim ¢i smluvnim
partnerm, budou neprodlen¢ pfimo pievedena na
Poskytovatele sluzeb nebo na spole¢nost Gilead,
podle toho, co bude uplatnitelné;

(d) Service Provider will not, and will
ensure that its employees, agents, consultants and
subcontractors performing Services under this
Agreement will not, transfer, assign or convey,
directly or indirectly, any right, title or interest in
or to any Inventions to any third party;

(d) Poskytovatel sluzeb se zavazuje,
7ze neposkytne, a zajisti, ze jeho zaméstnanci,
zastupci, konzultanti, poradci a smluvni dodavatelé
plnéni provadgjici Sluzby na zakladé této Smlouvy
nepievedou, nepostoupi ¢i nesdéli, pfimo i
nepiimo, jakékoli pravo, narok ¢i opravnéni k
Objevtim na jakoukoli tfeti osobu;

(e) Service Provider has not entered
and will not enter into any agreement with or
obligation to a third party inconsistent,

(e) Poskytovatel sluzeb neuzaviel a
neuzavie jakoukoli smlouvu obsahujici zavazek
vacéi jakékoli tieti osobé, jez je svoji povahou

applicable, comply with (i) the U.S. Health
Insurance Portability and Accountability Act, as
amended (“HIPAA”), with respect to protected
health information as defined by HIPAA as defined
under HIPAA. Parties will further comply with (ii)
Regulation (EU) 2016/679 of the European
Parliament and of the Council of 27 April 2016 on
the protection of natural persons with regard to the
processing of personal data and on the free
movement of such data, and repealing Directive
95/46/EC (the “Regulation”) and the applicable
laws, rules and regulations of the individual EU
member states implementing the Regulation with
respect to personal data as defined under the
Regulation or with the privacy principals for the
export of data from the European Economic Area
(“EEA”) effective under applicable laws and
regulations in the EEA, and (iii) applicable data
protection laws of countries outside the EEA and
U.S;

incompatible, or conflicting with its obligations | nekonzistentni, nesluditelny  ¢i  odporujici
under this Agreement; zavazkim vyplyvajicim z této Smlouvy;
® Service Provider will, to the extent ® Poskytovatel sluzeb se dale

zavazuje, a to v prfislusném rozsahu, jednat v
souladu s (i) zdkonem Spojenych statti americkych
0 prenositelnosti zdravotniho pojisténi, v platném
znéni  (,,HIPAA®), ve vztahu k chranénym
osobnim tdajim o zdravotnim stavu, jak jsou tyto
definovany v HIPAA. Smluvni strany se dale
zavazuji jednat vsouladu s (i) Nafizenim
Evropského parlamentu a Rady EU (EU) 2016/679
ze dne 27. dubna 2016, o ochran¢ fyzickych osob v
souvislosti se zpracovanim osobnich udaji a o
volném pohybu téchto tdaji a o zruSeni smérnice
95/46/ES (,,NarFizeni) a veSkerymi platnymi
pravnimi ptedpisy a nafizenimi jednotlivych
Clenskych statd EU, jeZ implementuji Nafizeni s
ohledem na ochranu osobnich udaji, dle jejich
definice uvedené v Natizeni nebo statutu osobnich
udajui ve vztahu k pfedani udaji mimo Evropsky
hospodaisky prostor (,,EHP®“), v souladu s
pfislusnymi pravnimi predpisy a nafizenimi EHP a
(iii) pfislusnymi pravnimi pfedpisy na ochranu
osobnich udaji mimo EHP a Spojené staty
americké.
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(2) sNeither Party nor any of their
affiliates, nor any of their respective directors,
officers, employees or agents (all of the foregoing,
including affiliates collectively,
“Representatives”) has taken any action that
would result in a violation by such persons of
applicable laws, including (as per Service
Provider’s knowledge) 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”). Parties represent
and warrant that they and their Representatives
have conducted and will conduct their businesses
in compliance with the Anti-Corruption Laws.
Parties represent and warrans that they have and
will have necessary procedures in place to prevent
bribery and corrupt conduct by their
Representatives Service Provider also agrees that
Gilead shall have the right, from time to time, upon
written notice to Service Provider, to conduct an
audit of Service Provider’s documents and records
relating to the Trial to verify compliance with the
provisions of this Agreement within the meaning
of Regulation No. 536/2014..  Service Provider
agrees to cooperate fully with such audit at
reasonable times and upon reasonable notice to
Service Provider. 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 relevant legislation
governing the conduct of clinical trials.

The Parties expressly declare that the Service
Provider, as a provider of health services within the
meaning of Act No. 372/2011 Coll., on Health
Services and Conditions of their Provision, is
obliged to maintain mandatory confidentiality in
relation to medical documentation. Unless the
Study subject, within the framework of the
informed consent form for participation in the
Study, expressly consents to the viewing of his/her

(2) Z4dna ze stran ani 7adna z jejich
pfidruzenych spolecnosti ani jejich jednotlivi
feditelé, ufednici, zaméstnanci ¢i jednatelé (vSichni
vyse jmenovani, , véetné pridruzenych osob, jsou
spole¢né¢ oznacovani jako ,,Zastupci®) neucinili
zadné kroky, které by mély za nasledek porusSeni
ptislusnych pravnich ptedpist, vcetné (dle znalosti
Poskytovatele sluzeb) Zakona proti zahrani¢nim
korup¢nim praktikam z roku 1977 v platném znéni
(takovy zakon, vCetné jeho pravidel a predpisd, je
oznadovan jako , FCPA“), Umluvy o boji
s podplacenim vefejnych ¢initeld v mezinarodnich
obchodnich transakcich pfijaté na jednani
Organizace pro ekonomickou spolupraci a rozvoj
dne 21. listopadu 1997 (takova timluva, vietné
jejich pravidel a piedpist, je oznaCovana jako
,Umluva OECD%), protikorupéniho zakona
Spojeného kralovstvi z roku 2010 (,,Protikorup¢ni
zakon*) ani zadného jiného platného zakona proti
podplaceni nebo korupci, pravidel nebo predpist
(spoleéné se zakonem FCPA, Umluvou OECD a
protikorupénim zakonem jsou oznacovany jako
»protikorupéni zakony*).

Smluvni strany prohlasuji a zaruéuji, Ze oni a jejich
Zastupci provadéli a budou provadét svou
obchodni ¢innost v souladu s protikorupénimi
zakony. Smluvni strany prohlasuji a zarucuji, Ze
uplatituji a budou uplatiiovat nezbytné postupy
k zabranéni korupce a nekalého jednani ze strany
jejich  Zastupci. Poskytovatel sluzeb rovnéz
souhlasi s tim, Ze spole¢nost Gilead bude mit ¢as
od Casu pravo, po poskytnuti pisemného oznameni
Poskytovateli sluzeb, provést audit dokumentt a
zaznamu vztahujicich se ke Studii za tcelem
kontroly dodrzovani ustanoveni této Smlouvy ve
smyslu nafizeni ¢. 536/2014. Poskytovatel sluzeb
souhlasi s tim, ze béhem takového auditu poskytne
uplnou spolupraci v pifiméfenych ¢asovych
terminech a na zakladé pisemného odivodnéného
oznameni doru¢eného Poskytovateli sluzeb.
Spole¢nost Gilead mize, dle svého uvazeni a bez
omezeni tykajicich se jakychkoli jinych
zakonnych nebo opodstatnénych napravnych
opatfeni, tuto Smlouvu ukonéit, dojde-li
k jakémukoli poruseni  prislusSnych  pravnich
pfedpisit  upravujicich provadéni klinického
hodnoceni. Smluvni strany vyslovné prohlasuji, ze
Poskytovatel — sluzeb  jakozto  poskytovatel
zdravotnich sluzeb ve smyslu zakona ¢. 372/2011
Sb., o zdravotnich sluzbach a podminkach jejich
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medical documentation kept on his/her person by
Gilead or persons authorized by it, the Service
Provider is not entitled to allow such persons to
view the medical documentation, except for
anonymized data.

poskytovani, ma ve vztahu ke zdravotnické
dokumentaci povinnost zachovavat povinnou
mlcenlivost. Nevyslovi-li subjekt hodnoceni v
ramci formulate informovaného souhlasu s ucasti
ve Studii s ucasti ve studii vyslovné souhlas s
nahlizenim do jeho zdravotnické dokumentace
vedené o jeho osob¢ spolecnosti Gilead nebo jim
povéfenymi osobami, neni Poskytovatel sluzeb
opravnén témto osobam umoznit nahlizeni do
zdravotnické  dokumentace, s  vyjimkou
anonymizovanych udaja.

(h) Service Provider will ensure it
furnishes appropriate notice to its employees that
describe Gilead’s collection, processing and
transfer of their Personal Data (defined below) as
set forth in this Agreement. It is the responsibility
of the Gilead to supply the relevant notification
form to the Service Provider Personal Data relating
to the Service Provider and its employees will be
processed and held on one or more databases. Such
data may be used for the purposes of: (i) the
conduct of the Study; (ii) regulatory purposes; and
(ii1) otherwise as required by applicable law.
Personal data may be disclosed or transferred to
Gilead’s affiliates, subsidiaries, representatives,
and contractors working on behalf of Gilead, and
to regulatory and governmental authorities across
the world, including countries which may not have
the same level of data protection as the country in
which Service Provider is located.

@) The Parties agree to act honestly
and transparently at all times in the performance of
this Agreement and confirm that they have done so
during the negotiations and for the duration of this
Agreement. Each of the Parties represents that it
will not give, offer or promise a bribe to or for
another in connection with the procurement of
matters of general interest, nor will it give, offer or
promise a bribe to or for another in connection with
its own or another's business, nor will it give, offer
or promise any undue advantage to or accept or
solicit any undue advantage from any third party.
In this context, the Parties undertake to notify each
other promptly of any reasonable suspicion of
possible conduct contrary to the principles set out
in this Article that may be related to the

(h) Poskytovatel sluzeb zajisti vydani
vhodného oznameni svym zaméstnanciim, ve
kterém bude popséno, jak spolecnost Gilead
shromazd’uje, zpracovava a prenasi jejich Osobni
udaje (jak jsou definovany niZe) podle této
Smlouvy. Za dodani pftislusen¢ho formuléfe
oznameni pro Poskytovatele sluzeb pfitom
odpovida Zadavatel. Osobni udaje vztahujici se
k Poskytovateli sluzeb a jeho zaméstnanctim
budou zpracovavany a uchovavany v jedné ¢i vice
databazich. Takové tidaje mohou byt pouZzity pro
ucely: (i) provedeni Studie; (ii) regulaéni ucely; a
(iii) jiné ucely podle prislusnych zakonnych
pozadavkid. Osobni udaje mohou byt zpfistupnény
nebo poskytnuty pfidruzenym nebo dcefinym
spole¢nostem, zastupciim a smluvnim partneram
spole¢nosti Gilead pracujicim jménem spolecnosti
Gilead a regula¢nim a vladnim organtim po celém
sveété, vcetné zemi, kde nemusi byt uplatiiovana
stejnd uroven ochrany dat jako v zemi, kde sidli
Poskytovatel sluzeb.

@) Smluvni strany se dohodly, ze pfi
plnéni této smlouvy budou vzdy postupovat Cestné
a transparentn¢ a potvrzuji, Ze takto jednaly i v
pribéhu vyjednavani a po dobu ucinnosti této
smlouvy. Kazda ze smluvnich stran prohlasuje, ze
neposkytne, nenabidne ani neslibi uplatek jinému
nebo pro jiného v souvislosti s obstaravanim véci
obecné¢ho zajmu ani neposkytne, nenabidne ani
neslibi Gplatek jinému nebo pro jiného v souvislosti
s podnikdnim svym nebo jiného, a Ze neposkytne,
nenabidne ani neslibi neopravnéné vyhody tfetim
stranam, ani je nepfijima a nevyzaduje. V této
souvislosti se smluvni strany zavazuji navzajem
neprodlen¢ oznamit divodné podezieni ohledné
mozného jednani, které je v rozporu se zdsadami
podle tohoto ¢lanku, a mohlo by souviset s plnénim
této smlouvy nebo s jejim uzaviranim.
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performance of this Agreement or its conclusion.

employees, sublicensees and agents (collectively,
the “Indemnified Party”) from and against any
and all losses, liabilities, damages, expenses and
costs (including reasonable attorneys’ fees)
(“Losses”) resulting from third party claims,
demands, suits or proceedings (each, a “Claim”)
arising out of the first Party’s (the “Indemnifying
Party”) (i) actual or alleged breach of this
Agreement or any applicable law, rule or
regulation, (ii) negligence, recklessness or willful
misconduct in the course of activities carried out in
connection with this Agreement; or (iii) breach of
a warranty contained in this Agreement by the
Indemnifying Party. The Indemnified Party will
notify the Indemnifying Party promptly upon
learning of a Claim that might give rise to a Loss,
and the Indemnifying Party shall have sole control
over the defense provided it does so diligently, in
good faith, and using reasonably experienced
counsel with expertise in the relevant field. The
Indemnified Party will not settle any Claim against
it without the Indemnifying Party’s prior written
consent, which consent shall not be unreasonably
withheld. The Indemnified Party will reasonably
cooperate in such defense and/or settlement at the
Indemnifying Party’s request and expense and may
participate at its own expense using its own
counsel.

7. Indemnification. 7. Odskodnéni.
Each Party will defend, indemnify and hold | Kazda ze Stran bude h4jit, kryt a odSkodni druhou
harmless the other Party, its officers, directors, | Stranu, jeji vedouci pracovniky, jednatele,

zaméstnance, sublicenty a zastupce (spolecné dale
jen ,,0dSkodiiovana Strana®) vuci jakymkoli
ztratdm, povinnostem odpovédnostniho
charakteru, nahradam skody, nakladiim a vydajim
(v€etné primétenych nakladt pravniho zastoupeni)
(»Ztraty*), jez budou disledkem naroku tietich
stran, jejich pozadavk, zalob ¢i fizeni (kazdy dale
jen ,,Narok“), jez vyplyvaji z prvého nasledujiciho
jednani Strany (,,OdSkodnujici strana*) (i)
skute¢ného ¢i tvrzeného poruSeni Smlouvy nebo
zavaznych pravnich pfedpisl, nafizeni ¢i smérnice,
(il)) nedbalosti, hrubé nedbalosti, Umyslného
protipravniho jednani v souvislosti s plnénim
povinnosti dle podminek této Smlouvy; nebo (iii)
poruseni zaruky obsazené v této Smlouve
Odskodnujici stranou. Odskodnovanad strana se
zavazuje, ze pisemné vyrozumi Odskodnujici
stranu neprodlené poté, co se dozvi o jakémkoli
Naroku a OdsSkodiujici strana bude mit pravo
vylu¢né kontroly a vedeni procesni obrany viaci
takovému Naroku, avSak za podminky, Ze tak bude
¢init s nalezitou odbornou péci, v dobré vife a pii
uplatnéni tadné a odborné zkuSenosti v ramci
daného odvétvi. Odskodnovana strana se zavazuje,
ze nevyrovna jakykoli Narok bez ptedchoziho
pisemného souhlasu Odskodnujici strany, pfi¢emz
takovy souhlas nebude bezdlvodné odpiran ¢i
zadrzovan. Odskodnovana strana se zavazuje, Ze
bude nalezit¢ spolupracovat pifi vedeni a
uplatilovani procesni obrany a/nebo vyrovnani v
navaznosti na zadost a naklady Odskodnujici
strany, pficemz vSak miZe participovat na naklady

amounts sufficient to meet its liability obligations
under this Agreement. Service Provider will
provide certificates of insurance to Gilead upon
reasonable request. Parties will mutually notify

své vlastni poskytnutim svého odborného
poradenstvi.
8. Insurance. 8. Pojisténi.
(a) Each Party will maintain in effect (a) Kazda strana bude udrzovat v
appropriate levels of insurance or self-insurance in | platnosti  pfislusnou urovein pojisténi nebo

samopojisténi v dostatecné vysce tak, aby splnila
své povinnosti stanovené touto Smlouvou.
Poskytovatel sluzeb poskytne spole¢nosti Gilead
potvrzeni o pojiSténi na pfiméfenou Zzadost.
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themselves in writing within 20 days of any notice
of cancellation or non-renewal of, or material
change in, or claim against, its insurance coverage
that could reasonably affect other Party’s
obligations under this Section. Each Party’s
insurance coverage will comply with applicable
laws, rules, regulations and insurance guidelines.

Smluvni strany se navzajem uvédomi pisemné
be&hem lhity 20 dni o jakémkoliv ozndmeni zruseni
nebo neobnoveni nebo dilezit¢é zméné nebo
uplatnéni naroku ohledn¢ pojisténi, které by mohlo
piiméiené ovlivnit povinnosti druhé smluvni strany
stanovené v této Casti. Pojisténi kazdé strany bude
v souladu s pfislusnymi pravy, pravidly, pfedpisy a
pojistovacimi smérnicemi.

9. Term and Termination.

9. Doba platnosti a ukonéeni platnosti.

(a) The initial term of this Agreement
shall commence on the Effective Date and will
expire upon the later of the date on which: (i)
Gilead has received all completed CRFs from
Investigator; (ii) Service Provider has resolved all
data clarification queries, and submitted the
closeout reports to the EC and/or to Gilead to
Gilead’s satisfaction; (iii) all Service Provider
closeout activities have been completed; and (iv)
Gilead has made all payments and reimbursements
and collected all refunds due under this Agreement.

(a) Platnost této Smlouvy zapoc¢ne ke
Dni G¢innosti a skon¢i pozdéji, v den, kdy: (i)
Gilead obdrzel od vySetfovatele vSechny vyplnéné
CRF; (i) Poskytovatel sluzeb vyfesil vSechny
dotazy tykajici se vyjasnéni Udaji a predlozil
zavérecné zpravy EK a/nebo spolec¢nosti Gilead ke
spokojenosti  spolecnosti  Gilead; (iii) byly
dokonceny vsechny zaveérecni ¢innosti
Poskytovatele sluzeb; a (iv) Gilead provedl
vSechny platby a uhrady a inkasoval veSkeré
vracené Castky splatné podle této Smlouvy

(b) Termination of this Agreement
Without Cause by either Party. Either Party may
terminate this Agreement at any time upon thirty
(30) days’ written notice to the other Party.

(b) Ukondeni platnosti této Smlouvy
vypovédi bez udani divodu, a to kteroukoli ze
Stran. Kterakoli ze Stran je opravnéna ukoncit
platnost této Smlouvy pisemnou vypovedi
s tiicetidenni  (30) vypovedni lhltou, jez bude
dorucena druhé Strané.

(©) Material Breach. In the event of
a material breach by Service Provider of its
obligations under this Agreement, Service Provider
shall, at Gilead’s option and in addition to any
remedies that may otherwise be available at law,
either (i) repeat the Services at Service Provider’s
own cost, or (ii) refund to Gilead the contract price
paid for such Services according to Appendix A.

(©) Podstatné poruseni Smlouvy.
V piipadé podstatného poruSeni této Smlouvy
Poskytovatelem sluzeb, a to poruSenim jeho
zavazki, jez jsou mu uloZeny touto Smlouvou,
Poskytovatel sluzeb se timto zavazuje, Ze
v navaznosti na rozhodnuti spole¢nosti Gilead, a
kromé jakychkoli prostfedkti nahrady, jez mohou
byt uplatnény na zakladé pravniho tadu, bud’ (i)
znovu poskytne Sluzby na naklady Poskytovatele
sluzeb, nebo (ii) vrati spole¢nosti Gilead odménu,
kterou tato uhradila za poskytnuti takovych sluzeb
dle Ptilohy A.

(d) Termination of this Agreement
by Gilead. Gilead may, at any time, terminate this
Agreement for business, financial, technical or
regulatory reasons by giving Service Provider prior
written notice of such termination.

(d) Ukonceni platnosti této Smlouvy
spole¢nosti  Gilead. Spole¢nost Gilead je
v kterykoli Casovy okamzik opravnéna ukoncit
platnost této Smlouvy z divodd obchodni,
finan¢ni, technické ¢i regulatorni povahy, a to
doru¢enim  pfedmétné  pisemné  vypoveédi
Poskytovateli sluzeb.
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(e) Accrued Rights and
Obligations; Surviving Provisions. Expiration or
termination of this Agreement shall not affect
accrued rights or obligations of the Parties.
Sections 3, 4, 5,6,7,8,9, 10, 11, 12, 13 and 14
shall survive termination or expiration of this
Agreement.

(e) Nabyta prava a povinnosti;
Pietrvavajici povinnosti. VyprSeni ¢i ukonceni
platnosti této Smlouvy jakkoli neovlivni nabyta
prava a povinnosti Stran. Clanky 3, 4, 5, 6, 7, 8, 9,
10, 11, 12, 13 a 14 zistanou nadale v platnosti i v
piipadé vyprSeni platnosti ¢i ukonceni platnosti
této Smlouvy.

construed in accordance with the laws of the Czech
Republic, without regard to any conflict of laws
provisions. In the event of any dispute concerning
the construction or meaning of this Agreement,
reference shall be made only to this Agreement as
written in Czech and not to any translation into any
other language. Any disputes arising from it, if not
amicably settled by the parties, will be decided by
the Czech courts. In accordance with the provisions
of Section 89a of Act No. 99/1963 Coll., the Code
of Civil Procedure, the Parties agree that the local
jurisdiction shall be the Municipal Court in Prague
if the Regional Court has subject matter
jurisdiction and the District Court for Prague 5 if
the District Court has subject matter jurisdiction.

10. General. 10. Obecn4 ustanoveni.
(a) Governing Law; Language. (a) Rozhodné prave; Jazykova
This Agreement shall be governed by and | verze. Tato Smlouva bude vykladana a

uplatiiovana v souladu s pravnim fadem Ceské
republiky, bez ohledu na jakdkoli kolizni
ustanoveni V piipad¢ jakéhokoli rozporu ohledné
vykladu ¢i vyznamu ustanoveni této Smlouvy bude
vychdzeno vylucné z této Smlouvy, a to z jeji Ceské
jazykové verze a nikoli z jakéhokoli prekladu do
jakéhokoli jiného jazyka. Jakékoliv spory zni,
nebudou-li stranami smirn€¢ urovnany, budou
rozhodovany ¢eskymi soudy. Smluvni strany se ve
smyslu ustanoveni § 89a zakona ¢&. 99/1963 Sb.,
obCansky soudni ftad dohodly, Ze mistné
pfislusnym je v pfipade, Zze k projednani véci je
véené prisluSny krajsky soud, Mestsky soud
v Praze a v pfipad¢, Ze k projednani véci je vécné
ptislusny okresni soud, Obvodni soud pro Prahu 5.

(b) Assignment. Any purported
assignment or delegation by Service Provider of
this Agreement in whole or in part without the prior
written consent of Gilead shall be void. Gilead has
the unconditional right to assign this Agreement if
there is no resulting material change in the scope of
the Services. The Gilead shall promptly inform the
Service Provider in writing of such assignment.
This Agreement shall be binding upon the Parties,
their successors and their permitted assigns.

(b) Postoupeni. Jakékoli zamyslené
postoupeni ¢i pfevod  této Smlouvy
Poskytovatelem sluzeb, a to v jejim plném ¢i dilé¢im
rozsahu, bude neGéinné bez predchoziho
pisemného  souhlasu  spolecnosti  Gilead.
Spolecnost Gilead je bezpodminecné opravnéna
postoupit tuto Smlouvu v pfipadé, ze nedojde
k podstatné zméné ohledn¢ rozsahu Sluzeb. O
takovém  postoupeni je Gilead povinna
bezodkladn¢ pisemné¢ informovat Poskytovatele
sluzeb. Tato Smlouva je vi¢i Stranam zavazna,
jakoz 1 wvG¢i jejich pravnim nastupcim i
opravnénym postupnikiim.

(©) Notices. Any notices given under
this Agreement shall be in writing and shall be
deemed given upon personal delivery, facsimile
transmission with electronic confirmation of
transmission, delivery by internationally- or
nationally-recognized bonded courier service, or
seven (7) days after sending by certified or
registered mail, postage prepaid and return receipt

(©) Oznameni. Veskera oznameni
realizovand na zakladé¢ této Smlouvy, budou
provedena v pisemné podob¢ a budou povazovana
za uskutecnénd osobnim doruc¢enim, faxovym
pfenosem s elektronickym potvrzenim pienosu,
doruenim prostiednictvim  mezinarodné¢  Ci
narodné uznavané kuryrni sluzby, nebo uplynutim
sedmi (7) dni od odeslani doporucenou postou, s

Page 14 of 24

GSI-FORM-CR_CTSA 21 Aug 2018




requested, to the following address or facsimile
numbers of the respective Parties or such other
address or facsimile number as given by written
notice under this Section 10(c):

pifedem uhrazenym poStovnym a pozadavkem na
zpétné doruceni dodejky potvrzujici doruceni
zasilky, a to na nasledujici adresy ¢i faxova cCisla
piislusnych Stran ¢i na jakékoli jiné adresy ¢i
faxova C(isla, jez budou pisemné oznameny
v souladu s odstavcem 10(c):

Gilead:

Vucdi spole¢nosti Gilead:

Gilead Sciences, Inc.

333 Lakeside Drive

Foster City, California 94404
Attention: Corporate Legal Affairs

Tel (for courier use): || GGG
Facsimile: [N
Email: |

Gilead Sciences, Inc.

333 Lakeside Drive

Foster City, California 94404

K rukam: Corporate Legal Affairs

Tel. (pi doru¢ovani kuryrem): ||| |  G——G—_—_
Fax: [

Email: [

Service Provider:

Vici Poskytovateli sluzeb:

Nemocnice Na Homolce, Roentgenova 2, 150 30
Praha 5, Czech Republic

Attention:'
Tel (for courier use):

Facsimile: _
Email: |

With a copy to:
K rukdm: Manazer klinickych studii
Roentgenova 37/2
150 30 Praha 5
Ceska republika
Tel.:
E-Mail:

Nernocnige Na Homolce, Roentgenova 2, 150 30
Praha 5, Ceska republika

K rukam: |
Tel. (pti doru¢ovani kuryrem): ||| |  G—_
Fax:

E-mail: |

s kopii pro:
K rukam: Manazer klinickych studii
Roentgenova 37/2
150 30 Praha 5
Ceska republika

Tel.:
E-Mail:

(d) Amendment. No amendment to
or waiver of rights under this Agreement is
effective unless in writing and signed by authorized
representatives of the Parties. No modification or
amendment to this Agreement shall be effected by
or result from the receipt, acceptance, signing or
acknowledgement of Service Provider’s purchase
orders, quotations, invoices, shipping documents
or other business forms containing terms or
conditions in addition to or different from the terms
and conditions set forth in this Agreement, and the
terms of this Agreement shall supersede any
provision in any purchase order, request for
quotation or other document that is in addition to
or inconsistent with the terms of this Agreement.

(d) Zména, dodatky. Jakakoli zména
¢i vzdani se prava na zakladé této Smlouvy nebude
ucinné, nebude-li provedeno v pisemné podobé a
podepsano opravnénymi zastupci Stran. Jakakoli
zména Ci dodatek k této Smlouvé nebude jakkoli
ovlivnéna ¢i nebude disledkem pfijeti, uznani,
podepsani nebo potvrzeni objednavek
Poskytovatele sluzeb, jeho poptavek, faktur,
dodacich listi ¢i jinych pisemnych materiald
obchodni povahy obsahujicich podminky nebo
ustanoveni svoji povahou dopliujici ¢i naopak
odlisné od podminek a ustanoveni této Smlouvy, a
podminky této Smlouvy nahradi jakékoli
ustanoveni objednavky, poptavky, ¢i  jiného
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dokumentu, ktery je doplnénim, ¢i ktery je
v rozporu s podminkami této Smlouvy.

(e) Material Non-public
Information. Service Provider acknowledges that
Gilead is a publicly traded company and that, in the
course of performance of Services under this
Agreement, Service Provider may learn of
material, non-public information regarding Gilead.
Service Provider understands that federal and state
securities laws prohibit Service Provider and its
employees from purchasing or selling Gilead
securities while in possession of any such
information or from disclosing such information to
others. Accordingly, Service Provider and its
employees will not buy or sell Gilead securities
while in possession of any material, non-public
information regarding Gilead and will not disclose
any such information to others.

(e) Podstatné informace
neverejného charakteru. Poskytovatel sluzeb
timto bere na védomi, ze spoleCnost Gilead je
vetejné obchodovatelnou spoleCnosti a Ze
v pribéhu poskytovani Sluzeb za podminek této
Smlouvy miize Poskytovatel sluzeb nabyt védomi
¢i se dozvédét podstatné informace nevefejné
povahy, které¢ se tykaji spolecnosti Gilead.
Poskytovatel sluzeb bere na védomi, Ze statni ¢i
federalni pravni piedpisy o cennych papirech
zakazuji ~ Poskytovateli  sluzeb a  jeho
zaméstnancim ndkup ¢i prodej cennych papirt
spole¢nosti Gilead, po dobu, po kterou maji ve své
dispozici jakékoli takové informace nebo sdélovat,
poskytovat Ci zvetejiovat takové informace tetim
stranam. V této souvislosti, Poskytovatel sluzeb a
jeho zaméstnanci nenakoupi ¢i neprodaji cenné
papiry spolecnosti Gilead, a to po dobu po kterou
maji ve své dispozici podstatné informace
neveiejné povahy tykajici se spole¢nosti Gilead a
nesdéli, nezpfistupni, neposkytnou ¢i nezvetejni
jakékoli takové informace tfetim stranam.

® Publicity. Under no
circumstances will Service Provider use the name
of Gilead or any of its personnel for promotional
literature or advertising without Gilead’s prior
written approval. Notwithstanding the foregoing,
Gilead may, without prior consent, publicly
disclose information about Service Provider as
required by applicable law, including, but not
limited to, identifying Service Provider as the
entity that is conducting the Services, and the
amount of funding and expenses provided to
Service Provider by Gilead for the conduct of the
Services.

® Reklama. Za zadnych okolnosti
nevyuzije Poskytovatel sluzeb ndzvu spole¢nosti
Gilead ¢i jména jakéhokoli jejiho zaméstnance v
souvislosti s propagaci jakéhokoli literarniho dila
¢i reklamni ¢innosti bez predchoziho pisemného
souhlasu spolec¢nosti Gilead. Bez ohledu na vyse
uvedené muze spolecnost Gilead bez predchoziho
souhlasu zvefejnit informace o Poskytovateli
sluzeb, které jsou pozadovany podle platnych
pravnich predpisti, mimo jiné vcetné identifikace
Poskytovatele sluzeb jako subjektu, ktery
poskytuje Sluzby, a vySe poskytnutych finan¢nich
prostiedkti a nékladG uhrazenych Poskytovateli
sluzeb spolecnosti Gilead za poskytovani Sluzeb.

(2) Entire  Agreement. This
Agreement, including any attachments referenced
herein, sets forth the complete, final and exclusive
agreement between the Parties and supersedes and
terminates all prior agreements and understandings
between the Parties relating to the subject matter of
this Agreement, provided that the confidentiality
obligations contained in any prior agreement
between the Parties and any confidentiality
agreement entered into between the Parties shall

(2) Celistvost Smlouvy. Tato
Smlouva, véetné jakychkoli jejich priloh, které
jsou na zaklad¢ piislusnych odkazl v ni uvedenych
ucinény jeji nedilnou soucasti, predstavuje tplnou,
kone¢nou a vyluénou dohodu mezi Stranami a
nahrazuje a ukoncuje platnost jakychkoli
pfedchozich ujednani a tmluv mezi Stranami,
vztahujicim se k pfedmétu této Smlouvy, a to s
vyhradou, ze povinnosti mlc¢enlivosti obsazené v
jakékoli pfedchozi dohod¢ Stran a jakakoli dohoda
o mléenlivosti uzaviend mezi Stranami zistava i
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continue in full force and effect in accordance with
its terms.

(h) This Agreement may be executed
in three counterparts, with Gilead receiving one
copy and the Service Provider receiving two
copies. In the event that the Agreement is signed
electronically using electronic signatures, it will be
executed in one counterpart only.

(1) If any provision of this Agreement
is judicially or administratively determined to be
unenforceable, the provision will be reformed to
most nearly approximate the Parties’ original
intent, but otherwise this Agreement will continue
in full force and effect.

() If there is any conflict between the
terms of Exhibit A and this Agreement, the terms
of this Agreement will govern, except the terms of
Exhibit A shall govern as to the specific Services
in Exhibit A.

nadale v plné platnosti a Uc¢innosti v souladu
s jejimi podminkami.

(h) Tato Smlouva bude vyhotovena
v e tfech stejnopisech, pficemz Gilead obdrzi po
jedno a Poskytovatel sluzeb po dvou stejnopisech.
V ptipad€, ze Smlouva je podepsana elektronicky

za vyuziti elektronickych  podpisi, bude
vyhotovena pouze v jednom stejnopise.
@) V pripadé, ze je jakékoli

ustanoveni této Smlouvy shledano pfiislusSnym
soudem jako nevynutitelné, bude takové
ustanoveni preformulovano tak, aby se svym
obsahem co nejvice pfiblizovalo pivodnimu
zaméru Stran, pfi¢emZ zbytek této Smlouvy setrva
v plné platnosti a G¢innosti.

() Dojde-li  k jakémukoli rozporu
mezi podminkami Pfilohy A a touto Smlouvou,
podminky této Smlouvy budou rozhodujici, s
vyjimkou podminek Ptilohy A vztahujicim se k v
ni konkrétné vymezenym Sluzbam, kdy podminky
Ptilohy A budou v takovém ptipadé rozhodujici.

&) Force Majeure. Neither Party
shall be liable for any delay or failure of
performance to the extent such delay or failure is
caused by unforeseeable events beyond its
reasonable control and that by exercise of due
diligence it is unable to prevent any delay or failure
of performance under this Agreement, provided
however, that the event is not a result of the
asserting Party’s negligence and that the asserting
Party uses and continues to use commercially
reasonable  efforts to  overcome  such
circumstances. The asserting Party will also use its
best efforts to resume performance as quickly as
possible. The Party invoking Force Majeure shall
inform the other party without delay. Force
majeure may not be invoked by a Party if it is
already in default of the Agreement itself.

&) Vy3§i moc. Zadna ze Stran nebude
odpovédna za jakékoli prodleni ¢i poruseni svych
povinnosti jednat dle této Smlouvy, a to v rozsahu
v jakém je takové prodleni ¢i poruSeni zpiisobené
nepiedvidatelnymi udalostmi, jeZ neni mozné
jakkoli ovlivnit, a kterym nelze ani pii vynaloZeni
odborné péci zabranit, tedy predejit jakémukoli
prodleni ¢i poruseni povinnosti poskytovat plnéni
dle této Smlouve, to v8ak za podminky, Ze takova
udalost neni disledkem nedbalosti takto se
dovolavajici Strany a strana, kterd se dovolava
takové udalosti, vynalozila a nadale vynaklada
odborné a nalezité Usili, aby pfekonala takové
okolnosti. Strana, ktera se dovolava nemoznosti
plnéni v disledku ptisobeni vyssi moci je rovnéz
povinna vynalozit nejvy$$i miru Usili za Géelem
znovuobnoveni poskytovani plnéni v objektivné
nejkrat$i dob€. Smluvni strana, kterd se dovolava
Vy§§i moci, je povinna o tom neprodlené
informovat druhou stranu. Vys$§i moci se nemize
dovolat strana, pokud je jiz sama v prodleni
s plnénim Smlouvy.

0 Relationship. Service Provider’s
relationship with Gilead will be that of an
independent contractor, and nothing in this
Agreement shall be construed to create a
partnership, joint venture, or employer-employee

Q) Vztah. Vztah  Poskytovatele
sluzeb a spolecnosti Gilead je vztahem nezavislych
smluvnich stran, pficemz zadné z ustanoveni této
Smlouvy nebude vytvaret domnénku vzniku jejich
spole¢ného podniku ¢i zalozeni zaméstnanecko-
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relationship. Subject to Section 4(b), neither Party
is an agent of the other Party and neither Party is
authorized to make any representation, contract, or
commitment on behalf of the other Party. Service
Provider will be solely responsible for all taxes and
payments required to be filed with or made to any
national or local tax authority with respect to
Service Provider’s performance of Services and
receipt of fees under this Agreement.

zaméstnavatelského vztahu. Za podminek Clanku
4(b), zadna ze Stran neni zastupcem ¢i mandantem
kterékoli ze Stran a Zadna ze Stran neni opravnéna
¢init jakékoli prohlaseni, ¢i smluvné zavazovat ¢i
jednat jménem jiné Strany. Vyluéné Poskytovatel
sluzeb bude odpovédny za veskeré dan€ a odvody,
k nimz je povinen na zaklad¢€ narodnich ¢i mistnich
danovych povinnosti s ohledem na plnéni Sluzeb
Poskytovatelem sluzeb a pftijeti plateb na zaklade
podminek této Smlouvy.

11. Data Protection.

11. Ochrana udaja.

(a) Compliance with Laws. In the
performance of the Services and this Agreement,
Service Provider will, to the extent applicable,
comply with i) the U.S. Health Insurance
Portability and Accountability Act, as may be
amended from time to time (together, “HIPAA”),
with respect to protected health information as
defined under HIPAA. (ii) ( Parties will further
comply with the European General Data Protection
Regulation (the “GDPR”) and the applicable laws,
rules and regulation of the individual EU member
states implementing the GDPR with respect to
personal data as defined under the GDPR,
including but not limited to the export of data from
the European Economic Area (“EEA”) to the U.S.,
and (iii)) applicable data protection laws of
countries outside the EEA and U.S, relating to
information privacy, security, and data protection.

Dodrzovani zakomii. Poskytovatel sluzeb bude
pii poskytovani sluzeb a plnéni této Smlouvy
postupovat v mife pouzitelné v souladu se (i)
zakonem  Spojenych  stati  americkych
o0 prenositelnosti zdravotniho pojisténi (Health
Insurance Portability and Accountability Act) v
platném znéni (spole¢né ,,HIPAA), s ohledem
na chranéné osobni udaje o zdravotnim stavu,
jak jsou definovany v HIPAA. Smluvni strany
se dale zavazuji postupovat v souladu s (ii)
Obecnym nafizenim o ochrané¢ udaji EU
(,,GDPR") a platnymi zdkony, predpisy a
nafizenimi jednotlivych ¢lenskych stati EU
provadéjicimi GDPR s ohledem na osobni
udaje definované v ramci GDPR, v¢etné mimo
jiné exportu dat z Evropského hospodatského
prostoru (,, EHP*) do USA a (iii) platnymi
pravnimi pfedpisy o ochrané udajii v zemich
mimo EHP a USA, vztahujici se k ochrané
soukromi, bezpecnosti a ochrané¢ osobnich
udaju.

(a) GDPR. In the course of providing
the Services and fulfilling this Agreement, to the
extent Parties “processes” any “personal data”
(each as defined in the GDPR) relating to
individuals in the EU, it shall only do so in
accordance with GDPR and the applicable laws of
the individual EU member states implementing the
GDPR. For the sake of clarity, key-coded data
relating to individual persons is considered to be
personal data under the GDPR. In particular:

(@) GDPR. Smluvni strany budou v pribéhu
poskytovani Sluzeb a plnéni této Smlouvy
»zpracovavat® jakékoli ,,0sobni tudaje* (podle
definic v GDPR) tykajici se osob v EU pouze v
souladu s GDPR a piislusnymi pravnimi piedpisy
jednotlivych c¢lenskych stati EU provadéjicimi
GDPR. Pro objasnéni, udaje kodované pomoci
klice tykajici se jednotlivych osob, jsou
povazovany za osobni udaje podle GDPR.
Zejména:

(1) Service Provider shall
only process personal data in connection with
performance of the Services (“Personal Data”) in

(i) Poskytovatel sluzeb bude v
souvislosti s poskytovanim Sluzeb zpracovavat
osobni udaje (,,Osobni udaje*) pouze v souladu s
pfedchozimi pisemnymi pokyny spolenosti
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accordance with the prior written instructions of
Gilead or as otherwise required by applicable laws.

Gilead nebo jak je jinak vyZadovano prisluSnymi
zakony.

(i1) Service Provider shall
implement appropriate technical and
organizational safeguards to prevent any

unauthorized disclosures or access, accidental or
unlawful destruction, loss, alteration, and all other
unlawful uses of Personal Data. In the event that
Service Provider becomes aware of a data or
security breach involving Personal Data, Service
Provider shall immediately notify Gilead in writing
and shall cooperate with Gilead to take all required
steps to comply with applicable laws, including in
relation to data breach notification obligations.

(ii))  Poskytovatel sluzeb musi pfijmout
vhodné technicka a organizacni bezpecnostni
opatieni, aby zabranil neopravnénému zvefejnéni
nebo pfistupu, nahodnému nebo protipravnimu
zniCeni, ztraté, zmén¢ a jakémukoli dalSimu
neopravnénému pouziti Osobnich udaji. V
piipadé, Ze Poskytovatel sluzeb zjisti poruseni
udaji nebo poruseni bezpecnosti zahrnujici
Osobni udaje, Poskytovatel sluzeb toto neprodlené
pisemné oznami spolecnosti Gilead a bude se
spole¢nosti Gilead spolupracovat pii realizaci
vSech potifebnych krokli k dosazeni souladu s
platnymi zakony, v€etné oznamovacich povinnosti
v pripad¢ poruseni zabezpe€eni udaju.

(1i1) Service Provider shall
make available to Gilead all information and
assistance necessary for Gilead to comply with and
to demonstrate compliance with obligations under
the GDPR, including those related to data subject
rights, data security, data breach notifications,
conducting data protection impact assessments and
any supervisory authority consultations required in
connection therewith.  Such assistance shall
include allowing for and contributing to audits and
inspections conducted by Gilead or its designee.

(ii1))  Poskytovatel sluzeb zpfistupni
spolecnosti Gilead veskeré informace a poskytne
potfebnou pomoc, tak aby spolecnost Gilead
mohla jednat v souladu s GDPR a prokazala
splnéni povinnosti podle GDPR, vcetné téch, které
se tykaji prav subjektd tdajl, zabezpeceni udaji,
oznamovani  poruSeni  zabezpeCeni  udaju,
posuzovani dopadii na ochranu udajt a jakychkoli
souvisejicich nutnych konzultaci s organem
dozoru. Tato pomoc musi zahrnovat umoznéni
auditt a kontrol a spolupraci pii auditech a
kontrolach provadénych spolecnosti Gilead nebo ji
uréenymi osobami.

@iv) Service Provider shall not
attempt to identify an individual through key-coded
data or combine the key-coded data with other
sources of data that would lead to the identification
of any individual. If Service Provider receives or
obtains from Gilead data that unintentionally
reveal the identity of a data subject, Service
Provider shall immediately notify Gilead. Service
Provider shall then cooperate with Gilead to
remedy the unintentional disclosure and to
minimize the risk of recurrence.

(iv) Poskytovatel sluzeb se nebude
pokouset 0 identifikaci jednotlivet
prostfednictvim daji kédovanych pomoci klice
nebo kombinovat udaje kédované pomoci klice s
jinymi zdroji udaji, tak aby bylo mozné
identifikovat jakéhokoli jednotlivce. Pokud
Poskytovatel sluzeb obdrzi nebo ziskd od
spole¢nosti Gilead udaje, které neimysiné odhali
totoZnost subjektu tdajl, Poskytovatel sluzeb toto
neprodlen¢  oznami  spoleCnosti  Gilead.
Poskytovatel sluzeb bude poté spolupracovat se
spoleCnosti  Gilead pifi napravé takového
neumyslného  odhaleni totoznosti a  pfi
minimalizaci rizika opakovani.
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W) Upon the earlier of the
completion of this Agreement or Gilead’s request
for any reason, Service Provider shall destroy or, if
requested by Gilead, return to Gilead all Personal
Data, unless retention of such Personal Data is
required by applicable laws.

(v) Poukonceni této Smlouvy nebo na
zadost spolecnosti Gilead z jakéhokoliv divodu,
podle toho, co nastane diive, Poskytovatel sluzeb
zni¢i nebo, pokud o to pozada spolecnost Gilead,
vrati spolecnosti Gilead vSechny Osobni udaje,
pokud neni uchovani téchto Osobnich udaju
vyzadovano piislusnymi zakony.

(vi) With respect to the coded
clinical trial data provided to Gilead, Gilead is the
controller of the Personal Data. The Parties and
will both act in accordance with the applicable data
protection law. Furthermore, Service Provider 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
Service Provider 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 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.

(vi)  Sohledem na kodované tudaje
z klinického hodnoceni pfedané¢ spolecnosti
Gilead predstavuje spole¢nost Gilead spravce
osobnich udajd. Strany budou jednat v souladu
s platnymi zdkony na ochranu osobnich udajt.
Dale budou Poskytovatel sluzeb a spolecnost
Gilead spolupracovat tak, aby postupovali
v souladu s platnymi zakony na ochranu osobnich
udajii. Spolecnost Gilead i Poskytovatel sluzeb
pfijmou piislusna technickd a organiza¢ni
opatieni, aby vyhovéli poZzadavkim natizeni EU o
ochran¢ osobnich tdaji. Pokud se jedna ze stran
dozvi o poruSeni ochrany osobnich udaju
v souvislosti se zpracovanim udaji podle této
Smlouvy, tato strana ihned uvédomi druhou stranu.
V takovém  pfipad¢ budou strany pln¢
spolupracovat, aby napravily poruseni osobnich
udaji a vcéas splnili (zakonnou) ohlasSovaci
povinnost. PoruSeni osobnich udaji znamena
poruseni osobnich udaji, jak je definovano
v ¢lanku 4, ¢lanku 33 a 34 evropského Obecného
natizeni o ochrané osobnich udaji a v ptislusnych
narodnich zakonech o ochran¢ osobnich udaju.

12. Breach Notifications. In order for Gilead to
meet its legal reporting obligations, Service
Provider shall notify Gilead in writing
immediately, no later than twenty four (24) hours,
of becoming aware of any breach that may
potentially be deemed to be a serious breach of (a)
the conditions and principles of good clinical
practice (“GCP”) or (b) the Protocol under this
Agreement. For purposes of this section, a “serious
breach” is a breach which is likely to effect to a
significant degree (a) the safety or physical or
mental integrity of the subjects of the Study or (b)
the scientific value of the Study under this
Agreement. Service Provider shall ensure its
employees, subcontractors or agents are aware of

12. Oznameni poruseni. V zijmu splnéni
pravnich povinnosti spole¢nosti Gilead ohledné
podavani zprav, oznadmi Poskytovatel sluzeb
spolecnosti Gilead pisemné ihned, nejpozdé€ji do
dvaceti Ctyf (24) hodin od okamziku, kdy se
dozvédél o poruseni, které muze byt potencialné
povazovano za zavazné poruseni (a) podminek a
zasad spravné klinické praxe (,SKP*) nebo (b)
Protokolu podle této Smlouvy. Pro ucely tohoto
Clanku je ,,zavaznym porusenim® takové porusen,
které pravdépodobné vyznamné ovlivni (a)
bezpecnost nebo télesnou nebo dusevni integritu
subjektl Studie, nebo (b) védeckou hodnotu Studie
podle této Smlouvy. Poskytovatel sluzeb zajisti,
aby si jeho zaméstnanci, subdodavatelé nebo
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such obligation in order for Service Provider to
meet its obligation herecunder.

zastupci byli védomi této povinnosti tak, aby
Poskytovatel sluzeb mohl tuto povinnost splnit.

14. Data Retention. Service Provider will retain
data, results and associated metadata (including but
not limited to client study data and audit trails) in
compliance with all applicable laws, regulations,
and requirements of government regulators for a
period of 25 years from the termination of the
Services under the Agreement. Service Provider
will obtain Gilead’s written approval prior to
deleting any data, results and associated metadata
(including but not limited to client study data and
audit trails). Irrespective of whether Gilead
maintains a current contract with Service Provider,
Service Provider represents and warrants that it
will, at no additional charge, make retrievable data,
results and metadata available for download by
Gilead in a format as reasonably required by Gilead
using Service Provider’s existing platform tools
and capabilities. Service Provider will provide
Gilead with thirty (30) days’ advance written
notice if it will become insolvent or is ceasing its
business operations, and ensure that, in a
reasonable time (but in no event less than thirty
(30) days prior to Service Provider becoming
insolvent or ceasing its business operations), all
data, results and metadata are transferred to Gilead
in a format as reasonably required by Gilead.

This Agreement shall enter into force on the date
of its publication in the Register of Contracts
pursuant to Act No. 340/2015 Coll., on Special
Conditions for the Effectiveness of Certain
Contracts, Publication of Such Contracts and on
the Register of Contracts. The publication of the
contract shall be carried out by the Service
Provider.

14. Uchovavani udaju. Poskytovatel sluzeb bude
uchovavat udaje, vysledky a souvisejici metadata
(v€etné mimo jiné klientskych daji ze studie a
auditnich stop) v souladu se vSemi platnymi
zakony, predpisy a pozadavky ptislusnych organt
po dobu 25 let od ukonéeni Poskytovani sluzeb dle

Smlouvy. Poskytovatel sluzeb musi ziskat
pisemny souhlas spolecnosti Gilead pted
odstranénim  jakychkoli udaji, vysledki a
souvisejicich metadat (véetné mimo jiné

klientskych udaju ze studie a auditnich stop). Bez
ohledu na to, zda bude spole¢nost Gilead udrzovat
stavajici smlouvu s Poskytovatelem sluzeb,
Poskytovatel sluzeb prohlasuje a zarucuje, Ze
poskytne, bez dalsich poplatkii, obnovitelné udaje,
vysledky a metadata ke stazeni spole¢nosti Gilead
ve formatu, ktery mize byt pfimétené pozadovan
spoleCnosti Gilead, prostiednictvim stavajicich
platforem, nastroji a moznosti Poskytovatele
sluzeb. Poskytovatel sluzeb zaSle spole¢nosti
Gilead tticet (30) dnti pfedem pisemné oznamenti,
pokud se stane insolventnim nebo ukon¢i svou
obchodni ¢innost, a zajisti, aby v piiméfené dobé
(ale v kazdém ptipadé nejméné tiicet (30) dni
predtim, nez se Poskytovatel sluzeb stane
insolventnim nebo ukon¢i svou obchodni ¢innost),
vSechny udaje, vysledky a metadata byly
prevedeny spolecnosti Gilead ve formatu, ktery
mize byt pfiméfené pozadovan spoleCnosti
Gilead.

Tato Smlouva nabyva ucinnosti dnem jejiho
uvefejnéni v registru smluv podle zakona ¢.
340/2015 Sb., o zvlastnich podminkach G¢innosti
nékterych smluv, uvetejiiovani téchto smluv a o
registru smluv. Zvefejnéni smlouvy provede
Poskytovatel sluzeb.
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The Parties have entered into this Agreement as
of the Effective Date by their duly authorized
representatives.

Strany timto uzaviraji tuto Smlouvou k Datu jeji
ucinnosti  prostfednictvim svych opravnénych
zastupcu.

Nemocnice Na Homolce,

Signed by IQVIA RDS Czech Republic, s.r.o.,
under a Power of Attorney dated 20 June 2023, in the
name of Gilead Sciences, Inc.

By / Podepsal:

Name / Jméno:

Title / Funkce:

By / Podepsal:

Name / Jméno:

Title / Funkce:
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contemplated by this Agreement and the related
payment terms and obligations are set forth as
follows:

EXHIBIT A EXHIBIT A / PRILOHA A
1. Services. The specific  Services 1. Sluzby. Konkrétni Sluzby upravené

touto Smlouvou, k nimZz se vazi platebni
podminky a zavazky, jsou definovany niZe:

Scope of Services:

Rozsah Sluzeb:

FDG-PET/CT tumor imaging, interpretation,
report and web-based upload of data to Clario:
positron emission tomography (PET) from the skull
base to the proximal femurs with concurrently
acquired computed tomography (CT) for
attenuation correction and anatomical localization
without intravenous administration of iodine
contrast media.

FDG-PET/CT zobrazovani tumoru,
interpretace, zprava a prenos dat prostfednictvim
internetu  do Clario: pozitronova emisni
tomografie (PET) od baze lebni po proximalni
stehna se soubéznym snimkovanim vypocetni
tomografii (CT) pro korekci zeslabeni a
anatomickou lokalizaci bez intraven6zniho
podani jodové kontrastni latky.

2. Fees and Expenses.

2. Poplatky a naklady.

For provision of Services under this Agreement,
Gilead via CRO will pay Service Provider the
following amounts in accordance with the
Agreement and on the following schedule:

Za Sluzby poskytnuté za podminek této Smlouvy
uhradi spole¢nost Gilead prostiednictvim CRO
Poskytovateli sluzeb nize uvedené ¢astky, a to v
souladu se Smlouvou a nasledujicim platebnim
piehledem:

rFpG-PET/CT: [

Fee for the initiation of radiology services in
Clinical Trials

A one-off payment of | NG

for the initiation of radiology services to cover the
initial costs in connection with the Clinical Trial
will be paid to the Payee upon signing of this
Agreement and receipt of an invoice.

FDpG-PET/CT: [

Poplatek za iniciaci radiologickych sluzeb
v Klinickém hodnoceni

Jednorazova platba || G -
iniciaci radiologickych sluzeb k pokryti
pocatecnich nakladi v souvislosti s Klinickym
hodnocenim bude uhrazena Pfijemci plateb po
podepsani této Smlouvy a obdrzeni faktury.

The amounts set forth herein shall be the maximum
compensation payable by Gilead via CRO to
Service Provider for Services under this
Agreement.

Zde uvedené ¢astky budou uplnou nahradou, na
kterou v souvislosti s poskytnutymi Sluzbami
vznikne Poskytovateli sluzeb narok na uhradu
finan¢nich plnéni od spolecnosti Gilead, resp.
CRO za podminek této Smlouvy.

CRO will make payments on behalf of Gilead on
undisputed invoices within 45 days following
receipt of invoice accompanied with substantiating
documentations and receipt.

CRO uhradi faktury jménem spolecnosti Gilead
faktury ve lhuté 45 dni od data jejich pfijeti,
spole¢né s podpurnou dokumentaci a doklady.
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3. Additional Expense Reimbursements.

3. Nahrada dodateé¢nych vvdaju.

CRO shall pay Trial-related expenses not set forth
in the attached budget if pre-approved by Gilead in
writing, in which case no amendment shall be

required.

CRO uhradi vydaje souvisejici s klinickym
hodnocenim neuvedené v piilozeném rozpoctu v
pripadé, Zze budou pfedem pisemné schvéleny
spole¢nosti Gilead; v takovém piipadé se
nevyzaduje dodatek ke smlouvé.

4. Final Payments.

4. Zavérecéné platby.

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

Ptijemce plateb bude mit k dispozici az 120 dni
po dokonceni klinického hodnoceni, aby
piedlozil faktury k zaplaceni a k vyfeSeni rozpori
v platbach.

5. Invoices.

5. Faktury.

In accordance with the Agreement, Service
Provider will submit invoices to CRO at the
following address:

Poskytovatel sluzeb bude na =zakladé této
Smlouvy ptekladat faktury spolecnosti Gilead na
nasledujici adresu:

By mail:

By email:

Email: | |
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