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Clinical Service Agreement
in support of a Clinical Site
(Czech Republic)

This is an Agreement between the INSTITUTE
FOR CLINICAL AND EXPERIMENTAL
MEDICINE, Videiiska 1958/9, Prague 4, Zip
Code: 140 21 Czech Republic, company Id.:
00023001, tax ID: CZ00023001, bank details:

I ccount  number

_epresented by MUDr. Ales
Herman, Ph.D., Director (hereinafter the
“Provider”),

and

MERCK SHARP & DOHME, S.R.O., with its
address at Evropska 2588/33a, Prague 6, ZIP code
160 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 USA (hereinafter the "Sponsor").

he "Protocol").

Drugs are evaluated under the Study _

(hereinafter the "Study"). The drugs under the study
are (“Drugs”).

1. Provider agrees to perform bone scans (entire
skeleton) including subsequently completing an
evaluation and authoring a report (hereinafter the
"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 only "Patient™).

Provider will perform above mentioned
examination at the request of the investigator who
is a study team member or an authorized member
of study team. After this examination Provider
provides the investigator who is a member of the
study team or an authorized member of study

c Confidential

Smlouva o poskytovani sluzeb
v klinickém hodnoceni

Tuto smlouvu uzaviraji INSTITUT KLINICKE
A EXPERIMENTALNI MEDICINY, Videiiska
1958/9, PSC 140 00 Praha 4, Cesk4 republika,
1ICO: 00023001, DIC: CZ00023001, bankovni

spojcni: [N iso Gl
h zastoupeny MUDr. Alesem
Hermanem, Ph.D., feditelem (dale jen
"Poskytovatel sluzeb"),

a

MERCK SHARP & DOHME, S.R.O., sc
sidlem Evropska 2588/33a, Praha 6, PSC 160 00,
Ceska republika, IC: 284 62 564, DIC: CZ 284 62
564, zapsand v obchodnim rejstitku vedeném
Méstskym soudem v Praze (oddil C, vlozka
143294), jednajici svym jménem na Zzadost
spole¢nosti Merck Sharp & Dohme Corp., se
sidlem at One Merck Drive, Whitehouse Station,
New Jersey 08889 USA (dale jen "Zadavatel").

(dale jen ,,Protokol*).

Lé¢ivé piipravky jsou hodnocené v ramci

Klinického hodnoceni (dale jen

"Klinické  hodnoceni").  Hodnoceny  [éCivy

fipravek v ramci Klinického hodnoceni je i
dale jen "Lék").

1. Poskytovatel sluzeb se zavazuje provadét
scintigrafie skeletu v¢etné nasledné provedeného
vyhodnoceni a vytvofeni zpravy (dale jen
"Sluzby") pro ucely Klinického hodnoceni v
souladu s Protokolem a touto Smlouvou pouze
subjektim hodnoceni, ktefi byli do Studie
zatazeni zkouSejicim, ktery je ¢lenem studijniho
tymu  (dale jen  "Subjekt  hodnoceni").
Poskytovatel sluzeb provede vySe uvedené
vySetfeni na zaklad€ zadosti zkousejiciho, ktery
je €lenem studijniho tymu nebo povéfeného ¢lena
studijniho tymu. Po provedeni vySetfeni poskytne
Poskytovatel sluzeb zkousejicimu, ktery je ¢lenem
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team with an evaluation of this examination
including report and scans burned on CD labeled
with number of clinical trial.

2. For the purposes of the Study Provider agrees
to provide the Sponsor with (i) a curriculum vitae
of manager 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.

Provider agrees to ensure the presence of the staff
used by Provider for providing Services under this
Agreement on the training organized by the
Sponsor. All expenses related to Sponsor-
organized staff training will be covered by
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 in writing the
names of the investigators and Study team
members who execute the Study in the medical
facility to Provider.

3. Provider agrees to ensure that affiliated 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 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.

c Confidential

studijntho tymu nebo povéfenému ¢lenu
studijniho tymu, vyhodnoceni vySetfeni vcetné
zpravy a snimky nahrané na CD nosi¢i oznaeném
¢islem klinického hodnocent.

2. Poskytovatel sluzeb se zavazuje poskytnout
Zadavateli pro ucely Klinického hodnoceni (i)
zivotopis vedouciho pracovnika zodpovédného za
Sluzby a to v pravidelnych roénich intervalech
nebo pti jakékoliv zméné, (ii) minimalné jednou
rocné kopii potvrzeni o vykonani pravidelné
servisni kontroly vdetné certifikatu (pokud se
vydava).

Poskytovatel sluZeb se zavazuje zabezpedit ucast
pracovnik, ktefi se budou podilet na poskytovani
Sluzeb dle této Smlouvy, na skolenich pofadanych
Zadavatelem. Jakékoliv naklady souvisejici se
Skolenim  porfddanym  Zadavatelem  nese
Zadavatel.

Poskytovatel sluZeb se zavazuje, Ze na poZzadani
zkousejiciho nebo ¢lena studijniho tymu, ktery
provadi Klinické hodnoceni, fadné a bez
zbyteéného odkladu poskytne Sluzby ve formé a
zpusobem uréenym zkousejicim nebo Protokolem
nebo ¢lenem studijniho tymu a nasledné bez
zbyte¢ného odkladu poskytne zkousejicimu nebo
¢lenovi studijniho tymu vysledky Sluzeb, a to ve
formé stanovené Protokolem nebo zkous$ejicim &i
Clenem studijniho tymu, ktery provadi Klinické
hodnoceni ve zdravotnickém zafizeni., Zadavatel
pisemné ozndmi Poskytovateli sluzeb jména
zkouSejicich a ¢lenG studijniho tymu, ktefi
provadi Klinické hodnoceni ve zdravotnickém
zafizend,

3. Poskytovatel sluzeb se zavazuje zabezpecit, aby
spolupracujici  personal byl obezndmen s
piisluSnymi postupy, které se vztahuji ke
Klinickému hodnoceni. Poskytovatel sluzeb je
povinen poskytovat Sluzby v souladu s platnymi
pravnimi ptedpisy, pravidly, smérnicemi a
profesnimi  standardy  uplatiovanymi  ve
farmaceutickém  primyslu. V pfipadé, Ze
Poskytovatel sluzeb obdrzi informaci o zdvazné
nezadouci piihodé, podezieni na zavazny nebo
neofekdvany 0¢inek a jiné skuteCnosti zavazné
pro zdravi pacienti zafazenych do Klinického
hodnoceni souvisejicich s pouzitim Léku nebo
stiZznost na jakost Léku, je povinen tyto informace
anebo stiznosti oznamit Zadavateli v souladu s
Protokolem.
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4, Sponsor agrees that its designated
representative visits the Provider at regular
intervals. The Provider agrees to give the
Sponsor’s designated monitor, State Institute for
Drug Control, “United States Food and Drug
Administration (hereinafter "FDA"), or any other
applicable regulatory authority access to relevant
Study documentation particularly documentation
relevant to examinations (bone scans (entire
skeleton), including the subsequent evaluation and
report). Such visits 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.

5. Sponsor agrees to make payments for Services
provided out in the above paragraphs, as outlined
in Attachment A.

6. All payments under this agreement shall be
made in Czech Koruna by bank transfer payable
to:
Institute for Clinical
Medicine

Videtiska 1958/9, ZIP code: 140 21, Prague 4,
Czech Republic,

Company Id.:
tax ID:

Bank:

Bank account:
IBAN number:
Swift Code:

and Experimental

00023001
C700023001

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 gencrated between the
parties.

7. 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

C confidential

4, Zadavatel se zavazuje zabezpelit, aby jim
povéfeny zdstupce pravidelné¢ navitévoval
Poskytovatele sluZzeb. Poskytovatel sluzeb se
zavazuje, 7e Zadavatelem povéfenému
monitorovi, Statnimu ustavu pro kontrolu léCiv,
Utadu pro kontrolu potravin a [é¢iv USA (dale jen
"FDA") &i jinému regulatornimu organu umozni
pfistup k prislusné studijni dokumentaci zejména
dokumentaci tykajici se danych vySetfeni
(scintigrafie skeletu v&etnd nasledné provedeného
vyhodnoceni a vytvofeni zpravy). Uvedené
navstévy se uskuteéni na zdkladé¢ predchozi
dohody. Zadavatel nebo jeho opravnéni zastupci
jsou opravnéni provést kontrolu finanni
dokumentace (napf. evidence vykonané price)
vztahujici se k této Smlouvé za tdelem ovéieni
Sastek vyudtovanych podle této Smlouvy.

5. Zadavatel se zavazuje provést platby za Sluzby
poskytnuté podle piedchozich odstavell nize
stanovenym zpUsobem:

popsanym v ptiloze A.

6. Veskeré platby podle této Smlouvy budou
uhrazeny v korunach &eskych formou bankovniho
pievodu na niZe uvedeny Ucet:

Institut klinické a experimentalni mediciny
Videniska 1958/9, PSC: 140 21, Praha 4 , Ceska
Republika,

IC: 00023001,
DIC: 700023001
Banka:
Cislo uétu:
IBAN number:
Swift Code:

Platby ze strany Zadavatele za sluzby poskytnuté
Poskytovateli sluzeb na zéklad¢ této Smlouvy (i)
predstavuji piiméfenou trzni hodnotu za takové
Sluzby, (ii) byly sjednany jako transakce
v b&znych obchodnich vztazich a (iii) nebyly
uréeny zplsobem, ktery zohlediiuje objem nebo
hodnotu jakychkoliv doporudeni nebo jakymkoli
jinym  zplGsobem  generovanou  obchodni
spolupraci mezi stranami.

7. Kterdkoli ze smluvnich stran je opravnéna
ukonéit tuto Smlouvu pisemnou vypovédi
dorudenou druhé smluvni strang, a to s vypovédni
dobou 30 (slovy: tiicet) dni ode dne jejiho
dorudeni, Tato Smlouva nabyva platnosti a
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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 4,9, 10, 11 or 13.

8. 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. 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 fulfill all applicable obligations regarding
such taxes.

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

The provider may use only Confidential
Information for performance under this
Agreement. The provider shall keep the

Confidential Information strictly confidential and
shall disclose it only to associated 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.

10. The Provider agrees to allow Sponsor or its
designee access to the Study documentation
maintained with regard to the Patient, in particular
documentation related to the examinations (bone
scans (entire skeleton), including the subsequent
evaluation and report) to check that Provider has
complied with its all of its obligations herein.

c Confidential

Uginnosti okamzikem jejiho podpisu obéma
smluvnimi stranami, a to k poslednimu z dat
podpisu uvedenych niZe a pozbyva ucinnosti
dokon&enim Klinického hodnoceni nebo na
zékladé jejiho ukoneni smluvnimi stranami v
souladu s  podminkami této  Smlouvy.
Dokonéenim  Klinického  hodnoceni  nebo
skondenim této Smlouvy neni Zadna smluvni
strana zpro$téna svych zavazkt viaci druhé
smluvni strané podle ¢&l. 4, 9, 10, 11 nebo 13 této
Smlouvy.

8. Smluvni strany jsou srozumény s tim, Ze pfi
poskytovani  odbornych  sluZeb  Zadavateli
vystupuje Poskytovatel sluzeb jako nezavisly
kontrahent a nikoli jako zaméstnanec Zadavatele.
Poskytovatel sluZeb jako nezavisly kontrahent ani
spolupracujici persondl podilejici se na provadéni
Klinického hodnoceni nemaji narok na jakoukoli
odménu nad ramec plateb uvedenych vyse.
Zadavatel neodpovid4d za zaplaceni jakychkoliv
dani za Poskytovatele sluzeb nebo spolupracujici
persondl podilejici se na Klinickém hodnoceni
(véetné ptipadnych dani z prijmu), pficemz
Poskytovatel sluzeb zaruduje, ze splni veskeré
piisluiné povinnosti v souvislosti s takovymi
danémi.

9. Veskeré informace a materidly poskytnuté

podle této Smlouvy Poskytovateli sluzeb
Zadavatelem nebo jeho zastupci nebo vytvoifené
podle této Smlouvy (dale jen "Divérné
informace")  jsou vlastnictvim  Zadavatele.
Poskytovatel sluzeb je opravnén pouZivat

Divérné informace pouze pro Ucely plnéni této
Smlouvy. Poskytovatel sluzeb se zavazuje, Ze
bude Davérné informace uchovavat v tajnosti a
tyto poskytne pouze spolupracujicimu personalu
podilejicimu se na Klinickém hodnoceni, a to
pouze v piipadé potieby a pouze pro Ucely plnéni
této Smlouvy. Poskytovatel sluzeb odpovida za
jakékoliv poruseni tohoto ustanoveni o diivérnosti
informaci ze strany svych zaméstnancii nebo
zastupctl.

10. Poskytovatel sluZeb se zavazuje, Ze umozni
Zadavateli nebo jim povéfené osobé pfistup k
dokumentaci Klinického hodnoceni vedené o
subjektech hodnoceni, zejména k zaznamim o
provedeni vySetfeni (scintigrafie skeletu vCetné
vyhodnoceni a zpravy) za ucelem provéfeni
splnéni v8ech zavazki Poskytovatele sluZzeb podle
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11. 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.

12. 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.

13. 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.

14. 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

c Confidentiat

této Smlouvy.

11. Zadavatel neodpovida za jakékoli pfipadné
Skody nebo ztraty, které mohou vzniknout
v disledku nedbalosti Poskytovatele sluzeb, nebo
pfi plnéni sluzeb a zavazkl Poskytovatele sluzeb
podle této Smlouvy, pfiCemz se Poskytovatel
sluzeb zavazuje, ze Zadavatele, jeho statutarni
zastupce, vedouci pracovniky a zamé&stnance
odskodni a zajisti proti jakymkoli Zalobam,
narok(im, jinym 0konim nebo odpovédnosti v
dusledku poruseni zavazkli Poskytovatele sluZeb
podle této Smlouvy nebo v disledku nedbalosti,
nekondni nebo opomenuti ze strany Poskytovatele
sluzeb.

12. Zadnd ze smluvnich stran neni oprdvnéna
pouzit nadzev druhé smluvni strany v ramci
jakékoli propagace nebo reklamy ani vydat
tiskovou zpravu nebo jinak publikovat ¢i zvetejnit
jakékoli informace vztahujici se k existenci této
Smlouvy nebo podminkam v ni stanovenym bez
pfedchoziho pisemného souhlasu druhé smluvni
strany.

13. Veskeré koncepty, objevy, myslenky,
patentova prava, udaje, zpravy, ochranné zndmky
a autorskd prava, kterd 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
vlastnicka prava nalezi Zadavateli nebo osobé
uréené Zadavatelem. Veskera dila zhotovend na
objednavku, tak jak jsou definovana v autorském
pravu  Spojenych  statd  americkych (U.S.
Copyrights), a veskera dalsi dila, kterd mohou byt
chranéna podle autorskych zdkon®, jsou v
okamZiku jejich vytvofeni povaZovana za
postoupend  Zadavateli. Poskytovatel sluZzeb
zaruduje, Ze je opravnén postoupit veskeré objevy,
autorska prava a jina pradva duSevniho vlastnictvi
Zadavateli, a dale souhlasi s tim, Ze podepise
jakékoli nezbytné dokumenty ¢&i uskutecni
jakékoli dalsi kroky, které bude Zadavatel
divodné pozadovat pro perfekci téchto prav.

14. 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
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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.

15. 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.

16.  Provider warrants and represents that
Provider has insurance sufficient to cover the
Provider’s obligations and/or any liability
assumed by Provider under this Agreement.
Provider shall produce proof of such insurance
within thirty (30) days of Sponsor’s request.

17.
a) Person designated by the Provider to supervise

above described service on the part of Provider is:
Institut klinické a

experimentalni mediciny, Videtiska 1958/9, 140
21 Prague 4, Czech Republic

b) Designated contact for this Study, on the iart

of Thomayerova Nemocnice, is

ideriska 800, Prague 4, Czech
Republic

18. 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

c Confidential

jakoukoli tfeti stranou, ktera by byla v rozporu s
touto Smlouvou a/nebo plnénim podle této
Smlouvy a ktera by jakymkoli zpisobem
omezovala nebo byla v rozporu se zpiisobilosti
Poskytovatele sluzeb plnit ustanoveni této
Smlouvy. Poskytovatel sluzeb dale prohlasuje, ze
Zadnou takovou smlouvu nebo dohodu neuzavie
po dobu trvani této Smlouvy.

15. Poskytovatel sluzeb prohlasuje a zarucuje, Ze
jemu ani jeho =zastupcim ¢i zaméstnancim
podilejicim se na poskytovani Sluzeb podle této
Smlouvy nebyl zakdzan vykon d&innosti podle
ustanoveni Federdlniho zdkona o potravinach,
léCivech a kosmetice ani nebyli vyloudeni z
federalniho programu zdravotni péée ani nebyla
uloZena obdobna sankce podle pravnich predpisi
Ceské republiky.

16. Poskytovatel sluzeb zarucuje a prohlasuje, ze
ma sjednano pojisténi v rozsahu dostadujicim k
pokryti jeho zavazkl a/nebo povinnosti pfijatych
podle této Smlouvy. Poskytovatel sluzeb piedlozi
dikaz takového pojisténi do tficeti (30) dnt od
zé4dosti Zadavatele.

17.
a) Osobou ur¢enou Poskytovatelem sluzeb pro
dohled nad poskytovanou sluzbou je na strané

Poskytovatele sluzeb:
Institut klinické a

experimentélni mediciny, Videniska 1958/9,
14021 Praha, Ceské republika

b) Kontaktni osobou pro tuto Studie na Strané
Thomayerovy nemocnice j

Thomayerova
nemocnice, Videniskda 800, Praha 4, Ceska
republika

18. Poskytovatel sluzeb neni opravnén tuto
Smlouvu postoupit jakékoli osobé, firmé,
sdruzeni, spoleénosti nebo jinému subjektu bez
predchoziho pisemného souhlasu Zadavatele (a to
ani na zdkladé¢ zakona, soudnim postupem ¢&i
Jjinym zplisobem), ptiCemZ takovy souhlas miize
byt z jakéhokoli divodu odepien. Zadavatel je
opravnén tuto Smlouvu postoupit na kteroukoli
svoji dcefinou, pridruzenou a/nebo matefskou
spoleCnost anebo  kterékoli dcefiné nebo
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process or otherwise) without the prior written
consent of Provider, but shall use reasonable
efforts to provide Provider with notice of such
assignment.

19.

A. The parties acknowledge that this Agreement
is a mandatorily published contract pursuant to
Act No. 340/2015 Coll. (the Act on the Contract
Register). The parties have agreed that publication
of this Agreement in the Contract Register
pursuant to Section 5 par. 1 of this Act shall be
performed by the Provider without undue delay,
however not later than 30 days after its
conclusion. Without undue delay, Sponsor shall
deliver to Provider the final version of documents
(with redaction) which are subject of publication.
Sponsor shall not be authorized to publish this
Agreement.

B. The Provider is further obliged to fulfill the
conditions necessary for delivery of a
confirmation of the publication by the Register
administrator also to the other party.

C. The parties understand that the information
constituting business secrets of the parties and
other information that is not subjected to the
obligation of disclosure, is redacted before the
Agreement is sent for publication. Therefore, the
parties agree that before publication Sponsor shall
ensure protection of personal data (including
given name, surname, any type of ID numbers,
birthdates, addresses, telephone, bank accounts,
etc.) of any individual referred to in the
Agreement in accordance with the applicable
privacy laws and blind, in particular and if
applicable, the number of the Study subjects and
planned Study start and completion dates set forth
in the Agreement as well as any confidential
information of the Sponsor and/or relating to the
Study set forth in the Study Protocol and the
Study Budget, which form integral parts of the
Agreement, and/or in the Sponsor’s clinical trial
insurance policy (if and insofar as the insurance
policy forms part of the Agreement).

20. Provider agrees that it will not make any

payment, either directly or indirectly, of money or
other assets (collectively “Payment”) to any

c Confidential

ptidruZené spolecnosti své matetské spoleénosti (a
to i na zaklad€ zakona, soudniho postupu ¢i jinak)
bez predchoziho  souhlasu  Poskytovatele,
Zadavatel vSak vyvine pfiméfené usili k tomu,
aby Poskytovatele o této skute¢nosti informoval.

19.

A. Strany uznavaji, Ze tato Smlouva je povinné
uvefejiovanym dokumentem podle zdkona ¢&.
340/2015 Sb. (zakon o registru smluv). Strany se
dohodly, Ze wuvefejnéni této  Smlouvy
prostfednictvim registru smluv podle § 5 odst. 1
citovaného zakona bude provedeno
Poskytovatelem sluzeb bez zbyte¢ného odkladu,
nejpozdéji vSak do 30 dnl od jejiho uzavieni.
Zadavatel doruéi Poskytovateli sluZzeb bez
zbyte¢ného odkladu koneénou verzi dokumentt
(se znecitelnénymi ¢astmi), které jsou pfedmétem
uvefejnéni. Zadavatel neni opravnén k uvefejnéni
této Smlouvy.

B. Poskytovatel sluzeb je dale povinen splnit
podminky nezbytné k tomu, aby potvizeni o
uvefejnéni Smlouvy bylo dorudeno spravcem
registru smluv také ostatnim Stranim.

C. Strany jsou srozumény s tim, Ze informace
tvofici obchodni tajemstvi Stran a dal$i informace,
které nepodléhaji povinnosti uveiejnéni, budou
pted odeslanim  Smlouvy k  uvefejnéni
znelitelnény. S ohledem na uvedené Strany
souhlasi s tim, Ze Zadavatel pied uvefejnénim
zajisti ochranu osobnich udaji (véetn& jména a
piijmeni, jakéhokoliv typu identifikadnich udajt,
dat narozeni, adres bydlisté, telefonnich d&isel,
bankovnich uctii apod.) jakékoli fyzické osoby
zminéné ve Smlouvé v souladu s pravnimi
piedpisy na ochranu osobnich 0idaji a zneéitelni
zejména pocet Subjektd hodnoceni zafazenych do
Studie, planovana data zahdajeni a ukon¢eni Studie
uvedena ve Smlouvé, jakoz i jakoukoliv diivérnou
informaci Zadavatele anebo vztahujici se ke
Studii obsaZenou v Protokolu Studie a rozpodtu
Studie, které tvori nedilné souasti Smlouvy,
anebo v pojistné smlouvé Zadavatele (za
ptedpokladu, Ze takova pojistna smlouva je
soucasti Smlouvy).

20. Poskytovatel sluZeb souhlasi, Ze neprovede
jakoukoliv  vyplatu, pfimo nebo nepfimo,

pené€Znich prostfedkti nebo jinych majetkovych
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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.

21.

A. Provider represents and warrants that, other
than as set forth below, 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
Merck & Co., Inc. ("Merck"), the Sponsor's,
MSD's, or MSD's affiliate business:

(a) as government official (including a
relationship with a governmental official
which could cause the official to influence
the business of the Sponsor or any of the

company from the Merck/MSD group;

(b) 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;

c Confidential

hodnot  (spoleéné  ,Platba®)  jakémukoliv
Verejnému funkcionati (jak je tento definovan
nize), pokud by méla byt takové Platba ¢inéna za
tcelem ovlivnéni rozhodovani nebo jednani
vztahujicimu se k pfedmétu této Smlouvy nebo

jakémukoliv ~ jinému aspektu podnikatelské
Cinnosti  Zadavatele.  Terminem  , Vefejny
funkcionar” se rozumi (i) jakykoliv funkcionaf
nebo  zaméstnanec  vladni nebo  vefejné
mezinarodni organizace, (ii) jakékoliv osoba
jednajici v afednim  postaveni pro  nebo
v zastoupeni jakékoliv vladni nebo vefejné
mezindrodni organizace a (iii) jakykoliv
funkciondf politické strany nebo kandidat

politického Uradu. Poskytovatel sluzeb neprodlené
oznami jakékoliv poruseni pozadavkl obsazenych
v tomto Clanku Zadavateli a souhlasi s tim, Ze
zptistupni Zadavateli a jeho zastupcim ke
kontrole veskeré relevantni zaznamy a dalsi
dokumentaci tykajici se poruseni.

21

A. Poskytovatel sluzeb prohlasuje a zarucuje, Ze
kromé nize uvedeného Zadny z jejich statutarnich
organd, vedoucich pracovniki ¢i zaméstnancl
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
umozniovaly ovlivilovat obchodni zéleZitosti
Merck & Co., Inc. (,,Merck”), zadavatele, MSD,
matefské spole€nosti MSD, dcefiné nebo
sesterské spoleénosti MSD zejména, Ze:

(a) neni Urednikem spravniho organu anebo
organu  samospravniho celku  nebo
zdravotni pojisStovny (at uz jde o
jmenovanou funkci ¢i nikoliv, sem spada i
vztah k takové osobé, na jehoz zakladé by
dany zaméstnanec mohl ovliviiovat
obchodni zéleZitosti zadavatele anebo
spole¢nosti ze skupiny Merck/MSD);

(b) neni ¢lenem jakékoliv komise rozhodujici
o uhradach 1é¢iv, o cenach 1lééiv, nebo
schvalujici registraci 1é¢iv, kategorizacni
komise anebo jiné komise, ¢i podobného
organu v ramci spravniho orgénu (napf.
Statniho ustavu pro kontrolu Iédiv a
ministerstva zdravotnictvi) nebo zdravotni
pojistovny, anebo oficidlni poskytovatel
sluzeb/poradce jakékoliv z téchto komisi
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(©) in any other governmental position,
including a position in an international
governmental health organization, such as
the WHO (World Health Organization) or

UNICEF.

B. Provider will advise the Sponsor to the extent
the status described above in lett. i), ii) and iii)
changes during the term of this Agreement.

C. In the event of a conflict of interest arises
during the term of this Agreement, Provider shall
disclose it to the Sponsor and shall immediately
cease to work requested to do so by the Sponsor,
and the Sponsor shall be entitled to terminate this
Agreement with immediate effect upon notice to
the Institution.

D. 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
statutory law or any other public rule.

E.  Without waiving confidentiality provisions,
Provider agrees to disclose the nature of
Provider's relationship with Sponsor to the entities
listed above or any other such entities and comply
with any conflict of interest policies of such
entities. In addition, Provider will as directed by
Sponsor: (a) refrain for a specified period of time
from participating in decisions that could impact
Sponsor’s or its affiliates business; (b) seck prior
approval from such entity before entering into this
Agreement; and/or (c) disclose the business
relationship with the Sponsor to such entity prior
to each time participating in any decision which
could have an impact on the business of Sponsor
or its affiliates.

22. 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

nebo orgéanu;

(¢) nezastava jakoukoliv jinou vefejnou
funkei véetné funkce v mezinarodni vladni
zdravotnické organizaci, jako je WHO
(Svétova zdravotnickd organizace) nebo
UNICEF.

B. Poskytovatel sluZeb se zavazuje bezodkladné
pisemné informovat Zadavatele o kazdé zmené
stavu popsaného v bodech (a), (b) a (c) vySe po
celou dobu trvani smlouvy o klinickém
hodnoceni.

Cs V piipadé, ze dojde k jakémukoliv vzniku
konfliktu zajmi b&hem doby platnosti této
smlouvy, Poskytovatel sluzeb se zavazuje sdélit
ptislusné okolnosti Zadavateli a okamzit¢ prerusi
price na dile, pokud o to bude Zadavatelem
pozadan, a Zadavatel bude opravnén okamZité
odstoupit od smlouvy.

D. Z duvoda transparentnosti je Zadavatel
opravnén informovat jakéhokoli Zadatele o
sluzbach Poskytovatele sluzeb poskytovanych na
zékladé této smlouvy, pokud je tak Zadavatel
povinen uéinit v souladu pravnimi predpisy.

E. Aniz by tim byly dotéeny povinnosti
Poskytovatele zachovavat divérnost, Poskytovatel
se zavazuje zvefejnit povahu svého vztahu se
Zadavatelem subjektim uvedenym vyse nebo
jakychkoliv jinych takovych subjektl, v souladu s
piipadnym stietem z4jmu téchto subjektd. Kromé
toho se Poskytovatel podle pokynti Zadavatele:
(a) zdrZi po ur€itou dobu G¢asti na rozhodnutich,
kterd by mohla ovlivnit Zadavatele nebo jeho
dcefiné spoleénosti; (B) vyzada si souhlas od
takového subjektu pied uzavienim této smlouvy; a
/' nebo (c) zveiejni obchodni vztah se
Zadavatelem pfislu$nym subjektl pred tim neZ
budou rozhodovat o zalezitostech, které by mohly
mit dopad na podnikéni Zadavatele nebo jeho
dcetinych spolecnosti.

22.  Z4dna nalezitost, podminka nebo jiné
ustanoveni jakékoli pfilohy nebo dodatku této
Smlouvy nenahrazuje jakoukoli naleZitost,
podminku nebo ustanoveni této Smlouvy, pfi¢emz
v piipadé jakéhokoli rozporu nebo pochybnosti je

shall control. This Agreement represents the entite  rozhodujici tato  Smlouva. Tato  Smlouva
understanding of the parties and hereby

c Confidential



and

supersedes  all  prior  understandings
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.

23. This Agreement shall be governed by and
construed in accordance with the laws of the
Czech Republic, in particular by the relevant
provisions of Act No. 89/2012 Coll., the Civil
Code as amended. Any conceivable disputes
resulting from this Agreement, which cannot be
resolved in an amicable manner by the parties,
shall be finally resolved by ordinary courts of the
Czech Republic.

[The following space intentionally left blank.]

MK-3475-427, 1IKEM, site 2100 MUDr. Buchler
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ptedstavuje uplnou dohodu smluvnich stran a
nahrazuje veSkerd piedchozi ustni i pisemnd
ujednani mezi smluvnimi stranami ve vztahu ke
sluzbam, které maji byt poskytnuty. Tuto
Smlouvu lze ménit pouze ve formé pisemnych
dodatk® podepsanych ob&ma smluvnimi stranami.
Tato Smlouva je vyhotovena v dvojjazycne
anglicko-Ceské verzi, pfi¢emz v piipadé€ rozporu
mezi jazykovymi verzemi je rozhodujici verze v
ceském jazyce.

23. Tato smlouva se fidi a bude vykladéna
v souladu s pravnimi predpisy Ceské republiky,
zejména piislu§nymi ustanovenimi zakona <.
89/2012 Sb., oblansky zakonik v platném znéni.
Jakékoliv spory vze$lé ztéto smlouvy, které
nemohou byt vyfeSeny stranami smirné, budou
s kone¢nou platnosti rozhodnuty prisluSnymi
soudy Ceské republiky.

[Prostor nize byl imysiné ponechdn prazdny.]
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IN WITNESS WHEREOF, the parties have
caused this Agreement to be executed, by duly
authorized representatives, as of the last date
written below.

ACCEPTED AND AGREED / PRIJATO A
SCHVALENO:

INSTITUT KLINICKE A ]
EXPERIMENTALNI MEDICINY

BY / PODEPSA

NAME / JIMENO:

TITLE / FUNKCE:

172 1.2
DATE / DATUM o
|

c Confidential

NA DUKAZ TOHO smluvni strany zajistily, aby
tato Smlouva byla podepsana jejich Fadné
opravnénymi zastupci a takto wuzaviena Kk
poslednimu z nize uvedenych dat.

ACCEPTED AND AGREED / PRIJATO A
SCHVALENO:

MERCK SHARP & DOHME S.R.O

NAME / JMENO:

Thomas Johansson
TITLE / FUNKCE:
Clinical Research Director
DATE / DATUM ‘L Bec Wi,
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