CLINICAL SERVICE AGREEMENT

(For Use in the Czech Republic)

STUDY / SITE NO.

SMLOUVA O POSKYTOVANI SLUZEB

(Pro pouziti v Ceské republice)

STUDIE / CISLO MISTA HODNOCEN{

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
FAKULTNI NEMOCNICI BRNO
Jihlavska 20, 625 00 Brno

Czech Republic
Company ID: 65269705
VAT no.: CZ65269705

represented by MUDr. Ivo Rovny,
(hereinafter called “Provider”)

MBA, director

“XXX” Protocol Number XXX site 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 bone scans (entire
skeleton), excluding reporting and interpretation
(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 Study team member
(hereinafter called "Patient"). If Sponsor is unable
to comply with the Provider’s operating conditions
for using HW and SW in its healthcare facility,
Provider reserves the right not to accept those

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

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

a
FAKULTNI NEMOCNICI BRNO
Jihlavska 20, 625 00 Brno

Ceska republika
ICO: 65269705
DIC: CZ65269705

jednajici MUDr. Ivem Rovnym, MBA, feditelem (dale jen

"Poskytovatel sluzeb")

"XXX” Cislo protokolu XXX €islo mista hodnoceni XXX
(dale jen "Protokol")

Lécivé pripravky jsou hodnoceny dle Protokolu (dale

jen "Studie"). Hodnoceny lé¢ivy pfipravek v ramci

Studie je XXX (dale jen "Léciva").

1. Poskytovatel sluzeb se =zavazuje poskytovat
scintigrafii skeletu s vyjimkou vyhodnoceni a
vytvofeni zpravy (dale jen "Sluzby") pro ucely
Studie v souladu s Protokolem a touto Smlouvou
pouze subjektim hodnoceni, ktefi byli do Studie
zafazeni zkousejicim, ktery je ¢lenem studijniho
tymu (dale jen "Subjekt hodnoceni"). V piipade,
ze nelze ze strany Zadavatele splnit podminky
provozu Poskytovatele sluzeb pro pouziti HW a
SW v jeho zdravotnickém zatizeni, vyhrazuje si
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2.1

requirements of Sponsor that have not been
notified before the execution of this Agreement if
the additional and not submitted configurations
and settings do not comply with the security policy
of Provider, that is acting as the operator of the
essential service information systems under
Section 2(i) of Act No. 181/2014 Coll., on Cyber
Security in healthcare.

For the purposes of the Study Provider agrees to
provide the Sponsor with (i) a curriculum vitae of
XXX (hereinafter called “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 Sponsor will enter into clinical service
agreement with the Person responsible for the
Services for the Study beyond the Services for
which the Provider is responsible under this
Agreement. The Sponsor acknowledges that the level
of remuneration must be in accordance with the
Provider's internal guidelines throughout the duration of
the Study, which is the responsibility of the person
responsible for the Services. The agreement with the
Person responsible for the Services shall, inter alia,
set out the remuneration. The Sponsor represents
that it will not enter into any other agreement with
any employee of the Provider except the one
specified above.

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

Page 2 of 10
Czech Republic Clinical Service Agreement Tracked 2020-01-14

2.1

Poskytovatel sluzeb pravo nepfijmout splnéni
pozadavki  Zadavatele neuvedenych  pied
podpisem  Smlouvy, pokud dodatecné a
nepiedlozené konfigurace a nastaveni budou
v rozporu s bezpecnostni politikou Poskytovatele
sluzeb jako provozovatele informacnich systémut
zakladni sluzby dle § 2 pism. i) zdkona ¢. 181/2014

Sb., o kybernetické bezpecnosti v odvétvi
zdravotnictvi.
Poskytovatel sluzeb se =zavazuje poskytnout

Zadavateli pro ucely Studie (i) zivotopis XXX
(dale jen ,,Osoba zodpovédna za Sluzby*“) ato v
pravidelnych rocnich intervalech nebo pfi
jakékoliv zméng, (ii)) minimalné jednou rocné
kopii potvrzeni o vykonani pravidelné servisni
kontroly véetné certifikatu (pokud se vydava).

Zadavatel uzavie s Osobou zodpovédnou za
Sluzby smlouvu o poskytovani sluzeb pro Studii
nad ramec Sluzeb, za které odpovida Poskytovatel
sluzeb dle této Smlouvy. Smlouva s Osobou
zodpovédnou za Sluzby mj. stanovi odménu.
Zadavatel bere na védomi, ze vySe odmény musi byt po
celou dobu trvani klinického hodnoceni v souladu s
vnitinimi predpisy Poskytovatele, za coz odpovida
osoba zodpovédna za sluzby. Zadavatel prohlasuje,
ze s vyjimkou smlouvy dle pfedchoziho textu
neuzavie zadnou dalsi smlouvu s zadnym
zameéstnancem Poskytovatele sluzeb.

Poskytovatel sluzeb se zavazuje zajistit ucast
Osoby odpovédné za Sluzby a/nebo clent
personalu, ktefi se budou na strané Poskytovatele
sluzeb podilet na poskytovani Sluzeb dle této
Smlouvy, na Skolenich pofadanych Zadavatelem.

Poskytovatel sluzeb se zavazuje, ze na pozadani
zkousejiciho nebo ¢lena studijniho tymu, ktery
provadi Studii, fadné a bez zbytecného odkladu
poskytne Sluzby ve formé a zplsobem uréenym
zkousejicim nebo Protokolem nebo Clenem
studijniho tymu a nasledné¢ bez zbytecného
odkladu poskytne zkousejicimu nebo ¢lenovi
studijniho tymu vysledky Sluzeb, a to ve formé
stanovené Protokolem nebo zkousejicim ¢i ¢lenem

studijniho tymu, ktery provadi Studii ve
zdravotnickém  zafizeni. Zadavatel oznami
Poskytovateli sluzeb jména zkousejicich a clent
studijniho  tymu, kteti provadi Studii ve

zdravotnickém zafizeni.

Poskytovatel sluzeb se zavazuje zajistit, aby Osoba
odpovédna za Sluzby a/nebo c¢lenové personalu
byli obeznameni s pfislusSnymi postupy, které se



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 receives a report of
a serious adverse event, suspicion of a serious or
unexpected effect, and/or other facts serious with
regard to the health of the Patients entered into the
Study which are related to the use of the Drugs, or
Drugs quality complaint, Provider will notify the
Sponsor in accordance with the Protocol.

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
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.

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
in Czech Koruna by bank transfer payable to:

FAKULTNI NEMOCNICI BRNO
address of the Provider / adresa Poskytovatele sluzeb: Jihlavska 20, 625 00 Brno, Ceska republika/ Czech Republic

7.

vztahuji ke Studii. Poskytovatel sluzeb je povinen
poskytovat Sluzby v souladu s platnymi pravnimi
predpisy, pravidly, smérnicemi a profesnimi
standardy uplatiovanymi ve farmaceutickém
pramyslu. V pripadé, Ze Poskytovatel sluzeb
obdrzi informaci o zavazné nezadouci piihodé,
podezieni na zadvazny nebo neocekavany tcinek a
jiné skuteCnosti zavazné pro zdravi Subjektl
zatazenych do Studie souvisejicich s pouzitim
Léciva nebo stiznost na jakost LécCiva, je povinen
tyto informace anebo stiznosti oznamit Zadavateli
v souladu s Protokolem.

Zadavatel se zavazuje zajistit, aby jim povefeny
zastupce pravidelné¢ navstévoval Poskytovatele
sluzeb. Poskytovatel sluzeb se =zavazuje, ze
Zadavatelem povéfenym  zastupcim  (napf.
monitor), Statnimu Ustavu pro kontrolu 1é¢iv,
Utadu pro kontrolu potravin a 16¢iv USA (déle jen
"FDA") ¢i jinému piislusnému kontrolnimu uradu
umozni piistup k piislusné studijni dokumentaci.
Uvedené navstévy zastupci Zadavatele se
uskuteCni po predchozi vzajemné domluve.
Zadavatel nebo jeho opravnéni zastupci jsou
opravnéni provést kontrolu finan¢ni dokumentace
(napf. evidence vykonané prace) vztahujici se k
této Smlouvé za Ttcelem ovéfeni Castek
vyuctovanych podle této Smlouvy.

Zadavatel se zavazuje provést platby za Sluzby
poskytnuté podle této Smlouvy nize stanovenym
zpusobem:

popsanym v piiloze A.

8.

Veskeré platby podle této Smlouvy budou
uhrazeny v korunach ¢eskych formou bankovniho
pfevodu na nize uvedeny ucet Poskytovatele
sluzeb:

bank name and address / nazev a adresa banky: Ceska narodni banka
Bank code / kod banky: 0710
Acc. No /€. Gctu: 71234621

Variable symbol/message for recipient / Variabilni symbol/zprava pro piijemce: 11632022 nebo cCislo faktury/
Invoice number

9.

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
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9.

Platby ze strany Zadavatele za Sluzby poskytnuté
Poskytovatelem sluzeb na zékladé¢ této Smlouvy (i)
predstavuji pfiméfenou trzni hodnotu za takové
Sluzby, (ii) byly sjednany jako transakce v
béznych obchodnich vztazich a (iii) nebyly uréeny
zpusobem, ktery zohledniuje objem nebo hodnotu
jakychkoliv doporuceni nebo jakymkoli jinym



10.

11.

12.

13.

or business otherwise generated between the
parties.

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
Articles 7, 13,14, 15 or 17.

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 Study will receive any
compensation beyond that stated above, except a
compensation payable to Person responsible for
Service under separate agreement between
Sponsor and Person responsible for service.
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.

Page 4 of 10
Czech Republic Clinical Service Agreement Tracked 2020-01-14

10.

11.

12.

13.

zpusobem generovanou obchodni spolupraci mezi
stranami.

Kazda ze smluvnich stran je opravnéna ukoncit
tuto Smlouvu na ziklad¢ pisemného oznameni
doruceného druhé smluvni strané 30 (slovy: tficet)
dnti ptedem. Tato Smlouva nabyva platnosti a
ucinnosti okamzikem podepsani obéma smluvnimi
stranami k poslednimu z dat podpisu uvedenych
nize a pozbyva tcinnosti dokoncenim Studie nebo
na zékladé ukonceni smluvnimi stranami v souladu
s podminkami této Smlouvy. Dokoncenim Studie
nebo ukoncenim této Smlouvy neni zddna smluvni
strana zproSténa svych zavazkl vaci druhé
smluvni stran¢ podle ¢l. 7, 13, 14, 15 nebo 17 této
Smlouvy.

Smluvni strany jsou srozumény stim, 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 provadéni
Studie nemaji narok na jakoukoli odménu nad
ramec plateb uvedenych vyse s vyjimkou odmény
splatné Osobé zodpovédné za sluzby na zakladé
samostatné smlouvy mezi Zadavatelem a Osobou
zodpovédnou za sluzby. Zadavatel neodpovida za
zaplaceni jakychkoliv dani za Poskytovatele
sluzeb nebo spolupracujici personal podilejici se
na Studii (vCetné pfipadnych dani z pfijmu),
pficemz Poskytovatel sluzeb zarucuje, ze splni
veskeré¢ piislusné povinnosti v souvislosti s
takovymi danémi.

Veskeré informace a materialy poskytnuté podle
této Smlouvy Poskytovateli sluzeb Zadavatelem
nebo jeho zastupci nebo vytvoiené podle této
Smlouvy (déle jen "Duvérné informace") jsou
vlastnictvim Zadavatele. Poskytovatel sluzeb je
opravnén pouzivat Dlivérné informace pouze pro
ucely plnéni na zakladé této Smlouvy.
Poskytovatel sluzeb se zavazuje, ze bude Dlveérné
informace uchovavat v tajnosti a tyto poskytne
pouze Osobé zodpoveédné za Sluzby a/nebo clentim
personalu podilejicim se na Studii, a to pouze v
ptipadé potieby a pouze pro ucely plnéni této
Smlouvy. Poskytovatel sluzeb odpovida za
jakékoliv poruseni tohoto ustanoveni o dvérnosti
informaci ze strany svych zaméstnancii nebo
zastupcul.

Poskytovatel sluzeb se zavazuje, Ze umozni
Zadavateli nebo jim povéfené osobé pfistup k
dokumentaci  Studie vedené o subjektech
hodnoceni za ucCelem provéteni splnéni



14.

15.

16.

17.

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.

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 U.S. Copyrights 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.

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
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14.

15.

16.

17.

vSech zavazkli Poskytovatele sluzeb podle této
Smlouvy.

Zadavatel neodpovida za jakékoli pripadné skody
nebo ztraty, které mohou vzniknout v dusledku
nedbalosti Poskytovatele sluzeb, nebo pfi plnéni
Sluzeb a povinnosti Poskytovatele sluzeb podle
této Smlouvy, pficemz se Poskytovatel sluzeb
zavazuje, ze Zadavatele, jeho statutarni zastupce,
vedouci pracovniky a zaméstnance odSkodni a
zajisti proti jakymkoli zalobam, narokiim, jinym
ukonim nebo odpovédnostnim zavazkim v
disledku poruseni povinnosti Poskytovatele
sluzeb podle této Smlouvy nebo v disledku
nedbalosti, nekondni nebo opomenuti ze strany
Poskytovatele sluzeb.

Z4dna ze smluvnich stran neni opravnéna pouZit
nazev druhé smluvni strany v ramci jakékoli
propagace nebo reklamy ani vydat tiskovou zpravu
nebo jinak publikovat ¢i zvefejnit jakékoli
informace vztahujici se k existenci této Smlouvy
nebo podminkam v ni stanovenym bez
predchoziho 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 veskerd vlastnicka prava nalezi
Zadavateli nebo osobé urcené Zadavatelem.
Veskera dila zhotovena na objednavku, tak jak
jsou definovana v zdkoné Spojenych statl
americkych o autorském pravu (U. S. Copyrights),
a veskerd dalsi dila, kterda mohou byt chranéna
podle autorskych zakont, jsou v okamziku jejich
vytvofeni povazovana za postoupena Zadavateli.
Poskytovatel sluzeb zaruCuje, Ze je opravnén
postoupit veskeré objevy, autorskd prava a jina
prava duSevniho vlastnictvi Zadavateli, a dale
souhlasi s tim, Ze podepiSe jakékoli nezbytné
dokumenty ¢i uskutecni jakakoli jind jednani, ktera
bude Zadavatel diivodné pozadovat pro perfekci
téchto prav.

Poskytovatel sluzeb zaruCuje a prohlasuje, ze k
datu podpisu této Smlouvy (i) je opravneén 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 kterd by
jakymkoli zplGsobem omezovala nebo byla
v rozporu se zpusobilosti Poskytovatele sluzeb



18.

19.

20.

21.

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, as required by applicable legal
regulations, covering liability for damage
associated with provision of health care services.
Provider shall produce proof of such insurance
within thirty (30) days of Sponsor’s request.

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
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18.

19.

20.

21.

plnit podminky této Smlouvy. Poskytovatel sluzeb
dale prohlasuje, Ze zadnou takovou smlouvu nebo
dohodu neuzavie po dobu trvani této Smlouvy.

Poskytovatel sluzeb prohlasuje a zarucuje, Ze jemu
ani jeho zastupclim ¢i zaméstnancim 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 péce ani jim
nebyla ulozena obdobna sankce podle pravnich
predpisti Ceské republiky.

Poskytovatel sluzeb prohlaSuje a zarucuje, ze
védomée nevyuzije v zadné funkci, v souvislosti s
jakymikoliv Sluzbami, které maji byt poskytnuty
podle této Smlouvy, jakoukoliv osobu, které bylo
podle pravnich piedpisti 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 obcanil 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 zahraniénich 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 nejmén€ z 50 % vlastnénym osobou
uvedenou na SDN seznamu.

Poskytovatel sluzeb zarucuje a prohlaSuje, ze ma
sjednano pojisténi své odpovédnosti za Skodu
zpusobenou v souvislosti s poskytovanim
zdravotnich sluzeb, jak je vyzadovano pfislusnymi
pravnimi ptfedpisy. Poskytovatel sluzeb ptedlozi
dikaz takového pojisténi do tficeti (30) dnd od
zadosti Zadavatele.

Poskytovatel sluzeb neni opravnén tuto Smlouvu
postoupit jakékoli osobé, podniku, sdruzeni,
spole¢nosti nebo jinému subjektu bez predchoziho
pisemného souhlasu Zadavatele (a to ani na
zaklad¢ zakona, soudnim postupem ¢i jinym
zpasobem), ptficemz takovy souhlas mtze byt z
jakéhokoli divodu odepten. Zadavatel je opravnén

tuto Smlouvu postoupit na kteroukoli svoji
dcefinou, pfidruzenou a/nebo  mateiskou
spoleCnost anebo  kterékoli dcefiné nebo



22.

23.

23.1

23.2

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
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;

23.3 in any other governmental position, including
a position in an international governmental health

22.

23.

23.1

232

233
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pridruzené spolecnosti své matetské spolecnosti (a
to i na zakladé zakona, soudniho postupu ¢i jinak)

bez predchoziho pisemného souhlasu
Poskytovatele sluzeb.
Poskytovatel sluzeb souhlasi, Ze neprovede

jakoukoliv  vyplatu, pfimo nebo neptimo,
penéznich prostfedki nebo jinych majetkovych
hodnot (dale spolecné jen ,Platba*) jakékoliv
Utedni osobg (jak je tato definovana nize), pokud
by meéla byt takova Platba provedena za ucelem
ovlivnéni rozhodovani nebo jednani vztahujicimu
se k predmétu této Smlouvy nebo jakémukoliv
jinému aspektu podnikatelské Cinnosti Zadavatele.
Pojmem ,,U¥edni osoba“ se rozumi (i) zastavajici
funkci nebo zaméstnand v organu vefejné moci
nebo v mezinarodni organizaci vytvorené subjekty
mezinarodniho prava vefejného, (ii) jakakoliv
osoba jednajici v Ufednim postaveni pro nebo
v zastoupeni jakéhokoliv organu 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 clanku 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 kromée nize uvedeného on
ani zadny z jeho statutdrnich orgént, vedoucich
pracovniki ¢i zamestnanci 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 osob&é umoznovaly ovliviiovat obchodni
zalezitosti Zadavatele nebo pridruzené spolecnosti
Zadavatele, a to jako:

Utedni osoba (véetnd vztahu k Ufedni osobg,
v jehoz disledku by tato Utedni osoba mohla
ovlivnit obchodni zalezitosti Zadavatele nebo jeho
pridruzenych spolecnosti);

¢len nebo osoba jednajici zGfedniho povéteni
nebo jako poradce komise rozhodujici o tthradach
1é¢iv, o cendch 1éCiv, nebo o registraci 1éCiv,
kategorizatni komise anebo jiné komise, C¢i
obdobného organu (napf. Statni Gstav pro kontrolu
1é¢iv a Ministerstvo zdravotnictvi) nebo zdravotni
pojistovny;

osoba zastavajici jakoukoliv jinou vefejnou funkci
véetné funkce v mezinarodni vladni zdravotnické



24.

25.

26.

27.

28.

organization, such as the WHO (World Health
Organization) or UNICEF.

If Provider is an individual, Provider shall notify
Sponsor in case Provider or according to
Provider’s best knowledge Provider's immediate
family relatives (including married and unmarried
spouse; siblings, children, parents, grandparents)
are employed or engaged, whether paid or unpaid,
in any of the following entities in a capacity that
could allow the individual to influence the business
of the Sponsor or its affiliates: (a) as government
official (including a relationship with a
governmental official which could cause the
official to influence the business of the Sponsor);
(b) on or serving in an official advisory capacity to
any reimbursement committee, pricing committee,
drug approval committee, formulary or similar
committee; (c) 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 or in sec. 24 changes during the term of this
Agreement.

If the Provider learns that a conflict of interest
within the meaning of sec. 24 or of sec. 25 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
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24.

25.

26.

27.

28.

organizaci, jako je WHO (Svétova zdravotnicka
organizace) nebo UNICEF.

Je-li Poskytovatel sluzeb fyzickd osoba, oznami
Zadavateli, pokud on sam nebo podle jeho
nejlepSich védomosti osoby jemu blizké (vcetné
jeho manzelky a druzky, sourozenca, déti, rodica a
prarodicll) jsou v pracovnépravnim nebo jiném
vztahu, at’ vykonavaném za odménu nebo
bezplatné, k nékterému z nasledujicich organt, a to
v postaveni, které jim umoziuje ovlivnit
podnikatelskou ¢innost Zadavatele nebo jeho
pridruzenych spolecnosti: (a) ufedni osoba (vcetné
vztahu k ufedni osobé, na jehoz zaklad¢ by mohla
tato osoba ovlivnit podnikatelskou c¢innost
Zadavatele); (b) clen nebo poradce jakékoliv
komise rozhodujici o thradach 1éCiv, cené 1éCiv,
registraci 1éCiv, kategorizacni nebo obdobné
komise; (c) jakakoliv jina vefejna funkce, vcetné
funkce v mezindrodni 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 bodech 23 nebo 24 vyse po
celou dobu trvani této Smlouvy.

Dozvi-li se Poskytovatel sluzeb, ze mtze dojit ke
stietu z4jma ve smyslu bodt 24 nebo 25 Smlouvy
po dobu trvani této Smlouvy, informuje o tom
neprodlené¢ Zadavatele a neprodlené¢ prerusi
poskytovani Sluzeb, pokud o to bude Zadavatelem
pozadan, a Zadavatel bude opravnén vypovédét
Smlouvu bez vypovedni doby.

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

Zadna nalezitost, podminka nebo jiné ustanoveni
jakékoli prilohy nebo dodatku této Smlouvy
nenahrazuje jakoukoli nalezitost, podminku nebo
ustanoveni této Smlouvy, pficemz v ptipadé
jakéhokoli rozporu nebo pochybnosti je
rozhodujici tato Smlouva. Tato Smlouva
predstavuje uplnou dohodu smluvnich stran a
nahrazuje veskera predchozi ustni ¢i pisemna
ujednani mezi smluvnimi stranami ve vztahu ke
Sluzbam, které maji byt poskytnuty. Tuto Smlouvu
Ize ménit pouze ve formé pisemnych dodatkd
podepsanych obéma smluvnimi stranami. Tato
Smlouva je vyhotovena v dvojjazy¢éné anglicko-
Ceské verzi, pricemz v piipadé rozporu mezi



discrepancies between the language versions the jazykovymi verzemi je rozhodujici verze v ceském
Czech version shall prevail. jazyce.

[The following space is intentionally left blank.] [Nasledujici misto je zamérné ponechano prazdné.]
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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 fadn¢ 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 / IMENO: XXX

TITLE / FUNKCE: XXX

FAKULTNIi NEMOCNICI BRNO

BY / PODEPSAL: DATE / DATUM:

NAME / JMENO: MUDr. Ivo Rovny, MBA

TITLE / FUNKCE: Director / feditel
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