CLINICAL SERVICE AGREEMENT

STUDY / SITE NO.

SMLOUVA O POSKYTOVANI SLUZEB

STUDIE / CISLO MIiSTA HODNOCENI{

XXX /XXX

This agreement (hereinafter called “Agreement”) is
entered by and among:

MERCK SHARP & DOHME, s.r.o., with its address
at Na Valentince 3336/4, Prague 5, ZIP code 150 00,
ID: 284 62 564, tax ID: CZ 284 62 564, registered in the
Companies Register maintained by the Municipal Court
in Prague (Section C, File No. 143294), acting in its own
name at the request of Merck Sharp & Dohme Corp.
with its address at One Merck Drive, Whitehouse
Station, New Jersey 08889, United States of America
(hereinafter called ,,.Sponsor*)

and

VSEOBECNA FAKULTNI
PRAZE

NEMOCNICE V

U Nemocnice 499/2, 128 08 Praha 2

Czech Republic
Company ID: 00064165
VAT no.: CZ00064165

(hereinafter called “Provider”)

“An Open-label, Randomized Phase 3 Study of XXX
Versus Everolimus in Participants with Advanced Renal
Cell Carcinoma That Has Progressed After Prior PD-
1/L1 and VEGF-Targeted Therapies” Protocol Number
XXXsite number XXX (hereinafter called "Protocol")

Drugs are evaluated under the Protocol (hereinafter
called "Study"). The drugs under the Study are XXX
(“Drugs”).

1. Provider agrees to provide laboratory examination
of Erythropoietin ("EPO") (hereinafter called
"Services") for the Study in accordance with the
Protocol and this Agreement, only to patients
entered into the Study by the investigator who is a

Tato smlouva (dale jen ,,Smlouva®) je uzaviena mezi:

MERCK SHARP & DOHME, s.r.o., se sidlem Na
Valentince 3336/4, Praha 5, 150 00, Ceské republika,
IC: 28462564, DIC: CZ28462564, zapsand v
obchodnim rejstiiku vedeném Méstskym soudem v
Praze (oddil C vlozka 143294), jednajici svym jménem
na zadost spole¢nosti Merck Sharp & Dohme Corp., se
sidlem One Merck Drive, Whitehouse Station, New
Jersey 08889, Spojené staty americké (dale jen
,»Zadavatel)

a

VSEOBECNA FAKULTNI
PRAZE

NEMOCNICE V

U Nemocnice 499/2, 128 08 Praha 2

Ceska republika

ICO: 00064165

DIC: CZ00064165

(dale jen "Poskytovatel sluzeb")

"Nezaslepené, randomizované klinické hodnoceni faze
3 zkoumajici pripravek XXX oproti pfipravku
everolimus u ucastnikit s pokrocilym karcinomem
ledvinovych bunék, uné€jz doslo k progresi po predchozi
1é¢bé cilici na PD-1/L1 a vaskularni endotelovy riustovy
faktor (VEGF)" Cislo protokolu XXX ¢&islo mista
hodnoceni XXX (dale jen "Protokol")

Lécivé piipravky jsou hodnoceny dle Protokolu (dale
jen "Studie"). Hodnoceny lécivy pfipravek v ramci
Studie je XXX (dale jen "Léciva").

1. Poskytovatel sluzeb se =zavazuje poskytovat
laboratorni vySetfeni na Erytropoetin ("EPO")
(dale jen "Sluzby") pro ucely Studie v souladu s
Protokolem a touto Smlouvou pouze subjektim
hodnoceni, kteti byli do Studie =zafazeni
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Study team member (hereinafter called "Patient").
The study is performed in the medical facility
Thomayerova nemocnice, with its registered office
at Videnska 800, 140 59 Prague 4 - Ki¢,
Department of Oncology, under the supervision of
the investigator XXX.

For the purposes of the Study Provider agrees to
provide the Sponsor with (i) a curriculum vitae of
person responsible for the Services at regular
intervals of a year, or in case of any change (ii) a
copy of regular service control confirmation
including certificate (if issued) at least once a year.
The person responsible for the services at the
Provider is XXX (hereinafter referred to as the
“Person responsible for the services”)

Provider agrees to ensure the presence of the
person responsible for the Services and/or
members of staff used by Provider for providing
Services under this Agreement on the training
organized by the Sponsor.

Provider agrees to provide the Services properly
and without unreasonable delay in the form and by
means determined by the investigator or the
Protocol or a Study team member on demand of
the investigator or a Study team member and
subsequently provide the investigator or a Study
team member without unreasonable delay with the
results of the Services in the form determined by
the Protocol or the investigator or the Study team
member who execute the Study in the medical
facility. The Sponsor communicates the names of
the investigators and Study team members who
execute the Study in the medical facility to
Provider.

Provider agrees to ensure that person responsible
for the Services and/or members of staff are
apprised of the relevant procedures pertaining to
the Study. Provider shall perform the Services in
compliance with all applicable laws, rules,
regulations the conditions of good pharmaceutical
practice and in conformance with the professional
standards applicable in the Pharmaceutical
industry. In the event Provider has concerns related to
patient safety, Provider will notify the Principal
Investigator.

Sponsor agrees that its designated representative
visits the Provider at regular intervals. The
Provider agrees to give the Sponsor’s designated
representative (e.g. monitor), State Institute for
Drug Control, United States Food and Drug
Administration (hereinafter "FDA"), or any other
competent regulatory authority access to relevant

Page 2 of 11

zkousSejicim, ktery je ¢lenem studijniho tymu (dale
jen "Subjekt hodnoceni"). Studie je provadéna ve
zdravotnickém zaiizeni Thomayerova nemocnice,
se sidlem Videnska 800, 140 59 Praha 4 — Kr¢,
onkologicka klinika, pod vedenim zkousSejiciho
XXX.

Poskytovatel sluzeb se zavazuje poskytnout
Zadavateli pro tcely Studie (i) Zivotopis osoby
odpovédné za Sluzby a to v pravidelnych ro¢nich
intervalech nebo pfi jakékoliv zméne, (ii)
minimalné jednou rocné kopii potvrzeni o
vykonani pravidelné servisni kontroly vcetné
certifikatu ~ (pokud se  vydava). Osobou
odpovédnou za provadeéni sluzby u Poskytovatele
je XXX (dale jen ,Osoba odpovédna za
sluzby*).

Poskytovatel sluzeb se zavazuje zajistit ucast
osoby odpovédné za Sluzby a/nebo ¢leni
persondlu, kteti se budou na stran¢ Poskytovatele
sluzeb podilet na poskytovani Sluzeb dle této
Smlouvy, na $kolenich poradanych Zadavatelem.

Poskytovatel sluzeb se zavazuje, Ze na pozadani
zkousejiciho nebo €lena studijniho tymu, ktery
provadi Studii, fadn¢ a bez zbytecné¢ho odkladu
poskytne Sluzby ve form¢ a zplisobem urcenym
zkouSejicim nebo Protokolem nebo ¢lenem
studijntho tymu a nasledné bez zbytecného
odkladu poskytne zkousejicimu nebo ¢lenovi
studijniho tymu vysledky Sluzeb, a to ve formée
stanovené Protokolem nebo zkousSejicim ¢i ¢lenem
studijntho  tymu, ktery provadi Studii ve
zdravotnickém  zafizeni. Zadavatel oznami
Poskytovateli sluzeb jména zkousSejicich a ¢lend
studijniho  tymu, ktefi provadi Studii ve
zdravotnickém zatizeni.

Poskytovatel sluzeb se zavazuje zajistit, aby osoba
odpovédna za Sluzby a/mebo ¢lenové personalu
byli obeznameni s pfislusnymi postupy, které se
vztahuji ke Studii. Poskytovatel sluzeb je povinen
poskytovat Sluzby v souladu s platnymi pravnimi
predpisy, pravidly, smérmicemi a profesnimi
standardy uplatiovanymi ve farmaceutickém
pramyslu. V piipadé, Zze ma Poskytovatel sluzeb
obavy tykajici se bezpecnosti Subjektu hodnoceni,
oznami to Hlavnimu zkousejicimu.

Zadavatel se zavazuje zajistit, aby jim povéfeny
zastupce pravideln¢ navstévoval Poskytovatele
sluzeb. Poskytovatel sluzeb se zavazuje, Ze
Zadavatelem povéfenym  zastupcim  (napf.
monitor), Statnimu uGstavu pro kontrolu 1éCiv,
Utadu pro kontrolu potravin a 16¢iv USA (dale jen
"FDA") ¢i jinému piislusnému kontrolnimu tfadu



Study documentation . Such visits of the
Sponsor’s representatives will be by prior
arrangement. Sponsor or its authorized agents shall
have the right to audit financial documentation
(e.g., performed work logs) relating to this
Agreement to verify amounts billed under this
Agreement.

7. Sponsor agrees to make payments for Services
provided under this Agreement, as outlined below:

in Attachment A.

8.  All payments under this Agreement shall be made

VSEOBECNA FAKULTNI NEMOCNICE V PRAZE

in Czech Koruna by bank transfer payable to:

umozni pristup k  prislusné studijni
dokumentaci . Uvedené navstévy zastupct
Zadavatele se uskutecni po predchozi vzajemné
domluvée. Zadavatel nebo jeho opravnéni zastupci
jsou opravnéni provést kontrolu finan¢ni
dokumentace (napf. evidence vykonané prace)
vztahujici se k této Smlouvé za ucelem ovéfeni
castek vyuctovanych podle této Smlouvy.

7. Zadavatel se zavazuje provést platby za Sluzby
poskytnuté podle této Smlouvy nize stanovenym
zplsobem:

popsanym v piiloze A.

8. Vesker¢ platby podle této Smlouvy budou

uhrazeny v korunach ¢eskych formou bankovniho
pfevodu na nize uvedeny ucet Poskytovatele
sluzeb:

address of the Provider / adresa Poskytovatele sluzeb: U Nemocnice 499/2, 128 08 Praha 2, Cesk4 republika/ Czech

Republic

bank name and address / nazev a adresa banky: Ceska narodni banka
Bank code / kéd banky: 0710
Acc. No / ¢. uctu: 24035021

9.

9.1

10.

The payments from Sponsor for the Services
provided by Provider hereunder (i) represent the
fair market value for such Services, (ii) were
negotiated in an arm’s length transaction, and (iii)
have not been determined in a manner that takes
into account the volume or value of any referrals
or business otherwise generated between the
parties.

An expected total amount of the remuneration for
the provision of the Services in respect of the
maximum number of the Patients, who take part in
all visits according to the Protocol, equals to CZK
75.072.

Either party may terminate this Agreement by
giving thirty (30) days written notice to the other
party. This Agreement enters into force and effect
on the date when it is signed by both parties as of
the last date below and ceases to have effect when
the Study is completed or when terminated by the
parties in accordance with the terms of this
Agreement. The completion of this study or
termination this Agreement shall not relieve either
party of its obligation to the other in respect of
Atrticles 6, 12, 13, 14 or 16.
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9.

9.1

10.

Platby ze strany Zadavatele za Sluzby poskytnuté
Poskytovatelem sluzeb na zaklad¢ této Smlouvy (i)
predstavuji pfiméfenou trzni hodnotu za takové
Sluzby, (ii) byly sjednany jako transakce Vv
béznych obchodnich vztazich a (iii) nebyly uréeny
zpusobem, ktery zohlednuje objem nebo hodnotu
jakychkoliv doporu¢eni nebo jakymkoli jinym
zplisobem generovanou obchodni spolupraci mezi
stranami.

Predpokladana celkova vySe odmény za provedeni
Sluzeb za maximalni pocet Subjektd hodnoceni,
kteti absolvuji vSechny navstévy dle Protokolu,
¢ini 75 072,- K¢.

Kazda ze smluvnich stran je opravnéna ukoncit
tuto Smlouvu na zaklad¢ pisemného oznameni
doru¢eného druhé smluvni strané 30 (slovy: tficet)
dnti pfedem. Tato Smlouva nabyva platnosti a
ucinnosti okamzikem podepsani obéma smluvnimi
stranami k poslednimu z dat podpisu uvedenych
nizZe a pozbyva ucinnosti dokon¢enim Studie nebo
na zaklad¢ ukonceni smluvnimi stranami v souladu
s podminkami této Smlouvy. Dokonéenim Studie
nebo ukonéenim této Smlouvy neni Zadna smluvni
strana zproS§téna svych zavazkt vici druhé



11.

12.

13.

14.

The parties acknowledge that in providing
professional Services for Sponsor, the Provider is
doing so as an independent contractor and not as
an employee of Sponsor. As an independent
contractor, neither the Provider nor any associated
staff assisting with the Services will receive any
compensation beyond that stated above. Sponsor
shall not be responsible for paying any taxes on
behalf of the Provider or any associated staff
assisting with the Study (including, any income
taxes) and the Provider warrants that the Provider
will fulfil all applicable obligations regarding such
taxes.

All information and materials provided to the
Provider by Sponsor or its representatives pursuant
to this Agreement or generated pursuant to this
Agreement (hereinafter, called “Confidential
Information™) shall be the property of Sponsor.

The Provider may wuse only Confidential
Information for performance under this
Agreement. The Provider shall keep the

Confidential Information strictly confidential and
shall disclose it only to the person responsible for
Services and/or members of staff assisting with the
Study on a need-to-know basis and for use only in
performance of this Agreement. The Provider shall
be responsible for any breach of this confidentiality
provision by its staff or agents.

The Provider agrees to allow Sponsor or its
designee access to the Study documentation
maintained with regards to the Patients to
check that Provider has complied with all of its
obligations herein.

Sponsor shall not be held liable for any damages or
losses that may result from Provider's negligence
or from the performance of Provider's Services and
obligations hereunder, and Provider shall
indemnify and hold Sponsor, its officers, directors
and employees harmless from and against any
suits, claims, actions or liabilities arising from
Provider's breach of any of its obligations under
this Agreement or from its negligent acts,
omissions or failure to act.
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11.

12.

13.

14.

smluvni stran¢ podle ¢l. 6, 12, 13, 14 nebo 16 této
Smlouvy.

Smluvni strany jsou srozumény s tim, ze pfi
poskytovani  odbornych  Sluzeb Zadavateli
vystupuje Poskytovatel sluzeb jako nezavisly
dodavatel a nikoli jako zaméstnanec Zadavatele.
Poskytovatel sluzeb jako nezavisly dodavatel ani
spolupracujici  personal podilejici se na
poskytovani Sluzeb nemaji narok na jakoukoli
odménu nad ramec plateb uvedenych vyse.
Zadavatel neodpovidd za zaplaceni jakychkoliv
dani za Poskytovatele sluzeb nebo spolupracujici
personal podilejici se na Studii (véetné piipadnych
dani z piijmu), pficemz Poskytovatel sluzeb
zarucuje, ze splni veskeré prislusné povinnosti v
souvislosti s takovymi danémi.

Veskeré informace a materidly poskytnuté podle
této Smlouvy Poskytovateli sluzeb Zadavatelem
nebo jeho zastupci nebo vytvoiené podle této
Smlouvy (dale jen "Divérné informace") jsou
vlastnictvim Zadavatele. Poskytovatel sluzeb je
opravnén pouzivat Divérné informace pouze pro
ucely plnéni na zdkladé této Smlouvy.
Poskytovatel sluzeb se zavazuje, ze bude Duvérné
informace uchovavat v tajnosti a tyto poskytne
pouze osobé odpoveédné za Sluzby a/nebo Clentim
personalu podilejicim se na Studii, a to pouze v
pfipadé potfeby a pouze pro ucely plnéni této
Smlouvy. Poskytovatel sluzeb odpovida za
jakeékoliv poruSeni tohoto ustanoveni o divérnosti
informaci ze strany svych zaméstnancti nebo
zastupcul.

Poskytovatel sluzeb se zavazuje, Ze umoZni
Zadavateli nebo jim poverené osobé piistup k
dokumentaci  Studie vedené o subjektech
hodnoceni za ucelem provéfeni splnéni
vSech zavazkd Poskytovatele sluzeb podle této
Smlouvy.

Zadavatel neodpovida za jakékoli ptipadné Skody
nebo ztraty, které mohou vzniknout v disledku
nedbalosti Poskytovatele sluzeb, nebo pfi plnéni
Sluzeb a povinnosti Poskytovatele sluzeb podle
této Smlouvy, pricemz se Poskytovatel sluzeb
zavazuje, ze Zadavatele, jeho statutarni zastupce,
vedouci pracovniky a zaméstnance odSkodni a
zajisti proti jakymkoli Zalobam, naroktm, jinym
ukonlim nebo odpovédnostnim zavazkim v
disledku poruseni povinnosti Poskytovatele
sluzeb podle této Smlouvy nebo v dasledku
nedbalosti, nekonani nebo opomenuti ze strany
Poskytovatele sluzeb.



14.1 Sponsor agrees to indemnify the Provider and

Person responsible for the services for damage to
the extent to which the Patient successfully claims
before a competent court damage to health that
results directly from the proper performance of
services required by the Protocol, provided that
such damage did not arise from (i) a negligent or
willful illegal act or omission and/or (ii) failure to
comply with the terms of this Agreement, Protocol
and/or any safety measures and written
instructions of Sponsor by either of them or any
employee of the Provider or contractors used for
the purposes of fulfilment of this Agreement.

14.2 This indemnity obligation is conditioned by

15.

16.

immediate notification of the Provider and/or
Person responsible for the services to Sponsor of
any Patient’s claims of injury actually or allegedly
due to his/her completed bone scan under this
Agreement and making it possible for Sponsor to
handle such claim (involving settlement
negotiations), and provision of full co-operation to
Sponsor in its handling of the claim.

Neither party may use the name of the other party
in any publicity or advertising nor issue a press
release or otherwise publicize or disclose any
information related to the existence of this
Agreement or the terms and conditions hereof,
without the prior written consent of the other party.

All concepts, inventions, ideas, patent rights, data,
reports, trademarks, and copyrights which are
related to or arise out of or in connection with the
Protocol, Provider’s Services or work product or
any and all Services performed by Provider
pursuant to this Agreement, will be the exclusive
property of, and all ownership rights shall vest in,
Sponsor or Sponsor’s designee. All Works Made
for Hire as defined in the Copyright laws and all
other copyrightable works are deemed, upon their
creation, to be assigned to Sponsor. Provider
warrants that Provider has authority to assign all
inventions, copyrights and other intellectual
property rights to Sponsor and further agrees to
sign all necessary documents or take such other
actions as Sponsor may reasonably request in order
to perfect any and all such rights.
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14.1 Zadavatel se

14.2 Tento

15.

16.

zavazuje  nahradit  Skodu
Poskytovateli sluzeb a Osobé odpovédné za sluzby
v rozsahu, v jakém vUci nim u ptislusného soudu
Subjekt hodnoceni Uspésné uplatni narok na
nahradu Gjmy na zdravi, ktera vznikne piimo v
dasledku fadného poskytnuti sluzeb vyzadovaného
Protokolem, a to za podminky, Ze tato Ujma
nevznikla z didvodu (i) nedbalostniho nebo
umyslného protipravniho jednani anebo (ii)
jednani, které nebylo v souladu s podminkami této
Smlouvy, Protokolu anebo bezpecnostnimi
opatfenimi a pisemnymi pokyny Zadavatele
kteroukoliv z téchto osob nebo zaméstnanct
Poskytovatele sluzeb nebo smluvnich partnert
vyuzitych pro tcely plnéni této Smlouvy.

zavazek odskodnéni je podminén
neprodlenym oznamenim Zadavateli ze strany
Poskytovatele sluzeb anebo Osoby odpovédné za
sluzby o jakémkoli naroku Subjektu hodnoceni,
jehoz skutecnym nebo udajnym divodem je
poskytnuti sluzeb podle této Smlouvy a umoznéni
Zadavateli vyridit takovy narok (vcetné jednani o
mimosoudnim vyrovnani) a poskytnuti plné
spoluprace Zadavateli pfi vyfizovani takového
naroku.

Z4dna ze smluvnich stran neni opravnéna pouzit
nazev druhé smluvni strany v radmci jakékoli
propagace nebo reklamy ani vydat tiskovou zpravu
nebo jinak publikovat ¢i zvefejnit jakékoli
informace vztahujici se k existenci této Smlouvy
nebo podminkdm v ni stanovenym bez
piedchoziho pisemného souhlasu druhé smluvni
strany.

Veskeré koncepty, objevy, myslenky, patentova
prava, udaje, zpravy, ochranné znamky a autorska
prava, ktera se tykaji nebo vznikaji znebo
v souvislosti s Protokolem, sluzbami ¢i vysledky
prace Poskytovatele sluzeb ¢i jakymikoliv
Sluzbami poskytnutymi Poskytovatelem sluzeb
podle této Smlouvy, jsou vyluénym vlastnictvim
Zadavatele a veskera vlastnickd prava nalezi
Zadavateli nebo osobé urcené Zadavatelem.
Veskera dila zhotovend na objednavku, tak jak
jsou definovana v autorském pravu , a veskerad
dalsi dila, kterda mohou byt chranéna autorskym
pravem, jsou Vv okamziku jejich vytvoreni
povaZovana za  postoupena  Zadavateli.
Poskytovatel sluzeb zarucuje, ze je opravnén
postoupit veskeré objevy, autorska prava a jina
prava duSevniho vlastnictvi Zadavateli, a dale
souhlasi s tim, ze podepiSe jakékoli nezbytné
dokumenty ¢i uskutecni jakakoli jina jednani, ktera
bude Zadavatel divodné pozadovat pro perfekci
téchto prav.



17.

18.

19.

20.

The Provider warrants and represents that as of the
date of this Agreement Provider (i) has the
authority to execute this Agreement; and (ii) is not
a party to any oral or written contract or
understanding with any third party that is
inconsistent with this Agreement and/or its
performance hereunder, or that will in any way
limit or conflict with its ability to fulfill the terms
of this Agreement. Provider further represents that
it will not enter into any such agreement during the
term of this Agreement.

Provider represents and warrants that neither it nor
its representatives or employees involved with this
Services under this Agreement have been debarred
pursuant to the Federal Food, Drug and Cosmetic
Act, or excluded from a federal health care
program, or similarly sanctioned under the laws of
the Czech Republic.

Provider represents and warrants that it will not
knowingly use in any capacity, in connection with
any Services to be performed under this
Agreement, any individual who has been debarred
pursuant to any applicable laws or regulations of
Czech Republic. If Provider is not owned or
controlled by the government, Provider represents
and warrants that Provider is not owned by 50% or
more by a person listed on the U.S. Treasury
Department’s List of Specially Designated
Nationals and Blocked Persons (hereinafter called
the “SDN List”)
(https://www.treasury.gov/ofac/downloads/sdnlist
.pdf) or U.S. Treasury Department’s Office of
Foreign Asset Controls “OFAC” Consolidated
Sanctions List
(https://www.treasury.gov/resource-
center/sanctions/SDN-
List/Pages/consolidated.aspx). Provider further
represents and warrants that Provider shall notify
Sponsor in writing immediately if Provider
becomes owned by 50% or more by a person listed
on the SDN List.

Provider warrants and represents that Provider has
insurance coverage as required by applicable law
covering liability for damage associated with
health care provided and shall maintain this
insurance active throughout the entire period of
provision of the Services. Sponsor declares that it
has effected clinical trials liability insurance in
accordance with the applicable legal regulations
and that this insurance provides appropriate
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17.

18.

19.

20.

Poskytovatel sluzeb zaruCuje a prohlasuje, Ze k
datu podpisu této Smlouvy (i) je opravnén uzaviit
tuto Smlouvu a (ii) neni stranou Zadné jiné ustni i
pisemné dohody nebo smlouvy s jakoukoli treti
stranou, ktera by byla v rozporu s touto Smlouvou
a/nebo plnénim podle této Smlouvy a ktera by
jakymkoli zptisobem omezovala nebo byla
v rozporu se zpusobilosti Poskytovatele sluzeb
plnit podminky této Smlouvy. Poskytovatel sluzeb
dale prohlaSuje, Ze zadnou takovou smlouvu nebo
dohodu neuzavie po dobu trvani této Smlouvy.

Poskytovatel sluzeb prohlasuje a zaruéuje, Ze jemu
ani jeho zastupciim ¢i zaméstnanctim podilejicim
se na poskytovani Sluzeb podle této Smlouvy
nebylo jakkoliv omezeno opravnéni k provadéni
studii podle Federalniho zakona o potravinach,
lé¢ivech a kosmetice ani nebyli vylouceni z
federalniho programu zdravotni péfe ani jim
nebyla ulozena obdobna sankce podle pravnich
predpisi Ceské republiky.

Poskytovatel sluzeb prohlasuje a zarucuje, Ze
védomé nevyuZzije v zadné funkci, v souvislosti s
jakymikoliv Sluzbami, které maji byt poskytnuty
podle této Smlouvy, jakoukoliv osobu, které bylo
podle pravnich predpistt Ceské republiky odebrano
opravnéni k provadéni klinickych hodnoceni. Pro
ptipad, Ze Poskytovatel sluzeb neni statnim
zdravotnickym zafizenim, tak Poskytovatel sluzeb
prohlasuje a zarucuje, Ze neni vlastnén z 50 % a
vice procent osobou uvedenou na cerné listing
specialné oznacenych obcani vedené
Ministerstvem financi USA (dale jen ,,SDN
seznam"

(https://www.treasury.gov/ofac/downloads/sdnlist
.pdf) nebo na konsolidovaném seznamu sankci
vedeném Utadem pro kontrolu zahrani¢nich aktiv

(OFAC) Ministerstva financi USA
(https://www.treasury.gov/resource-
center/sanctions/SDN-
List/Pages/consolidated.aspx). Poskytovatel

sluzeb dale prohlaSuje a zaruCuje, Ze poda
Zadavateli neprodlené pisemnou zpravu, pokud by
se stal nejméné z 50 % vlastnénym osobou
uvedenou na SDN seznamu.

Poskytovatel sluzeb zarucuje a prohlasuje, Ze ma
sjednano pojisténi své odpovédnosti za Skodu
zpiisobenou v souvislosti s poskytovanim
zdravotnich sluzeb, jak je vyzadovano ptislusnymi
pravnimi piedpisy a zajisti trvani tohoto pojisténi
po celou dobu poskytovani Sluzeb. Zadavatel
prohlasuje, ze uzaviel pojisténi odpoveédnosti za
Skodu zpusobenou klinickym hodnocenim v
souladu s pfislusnymi pravnimi predpisy, a Ze toto
pojisténi poskytuje nalezité kryti narokii na



21.

22.

23.

23.1

coverage for claims for damages of the Patients as
a direct result of their participation in the Study

Provider shall not assign this Agreement to any
person, firm, partnership, corporation or other
entity (including by operation of law, judicial
process or otherwise) without the prior written
consent of Sponsor, which consent may be
withheld for any reason. Sponsor shall be entitled
to assign this Agreement to any of its subsidiaries,
affiliates, and/or its parent corporation, or any of
such parent corporation's subsidiaries and/or
affiliates (including by operation of law, judicial
process or otherwise) without the prior written
consent of Provider.

Provider agrees that it will not make any payment,
either directly or indirectly, of money or other
assets (collectively hereinafter called “Payment”)
to any Government Official (as defined below) if
such Payment is for the purpose of influencing
decisions or actions with respect to the subject
matter of this Agreement or any other aspect of
Sponsor’s  business. “Government Official”
means (i) any officer or employee of a government,
or of a public international organization, (ii) any
person acting in an official capacity for or on
behalf of any such government or public
international organization, and (iii) any official of
a political party or candidate for political office.
Provider will report any violation of the
requirements of this Article to Sponsor
immediately and agrees to make all relevant
records and other documentation relating to a

violation available for Sponsor and its
representatives review.
If Provider is a corporate entity, Provider

represents and warrants that, other than as set forth
below, Provider and/or any of its directors,
officers, or employees is not employed or engaged,
whether paid or unpaid, in any of the following in
a capacity that could allow any of its directors,
officers, or employees to influence the Sponsor's,
or Sponsor's affiliate business:

as Government Official (including a relationship
with a Governmental Official which could cause
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21.

22.

23.

nahradu Skody Subjektd hodnoceni
zpusobené jejich ucasti ve Studii.

pfimo

Poskytovatel sluzeb neni oprdvnén tuto Smlouvu
postoupit jakékoli osob€, podniku, sdruzeni,
spole¢nosti nebo jinému subjektu bez predchoziho
pisemného souhlasu Zadavatele (a to ani na
zaklad¢ zakona, soudnim postupem ¢i jinym
zplsobem), pii¢emz takovy souhlas muze byt z
jakéhokoli divodu odepien. Zadavatel je opravnén
tuto Smlouvu postoupit na kteroukoli svoji
dcefinou,  pfidruzenou a/nebo  mateiskou
spoleénost anebo  kterékoli dcefiné nebo
pridruzené spolecnosti své matetské spolecnosti (a
to i na zéklad¢ zékona, soudniho postupu ¢i jinak)

bez piedchoziho pisemného souhlasu
Poskytovatele sluzeb.

Poskytovatel sluzeb souhlasi, Ze neprovede
jakoukoliv  vyplatu, pfimo nebo nepfimo,

penéznich prostiedkd nebo jinych majetkovych
hodnot (dale spole¢né jen ,,Platba®) jakékoliv
Utedni osobé (jak je tato definovana niZe), pokud
by méla byt takova Platba provedena za ucelem
ovlivnéni rozhodovani nebo jednani vztahujicimu
se k pfedmétu této Smlouvy nebo jakémukoliv
jinému aspektu podnikatelské ¢innosti Zadavatele.
Pojmem ,,U¥edni osoba“ se rozumi (i) zastavajici
funkci nebo zaméstnand v organu vetrejné moci
nebo v mezindrodni organizaci vytvorené subjekty
mezinarodniho prava vetejného, (ii) jakakoliv
osoba jednajici v ufednim postaveni pro nebo
v zastoupeni jakéhokoliv orgénu vefejné moci
nebo mezinarodni organizace vytvorené subjekty
mezinarodniho prava vefejného a (iii) zastavajici
funkci v politické strané¢ nebo kandidujici na
politickou funkci. Poskytovatel sluzeb neprodlené
oznami jakékoliv poruseni povinnosti stanovenych
v tomto C¢lanku Zadavateli a potvrzuje, ze
zptistupni Zadavateli a jeho zastupctim ke kontrole
veskeré relevantni zaznamy a dal$i dokumentaci
tykajici se takového poruseni.

Je-li Poskytovatel sluzeb pravnicka osoba,
prohlasuje a zarucuje, ze kromé nize uvedeného on
ani zadny z jeho statutarnich organt, vedoucich
pracovniki ¢i zaméstnanci neni v
zaméstnaneckém ani v jiném pravnim vztahu, at’
uz je ¢i neni spojen s finanéni odménou, jemuz by
odpovidaly nize uvedené funkce a pozice a jenz by
takové osobé umoznovaly ovliviiovat obchodni
zalezitosti Zadavatele nebo pridruzené spole¢nosti
Zadavatele, a to jako:

23.1 Utedni osoba (véetné vztahu k Ufedni osobg,

v jehoz dusledku by tato Ufedni osoba mohla



23.2

233

24.

25.

26.

27.

28.

the official to influence the business of the Sponsor
or Sponsor affiliate companies);

on or serving in an official service provider
capacity to any reimbursement committee, pricing
committee, drug approval committee, formulary or
similar committee (e.g. State Office for Drug
Control and Ministry of Healthcare) or health
insurance company or official service provider /
advisor to any of these committees;

in any other governmental position, including a
position in an international governmental health
organization, such as the WHO (World Health
Organization) or UNICEF.

Provider shall inform in writing, without delay
Sponsor to the extent the status described above in
sec. 23 changes during the term of this Agreement.

If the Provider learns that a conflict of interest
within the meaning of sec. 23 hereof may arise
during the term of this Agreement, it shall inform
without delay Sponsor if requested to do so by
Sponsor, and Sponsor shall be entitled to terminate
this Agreement with immediate effect upon notice
to the Provider.

For transparency reasons the Sponsor is entitled to
inform any requestor about the Provider’s services
under this Agreement as far as the Sponsor is
requested to do so according to applicable legal
regulations.

No term, condition or other provision of any
attachment(s) or addenda to this Agreement shall
supersede any term, condition or other provision of
this Agreement and with respect to any
inconsistency or ambiguity, this Agreement shall
control. This Agreement represents the entire
understanding of the parties and hereby supersedes
all prior understandings and agreements, whether
oral or written, between the parties with respect to
the Services to be performed. This Agreement may
only be amended by a written instrument signed by
both parties. This Agreement is executed in a
bilingual English-Czech version, while in case of
discrepancies between the language versions the
Czech version shall prevail.

This Agreement shall become effective on the date
of its publication in the register of contracts in
accordance with the Act on the Contract Register
(Act No. 340/2015 Coll., as amended; hereinafter

23.2

233

24.

25.

26.

27.

28.
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ovlivnit obchodni zalezitosti Zadavatele nebo jeho
pridruzenych spolecnosti);

¢len nebo osoba jednajici z Gfedniho povéteni
nebo jako poradce komise rozhodujici o tthradach
1é¢iv, o cenach 1éCiv, nebo o registraci 1éCiv,
kategorizaéni komise anebo jiné komise, ¢i
obdobného organu (napi. Statni ustav pro kontrolu
1é¢iv a Ministerstvo zdravotnictvi) nebo zdravotni
pojistovny;

osoba zastavajici jakoukoliv jinou vetrejnou funkci
vcetné funkce v mezinarodni vladni zdravotnické
organizaci, jako je WHO (Svétova zdravotnicka
organizace) nebo UNICEF.

Poskytovatel sluzeb se zavazuje bezodkladné
pisemné informovat Zadavatele o kazdé zméné
stavu popsaného v bodé 23 vyse po celou dobu
trvani této Smlouvy.

Dozvi-li se Poskytovatel sluzeb, ze mize dojit ke
stfetu zajml ve smyslu bodu 23 Smlouvy po dobu
trvani této Smlouvy, informuje o tom neprodlené
Zadavatele a neprodlen¢ pferusi poskytovani
Sluzeb, pokud o to bude Zadavatelem pozadan, a
Zadavatel bude opravnén vypovédeét Smlouvu bez
vypovédni doby.

V souladu s pozadavky na transparentnost je
Zadavatel opravnén informovat jakéhokoli
zadatele 0 Sluzbach poskytovanych
Poskytovatelem sluzeb na zéklad¢ této Smlouvy,
je-li Zadavatel povinen podle pravnich piepisi
takovou informaci poskytnout.

Zadna nalezitost, podminka nebo jiné ustanoveni
jakékoli ptilohy nebo dodatku této Smlouvy
nenahrazuje jakoukoli nalezitost, podminku nebo
ustanoveni této Smlouvy, pficemz v prtipadé
jakéhokoli rozporu nebo pochybnosti je
rozhodujici tato Smlouva. Tato Smlouva
predstavuje uplnou dohodu smluvnich stran a
nahrazuje veskera pfedchozi ustni ¢i pisemna
ujednani mezi smluvnimi stranami ve vztahu ke
Sluzbam, které maji byt poskytnuty. Tuto Smlouvu
lze ménit pouze ve formé& pisemnych dodatkil
podepsanych obéma smluvnimi stranami. Tato
Smlouva je vyhotovena v dvojjazy¢né anglicko-
Ceské verzi, pfiCemz v piipadé rozporu mezi
jazykovymi verzemi je rozhodujici verze v Ceském
jazyce.

Tato Smlouva nabyva u¢innosti dnem uvefejnéni v
registru smluv podle zdkona o registru smluv
(zakon €. 340/2015 Sb., v platném znéni; dale jen
»zakon o registru smluv®). Smluvni strany se



29.

30.

called the “Contract Registry Act”). The
Contracting Parties have agreed that in the extent
required by the applicable legal regulations, in
particular by the Contract Registry Act, this
Agreement will be published in the public register
of contracts by the Provider without undue delay,
however not later than 7 days after its conclusion.
The Provider shall publish the Agreement in the
version, which will be prepared and provided to it
for that purpose by the Sponsor within 2 working
days of its signing, at the latest, namely in a
machine-readable format in electronic form, by
sending it to the e-mail address okh@vfn.cz.
Should the Sponsor fail to fulfil this obligation, the
Provider will be entitled to publish this Agreement
by itself. Notification of the contract register’s
administrator on publication of the Agreement will
be sent to the e-mail address of an authorized
person: XXX.

This Agreement shall be governed by a legal order
of the Czech Republic, excluding its conflict of
laws rules.

The Parties undertake to settle any possible
differences or disputes arising from this
Agreement preferably in an amicable manner.
Should an amicable solution not be attainable, any
conceivable disputes resulting from this
Agreement shall be resolved by ordinary courts of
the Czech Republic.

[The following space is intentionally left blank.]
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29.

30.

dohodly ze v rozsahu, v jakém je to pozadovano
prislusnymi pravnimi piedpisy, zejména zakonem
o registru smluv bude tato Smlouva uvetejnéna ve
vetejném registru smluv Poskytovatelem, a to bez
zbyte¢ného odkladu, nejpozdé€ji viak do 7 dnti od
jejiho uzavieni. Poskytovatel sluzeb uvefejni verzi
této Smlouvy, kterou mu za timto Gcelem pfipravi
a poskytne Zadavatel nejpozdéji do 2 pracovnich
dnti po podpisu této Smlouvy, a to v strojové
c¢itelném formatu v elektronické podobé zaslanim
na emailovou adresu okh@vfn.cz. Pokud
Zadavatel danou  povinnost nesplni, je
Poskytovatel opravnén uvefejnit smlouvu sam.
Notifikace spravce registru smluv o uvefejnéni
Smlouvy bude zaslana na e-mail povétené osoby
XXX.

Tato Smlouva se fidi pravnim fadem Ceské
republiky, s vylou¢enim jeho koliznich norem.

Strany se zavazuji fesit vSechny piipadné rozpory
nebo spory vyplyvajici z této Smlouvy prednostné
smirnym zptusobem. Pokud by nebylo mozné
dosahnout smirného feSeni, budou vSechny
ptipadné spory vyplyvajici z této Smlouvy feSeny
obecnymi soudy Ceské republiky.

[Nasledujici misto je zamerne ponechdno prazdné.]



IN WITNESS WHEREOF, the parties have caused this NA DUKAZ TOHO smluvni strany zajistily, aby tato
Agreement to be executed, by duly authorized Smlouva byla podepsana jejich fadné opravnénymi

representatives, as of the last date written below. zastupci a takto uzaviena k poslednimu z nize
uvedenych dat.
ACCEPTED AND AGREED: PRIJATO A SCHVALENO:

MERCK SHARP & DOHME s.r.o.

BY / PODEPSAL: DATE / DATUM:

NAME / JIMENO:

TITLE / FUNKCE:

VSEOBECNA FAKULTNI NEMOCNICE V PRAZE

BY / PODEPSAL: DATE / DATUM:

NAME / IMENO: XXX

TITLE / FUNKCE: XXX

Page 10 of 11



Exhibit B1/Ptiloha B1
Study Site Budget/ Rozpocet studie pro centrum : 75.072, -K¢&
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