DUVERNE INFORMACE BMS

CLINICAL TRIAL AGREEMENT

This CLINICAL TRIAL AGREEMENT (this “Agreement”)
is valid as of the date of signature by the last Party and
effective as of the date of publication in the Contract
Registry or the date of authorization of the Clinical Trial,
whichever is later, by and between:

Bristol-Myers Squibb Services Unlimited Company
having an office at Plaza 254, Blanchardstown
Corporate Part 2, Ballycooiln, Dublin 15, D15 T867,

Ireland, Tax Identification No.: 1E3986060BH
represented by based on Power of
Attorney dated (“SPONSOR”), and

Motol University Hospital, state contributory

organization, having an address of VV Uvalu 84, 150 086,
Prague 5, Czech Republic, ID: 00064203, VAT ID: CZ
00064203, represented by

based on authorization

(“HEALTH CARE PROVIDER’ or “PROVIDER”),

individually or collectively, as the case may be, referred
hereto as the “Party” or “Parties”.

PRELIMINARY STATEMENTS

A. SPONSOR
conduct a clinical
protocol entitled,

requests PROVIDER to
trial under SPONSOR’s

Placebo-controlled, Randomized Withdrawal
Trial to Evaluate the Efficacy, Safety, and
Pharmacokinetics of Deucravacitinib in
Children and Adolescents from 5 to less
than 18 Years of Age with Active Juvenile
Psoriatic Arthritis

Protocol No: IM011-1071

- said protocol, as it may be amended or
supplemented from time to time in accordance
with this Agreement, the “Protocol”’, which is
incorporated herein by reference - (and

SMLOUVA O KLINICKEM HODNOCENI

Tato SMLOUVA O KLINICKEM HODNOCENI (dale jen
~-Ssmlouva“) je platna k datu podpisu posledni smluvni
stranou a ucinna k datu zvefejnéni v registru smluv
nebo k datu schvaleni klinického hodnoceni, podle toho,
co nastane pozdéji, mezi:

Bristol-Myers Squibb Services Unlimited Company,
se sidlem na adrese Plaza 254, Blanchardstown
Corporate Part 2, Ballycooiln, Dublin 15, D15 T867,

Irsko, identifikacni Cislo: IE3986060BH, zastoupen
na zakladé plné moci ze dne .

(dale jen ,ZADAVATEL"), a
Fakultni nemocnici v Motole, statni pfispévkovou

organizaci, se sidlem na adrese V Uvalu 84, 150 06
Praha 5, Ceska republika, ICO: 00064203, DIC: CZ
00064203, =zastoupena

na zakladé povéreni

(dale jen ,POSKYTOVATEL ZDRAVOTNICH SLUZEB*
nebo ,,POSKYTOVATEL®),

jednotlivé nebo spole€né, podle situace, dale jen
»Smluvni strana“ nebo ,smluvni strany*.

PREDBEZNA PROHLASENI

A. ZADAVATEL zada POSKYTOVATELE
o provedeni klinického hodnoceni podle
protokolu ZADAVATELE s nazvem

Multicentrické, dvojité zaslepené, placebem

kontrolované, randomizované klinické
hodnoceni faze Ill s vysazenim Iécby
hodnotici ucéinnost, bezpecénost a

farmakokinetiku deukravacitinibu u déti a
dospivajicich ve véku od 5 do dovrseni 18 let
s aktivni juvenilni psoriatickou artritidou.

Cislo protokolu: IM011-1071

- uvedeny protokol, ve znéni pfipadnych
dodatkl v souladu s touto smlouvou, dale jen
.protokol“, ktery je do této smlouvy zaclenén
odkazem — (a provadénim protokolu, dale jen
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DUVERNE INFORMACE BMS

performance of the Protocol, the “Study”).

The Study relates to SPONSOR’s, its
Affiliate’s (defined in Section 4 below), and/or its
and their research partner’'s proprietary drug(s)
(“SPONSOR’s Study Drug”) and may involve
other investigational medicinal products as
required by the Protocol (including SPONSOR’s
Study Drug, collectively, “Study Drug”.)

an
employee of PROVIDER, shall conduct and
supervise the Study as the principal investigator
(hereinafter, the “INVESTIGATOR?”).

The PROVIDER has the facilities and
expertise to conduct the Study and agrees to
perform the Study on the terms and conditions
set forth herein.

The Parties therefore agree as follows:

STUDY GOVERNANCE

1.1 STUDY; COMPETENT AUTHORITY
AND ETHICS COMMITTEE;
PROTOCOL CHANGES

(a) PROVIDER shall conduct the Study only
at the PROVIDER under the review of
the  competent governmental or
regulatory agency or authority
(“Agency(ies)”) and an independent
ethics committee constituted and
operating in compliance with all
Applicable Law (as defined herein)
(“EC”), and in accordance with (i) the
Protocol; (ii) this Agreement; (iii) all
applicable laws, rules, regulations, good

clinical practices, International
Conference on Harmonization/Good
Clinical Practice (“ICH-GCP”)

guidelines, industry codes, and the
requirements applicable to the conduct
of the Study, and official guidance of
relevant health authorities (collectively,

~studie).

Studie se tyka ZADAVATELE, jeho
pfidruzené spolecnosti (definované v Casti 4
nize) a/nebo chranéného pfipravku (pfipravka)
jeho vyzkumného partnera (dale jen ,hodnoceny
pfipravek ZADAVATELE") a muUze zahrnovat
daldi hodnocené IéCivé pfipravky, jak je
vyzadovano protokolem (v&etné hodnoceného
pripravku ZADAVATELE, spole¢né ,hodnoceny
pripravek®).

zaméstnanec POSKYTOVATELE, bude
provadét a dohlizet na studii jako hlavni
zkousejici (dale jen ,ZKOUSEJICI*).

POSKYTOVATEL ma zafizeni a
odborné znalosti k provadéni studie a souhlasi s
provadénim  studie za podminek zde
stanovenych.

Smluvni strany se proto dohodly nasledovné:

RiZENi STUDIE

1.1 STUDIE; PRISLUSNY ORGAN A
ETICKA KOMISE; ZMENY
PROTOKOLU

(a) POSKYTOVATEL bude provadét studii
pouze u POSKYTOVATELE
ZDRAVOTNICH SLUZEB pod kontrolou
pfislusného vladdniho nebo regulaéniho
Ufadu nebo organu (dale jen ,urad(y)“)
a nezavislé etické komise zfizené a
pusobici v souladu se vSemi platnymi
zdkony (jak jsou definovany v tomto
dokumentu) (dale jen ,EK"),a v souladu
s (i) protokolem; (ii) touto smlouvou; (iii)
vSemi  plathymi  zakony, pravidly,
pfedpisy, spravnou klinickou praxi,
pokyny Mezinarodni konference pro
harmonizaci / spravnou klinickou praxi
(International Conference on
Harmonization/Good Clinical Practice,
dale jen ,ICH-GCP*), kodexy odvétvi a
pozadavky vztahujicimi se k provadéni
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(b)

(c)

(d)

1.2

(a)

(b)

(c)

as the same may be amended from time
to time, “Applicable Law”), and (iv) any
other written requirements provided by
SPONSOR.

Prior to the commencement of the
Study, SPONSOR shall obtain the EC
and authority approval for the Study.

Any and all changes to the Protocol may
be made only by a written amendment,
approved by SPONSOR,
INVESTIGATOR and the responsible
EC, except for emergency deviations
necessary to protect the safety of the
Study subjects, in accordance with the
Protocol.

PROVIDER will ensure that the Study is
subject to continuing oversight by the
EC and agrees to promptly forward to
SPONSOR copies of all
correspondence to and/or from the EC
concerning the Study.

INVESTIGATOR,;
SUBINVESTIGATORS;
REPLACEMENT INVESTIGATOR

INVESTIGATOR may appoint other
individuals who are appropriately trained
and qualified as sub-investigators (as
such term may be defined under
Applicable Law, collectively,
“SUBINVESTIGATORS”) to assist in the
conduct of the Study.

INVESTIGATOR, any
SUBINVESTIGATORS and all
PROVIDER employees, staff and
agents, and all other persons
participating in the performance of the
Study (collectively with
INVESTIGATOR, “Study Personnel”)
will perform the Study on behalf of
PROVIDER.

INVESTIGATOR personally supervises

(c)

1.2

(a)

(b)

(c)

studie a oficialnimi pokyny pfislusnych
zdravotnich ufadd (souhrnné muze byt
¢as od ¢asu zménéno, ,platné zadkony")
a (iv) veskerymi dalSimi pisemnymi
pozadavky poskytnutymi
ZADAVATELEM.

Pred zahajenim studie ziska
ZADAVATEL souhlas EK a uradu se
studii.

VeSkeré zmény protokolu mohou byt
provedeny pouze pisemnym dodatkem

schvalenym ZADAVATELEM,
ZKOUSEJiCIM a odpovédnou EK, s
vyjimkou naléhavych odchylek

nezbytnych k ochrané bezpecCnosti
subjektl studie v souladu s protokolem.

POSKYTOVATEL zajisti, aby studie
podléhala trvalému dohledu EK a
souhlasi s tim, Ze neprodlené pieda
ZADAVATELI kopie vesSkeré
korespondence s EK a/nebo od EK
tykajici se studie.

ZKOUSEJiCI; SPOLUZKOUSEJICI;
NAHRADNI ZKOUSEJiCi

ZKOUSEJICI muize jmenovat dalsi
osoby, které jsou fadné vyskoleny a
kvalifikovany jako spoluzkouSejici (jak
muze byt tento termin definovan
platnymi  zakony, spolecné jako
,SPOLUZKOUSEUJICI“), aby pomahaly
pfi provadéni studie.

ZKOUSEJICI, vSichni
SPOLUZKOUSEJiCi a vsichni
zaméstnanci, personal a zastupci

POSKYTOVATELE a vsechny dalsi
osoby podilejici se na provadéni studie
(spoleéné se ZKOUSEJICIM dale jen
.personal studie“) budou provadét
studii jménem POSKYTOVATELE.

ZKOUSEJICI  osobné& dohlizi na

Smlouva o irovedem’ Klinického hodnoceni / Clinical Trial Agreement, IM011-1071-site 0002-| I

Page 3 of 73




DUVERNE INFORMACE BMS

1.3

(a)

the conduct of the Study and all Study
Personnel and complies with Applicable
Law.

If INVESTIGATOR becomes unable to
conduct the Study, PROVIDER shall
promptly notify SPONSOR, and if
feasible, propose a substitute principal
investigator.  SPONSOR shall notify
PROVIDER of its decision either to
continue the Study with the proposed
substitute or to terminate the Study at
PROVIDER. In the event PROVIDER
and SPONSOR agree on a substitute,
the parties shall work in good faith to
amend this Agreement and any other
documents as necessary to reflect such
substitute to ensure compliance with all
Applicable Law.

PROVISION OF STUDY DRUG

SPONSOR or its designee shall provide,
without cost, the required amounts of
SPONSOR’s Study Drug to PROVIDER
for PROVIDER to conduct the Study.
SPONSOR or its designee may also
supply, in its sole discretion, other Study
Drug to PROVIDER without cost.
SPONSOR represents and warrants
that SPONSOR'’s Study Drug was
manufactured in accordance with good
manufacturing practices (as defined
under Applicable Law). PROVIDER
shall use and manage the Study Drug
(including, but not limited to, any
commercial drug and placebo sourced
by PROVIDER) in accordance with the
Protocol, local pharmacy law and all
other Applicable Law.

PROVIDER shall maintain appropriate
control of supplies of the Study Drug
and shall maintain complete, accurate
records with respect to the dispensation
or administration of the Study Drug, any
damaged, lost, or disposed Study Drug,

1.3

(a)

provadéni studie a na veskery personal
studie a dodrzovani platnych zakona.

Pokud ZKOUSEUJICI nebude schopen
provést studii, POSKYTOVATEL je

povinen neprodlené informovat
ZADAVATELE a pokud je to mozné,
navrhne nahradniho hlavniho

zkouSejiciho. ZADAVATEL bude
informovat POSKYTOVATELE o svém
rozhodnuti pokraovat ve studii s
navrhovanym nahradnikem nebo
ukongit studii u POSKYTOVATELE. V
pfipadé, Zze se POSKYTOVATEL a
ZADAVATEL dohodnou na nahradé,
strany budou v dobré vife pracovat na
upravé této smlouvy a vSech dalSich
dokument(, které budou nezbytné k
tomu, aby tato nahrada odrazela
dodrzovani vSech platnych zakonu.
POSKYTNUTI HODNOCENEHO
PRIPRAVKU

ZADAVATEL nebo jim povéfena osoba
bezplatné poskytnou POSKYTOVATELI
pozadované mnozstvi hodnoceného
pripravku ZADAVATELE Kk provedeni
studie. ZADAVATEL nebo jim povéfena
osoba muze také dle vlastniho uvazeni
bezplatné dodat POSKYTOVATELI jiny
hodnoceny pfipravek. ZADAVATEL
prohladuje a zaruCuje, Ze hodnoceny
pripravek ZADAVATELE byl vyroben v
souladu se spravnou vyrobni praxi (jak
je definovana  platnymi  z&kony).
POSKYTOVATEL bude pouzivat a
spravovat veSkery hodnoceny pfipravek
(mimo jiné véetné jakéhokoli
komeréniho léku a placeba
pofizovaného POSKYTOVATELEM) v
souladu s  protokolem,  mistnimi
farmaceutickymi zakony a v8emi dal8imi
platnymi zakony.

POSKYTOVATEL bude udrzovat
vhodnou kontrolu nad dodavkami
hodnoceného pfipravku a povede Upiné,
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and any Study Drug returned to

SPONSOR.

SPONSOR will ensure the distribution of the Study Drug
shipment to the PROVIDER's Pharmacy, where the
Pharmacist will take them over and check them (like
other shipments - i.e. if it is not damaged, in the case of
special transport requirements, if these requirements
have been met, the receipt of the shipment will be
confirmed), then the INVESTIGATOR will pick up the
Study Drug at the site on request and is fully responsible
for them. SPONSOR is obliged to send an email
notification to the assigned Pharmacist at least 3
working days before the delivery, indicating when the
shipment will be handed over. The SPONSOR shall
arrange for the disposal of unused Study Drug at its own
expense.

The SPONSOR shall ensure the delivery to the address:
Nemocnice Iékarna FN Motol, V Uvalu 84, 150 06
Prague 5 and mark it with the name of the authorized
Pharmacist.

The SPONSOR acknowledges that the services of the
authorized Pharmacist will be provided only during
his/her normal working hours. Outside of normal working
hours is Mon-Fri 16:00 — 07:30, weekends, and bank
holidays.

1.4 STUDY PERSONNEL

PROVIDER shall ensure that all Study Personnel are
appropriately trained and qualified to assist in
conducting the Study. PROVIDER shall take all
reasonable steps to inform all Study Personnel of all
their obligations under this Agreement and PROVIDER
shall ensure that Study Personnel fully comply with the
Protocol, this Agreement, and Applicable Law.
PROVIDER shall be liable for any breach by Study
Personnel of any of their or PROVIDER’s obligations
hereunder (whether or not employees of PROVIDER).

presné zaznamy tykajici se vydeje nebo
podavani  hodnoceného  pfipravku,
jakéhokoli poSkozeného, ztraceného
nebo zlikvidovaného hodnoceného
pfipravku a jakéhokoli hodnoceného
pfipravku vraceného ZADAVATELI.

ZADAVATEL zajisti distribuci zasilky hodnocenych
pfipravkd do Iékarny POSKYTOVATELE, kde je Iékarnik
pfevezme a zkontroluje (jako jiné zasilky - tzn. neni-li
poskozena, v pfipadé zvlastnich pozadavkll na
transport, byly-li tyto poZzadavky dodrzeny, pfijem zasilky
potvrdi), nasledné si na zadanku ZKOUSEJICI
hodnocené pfipravky vyzvedne na centrum a je za né
plné zodpovédny. ZADAVATEL je povinen emailem
oznamit povéfenému Iékarnikovi alespor 3 pracovni dny
pfedem, kdy bude doruena =zasilka do Iékarny.
Likvidaci nevyuzitych lékt si ZADAVATEL zajisti na
vlastni naklady.

ZADAVATEL zajisti dodavku na adresu: Nemocni¢ni
lékarna FN Motol, V Uvalu 84, 150 06 Praha 5 a oznadi
ji jménem odpovédneého lékarnika.

ZADAVATEL bere na védomi, Ze sluzby povéfeného
Iékarnika budou poskytovany pouze béhem jeho bézné
pracovni dobé&. Mimo bé&znou pracovni dobu se rozumi
po-pé 16:00 — 07:30, vikendy, svatky.

1.4 PERSONAL STUDIE

POSKYTOVATEL zaijisti, aby veSkery personal studie
byl fadné proskolen a kvalifikovan, aby pomahal pfi
provadéni studie. POSKYTOVATEL podnikne veskeré
pfiméfené kroky, aby informovalo veSkery personal
studie o v8ech svych povinnostech podle této smlouvy,
a POSKYTOVATEL zajisti, aby personal studie plné
dodrzoval protokol, tuto smlouvu a platné zakony.
POSKYTOVATEL ponese odpovédnost za jakékoli
poruseni jakychkoli povinnosti podle této smlouvy ze
strany persondlu studie (at’ uZ se jedna o zameéstnance
POSKYTOVATELE, ¢i nikoli).
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1.5 COMPLIANCE WITH THE LAWS

The Parties shall comply with all Applicable Law.
Accordingly, the Parties agree that no part of any
consideration paid hereunder is a prohibited payment for
recommending or arranging for the referral of business
or the ordering of items or services. SPONSOR
represents that it has obtained all necessary
government and regulatory approvals to conduct the
Study, as required by Applicable Law.

2. OBLIGATIONS OF PROVIDER,
INVESTIGATOR AND STUDY PERSONNEL

2.1 PERFORMANCE OF STUDY
PROVIDER shall perform the Study in an efficient,
ethical, and professional manner in compliance with
Applicable Law, and shall use its reasonable best efforts
to complete the Study and enroll Study subjects within
the time periods set forth in the Protocol and Attachment
A.

2.2 INFORMED CONSENT
Prior to a subject’'s participation in the Study,
PROVIDER shall obtain a signed informed consent,
consistent with the form provided by SPONSOR and
approved by the responsible EC, from each Study
subject (or their duly authorized representatives).
PROVIDER shall comply with Applicable Law when
obtaining Study subjects’ consent to participate in the
Study.

2.3 SITE AUDITING AND MONITORING
BY SPONSOR REPRESENTATIVES

Upon reasonable notice and during normal business
hours during the term of this Agreement and for two (2)
years thereafter, PROVIDER shall permit
representatives of SPONSOR to examine its facilities, to
validate Study Data and case reports against original
data in its files, to make copies of relevant records,
unless it contradicts the applicable legislation, assess
the relevant Study related systems provided by the
Sponsor, interview Study Personnel and monitor the
work performed hereunder and to determine the
adequacy of the facilities and whether the Study is being

1.5 DODRZOVANI ZAKONU

Smluvni strany budou dodrzovat vSechny platné zakony.
V souladu s tim se smluvni strany dohodly, Ze Zadna
Cast protiplnéni zaplaceného podle této smlouvy neni
zakazanou platbou za doporueni nebo zajisténi
doporu€eni podniku nebo objednani poloZzek nebo
sluzeb. ZADAVATEL prohlauje, Ze ziskal vSechna
potfebna vladni a regulacni schvaleni k provadéni
studie, jak to vyZaduji platné zakony.

2. POVINNOSTI POSKYTOVATELE,
ZKOUSEJICIHO A PERSONALU STUDIE

21 PROVADENI STUDIE
POSKYTOVATEL bude provadét studii ucinnym,
etickym a profesionalnim zplsobem v souladu s
platnymi zakony a vynalozi veSkeré pfiméfené usili k
dokonéeni studie a naboru subjektl studie ve lhatach
stanovenych v protokolu a pfiloze A.

2.2 INFORMOVANY SOUHLAS

Pfed ucasti subjektu ve studii ziska POSKYTOVATEL
od kazdého subjektu studie (nebo jeho fadné
povéfenych zastupcul) podepsany informovany souhlas,
ktery odpovida formulafi poskytnutému ZADAVATELEM
a schvalenému odpovédnou EK. POSKYTOVATEL
bude pfi ziskavani souhlasu subjektl studie s Ucasti ve
studii dodrZovat platné zakony.

AUDIT A  MONITOROVANI
STRANY ZASTUPCU ZADAVATELE

2.3 ZE

Po pfiméfeném oznameni a béhem bézné pracovni
doby béhem doby platnosti této smlouvy a po dobu
dvou (2) let poté umozni POSKYTOVATEL zastupcum
ZADAVATELE provéfit jeho zafizeni, k ovéfeni udaju ze
studie a pFipadovych zprav oproti pavodnim udajim ve
svych slozkach, vytvaret kopie pfislusnych zaznamd,
pokud to neodporuje platné pravni Gpravé, posouzeni
pfislusnych  systém(  dodanych ZADAVATELEM
souvisejicich se studii, vést rozhovor s personalem
studie a sledovat praci provadénou podle této smlouvy a
stanovit pfiméfenost zafizeni a to, zda je studie
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conducted in compliance with this Agreement, the
Protocol and Applicable Law. SPONSOR is not entitled
to audit the hospital information system, as this system
does not manage the source documentation. At the
request of SPONSOR or its designees, PROVIDER and
INVESTIGATOR will promptly correct any errors or
omissions in Study Data. In the event that SPONSOR
or its agent or representative performs an audit of the
Study at the PROVIDER, SPONSOR shall share the
findings of such audit with PROVIDER to the extent
required by Applicable Law and/or the applicable
regulatory or other governmental agency.

2.4 INSPECTION BY GOVERNMENTAL
AUTHORITY
(@) PROVIDER  shall promptly  notify

SPONSOR of any request received by
PROVIDER from any Agency to inspect
or otherwise gain access to the
information, data or materials pertaining
to the Study. PROVIDER shall provide
this notice to SPONSOR prior to
permitting any such access unless prior
notice is not possible.

(b) PROVIDER shall promptly provide
SPONSOR with copies of
communications or  correspondence

received from an Agency related to the
Study.

(c) PROVIDER shall disclose only those
documents and materials that are
required to be disclosed during such
inquiry or inspection.

To the extent not prohibited by Applicable
Law, and at SPONSOR’s sole discretion,
the Parties will prepare in close
cooperation for any upcoming inspection,
and/or response to a query or an
inspection report from a competent
Agency regarding the Study.

(e) If not prohibited by the relevant Agency,
SPONSOR shall have the right to be

provadéna v souladu s touto smlouvou, protokolem a
platnymi zakony. ZADAVATEL neni opravnén provadét
audit nemocni¢niho informacniho systému, nebot tento
systém nespravuje zdrojovou dokumentaci. Na Zadost
ZADAVATELE nebo jim povéfenych osob
POSKYTOVATEL a ZKOUSEUJICI neprodlené opravi
veskeré chyby nebo opomenuti v Udajich ze studie. V
pfipadé, ze ZADAVATEL nebo jeho zastupce provede
audit studie u POSKYTOVATELE, ZADAVATEL bude
sdilet nalezy takového auditu s POSKYTOVATELEM v
rozsahu pozadovaném platnymi zakony a/nebo
pfislusnym regulaénim nebo jinym viadnim afadem.

24 KONTROLA STATNIM URADEM

(a) POSKYTOVATEL bude bez zbyte€ného
odkladu informovat ZADAVATELE o
jakékoli Zadosti, kterou
POSKYTOVATEL obdrzi od jakychkoliv
Ufadld na kontrolu nebo jinému ziskani
pfistupu k informacim, udajim nebo
materialim  tykajicim se  studie.
POSKYTOVATEL preda toto oznameni
ZADAVATELI pfedtim, nez povoli
jakykoli takovy pfistup, pokud pfedchozi
oznameni neni mozné.

(b) POSKYTOVATEL neprodlené poskytne

ZADAVATELI kopie sdéleni nebo
korespondence zaslané Ufady
souvisejici se studii.

(c) POSKYTOVATEL zvefejni pouze ty

dokumenty a materialy, které musi byt
zvefejnény béhem takového Setfeni
nebo inspekce.

V rozsahu, v jakém to nezakazuji platné
zdkony, a dle vyhradniho uvazeni
ZADAVATELE, se smluvni strany
pfipravi v Uzké spolupraci na jakoukoli
nadchazejici kontrolu a/nebo na
odpovéd na dotaz nebo zpravu o
kontrole od pfislusného ufadu tykajici
se studie.

(e) Pokud to pfislusny Urfad nezakazuje, ma
ZADAVATEL pravo byt pfitomen pfi
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present at any such inspection or
regulatory action with respect to the
Study.

(f) In the event an Agency takes regulatory
action against PROVIDER or any Study
Personnel, PROVIDER shall promptly
notify SPONSOR of any such regulatory
action taken that may affect the Study and
promptly provide a copy of all related
correspondence.

The PROVIDER shall allow the
SPONSOR or their representatives to
carry out the inspection, monitoring or
audit of the work within the meaning of
this Agreement at the Study site or at
other contractually designated premises
in or with the assistance of which the
Study (Clinical Trial) is conducted,
exclusively during normal working hours.
However, audits and monitoring visits
must be arranged at least 3 days in
advance and must not disrupt the normal
operation of the PROVIDER.

2.5 DEBARMENT

PROVIDER represents and warrants that PROVIDER is
not, and PROVIDER has not and shall not use any
person or entity, debarred, disqualified, suspended or
excluded by any Agency or under Applicable Law, in
any capacity in connection with performing the Study.
PROVIDER shall immediately notify SPONSOR of any
change in the truth of this representation and warranty.

2.6 FINANCIAL DISCLOSURE

So that SPONSOR may fulfill its certification and other
financial disclosure obligations to the Agencies and to
adhere to Applicable Law, PROVIDER shall promptly
furnish to SPONSOR financial disclosures for
INVESTIGATOR and all SUBINVESTIGATORS, as
SPONSOR may request, on such forms as SPONSOR

jakékoli takové inspekci nebo
regulacnim opatfeni v souvislosti se
studii.

(f) V pfipadé, ze ufad pfFijme regulacni
opatfeni proti POSKYTOVATELI nebo
jakémukoli  personalu  studie, je
POSKYTOVATEL povinen neprodlené
informovat ZADAVATELE o vesSkerych
takovych regulaénich opatfenich, ktera
mohou ovlivnit studii, a neprodlené

poskytne kopii veSkeré souvisejici
korespondence.

(9) POSKYTOVATEL umozni
ZADAVATELI nebo jejich zastupcim,
aby provedli kontrolu, monitorovani
nebo audit prace ve smyslu této

smlouvy u studijniho pracovisté, nebo v
jinych smluvné ur€enych prostorach, v
nichZz nebo s jejichz pomoci se provadi
studie (klinické hodnoceni), a to
vyhradné béhem bézné pracovni doby.
Audity a monitoracni navstévyt vsak
musi byt domluveny minimalné 3 dny
pfedem a nesmi naruSovat bézny
provoz POSKYTOVATELE.
2.5 ZAKAZ CINNOSTI
POSKYTOVATEL prohlaSuje a =zaruCuje, Ze v
souvislosti s provadénim studie neni a nebude pouzivat
zadnou osobu nebo subjekt, kterému byla zakazana
¢innost, byla diskvalifikovana, pozastavena Cinnost nebo
vylou€ena jakymkoli statnim organem nebo platnymi
zakony. POSKYTOVATEL bude neprodlené informovat
ZADAVATELE o jakékoli zméné pravdivosti tohoto
prohlaseni.

ZVEREJNENI FINANCNICH
INFORMACI

2.6

Aby ZADAVATEL mohl plnit své certifikaéni povinnosti a
dalsi povinnosti tykajici se zvefejnéni financnich
informaci agenturam a dodrzovat platné zakony,
POSKYTOVATEL neprodlené poskytne ZADAVATELI
finanéni  informace  ZKOUSEJICIMU a  vSem
SPOLUZKOUSEJICIM, jak mOZze ZADAVATEL
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may supply or approve. PROVIDER shall ensure that
the INVESTIGATOR and all SUBINVESTIGATORS
promptly update these financial disclosures and
promptly provide such updated forms to SPONSOR to
allow SPONSOR to comply with Applicable Law.

27 ADVERSE EVENT AND SAFETY

REPORTING

INVESTIGATOR shall report to SPONSOR all adverse
events and other reportable events in the course of the
Study in accordance with Applicable Law and the
Protocol.

3. COMPENSATION

3.1 PAYMENT & BUDGET

In full consideration of PROVIDER's
performance of the Study and this
Agreement, SPONSOR or its designee
shall pay to PROVIDER or other entity
specifically referred to in Attachment A —
Payment Schedule (such payee, the
“Payee”) such amount as determined
and, in the manner, set forth in
Attachment A. In no event shall the
payments hereunder exceed the amount
set forth in Attachment A without the
prior written consent of the SPONSOR.
PROVIDER agrees that all such
payments made by SPONSOR, or its
designee reflect all compensation
received under this Agreement and
reflect no more than fair market value
for the performance of the services
hereunder.

(a)

Investigator Meetings. Where permitted

under  Applicable Law and in
accordance with SPONSOR’s policies,
SPONSOR may reimburse  for

reasonable and necessary travel, meals
or other hospitality incurred by
PROVIDER to participate in investigator
meetings for the Study (“Investigator
Meetings”); provided that SPONSOR

pozadovat, na formulafich, které ZADAVATEL muze
dodat nebo schvalit. POSKYTOVATEL zajisti, aby
ZKOUSEJICI a v&ichni SPOLUZKOUSEJICI neprodiené
aktualizovali tyto finan¢ni Udaje a neprodlené poskytli
tyto aktualizované formulafe ZADAVATELI, aby umoznili
ZADAVATELI dodrZovat platné zakony.

HLASENi NEZADOUCICH PRIHOD A
BEZPECNOSTI

2.7

ZKOUSEUJICI je povinen hlasit ZADAVATELI vechny
nezadouci pfihody a dalsi pfihody podléhajici hlaSeni v
prubéhu studie v souladu s platnymi zakony a
protokolem.

3. ODMENA

3.1 PLATBA A ROZPOCET

(a) Jako protiplnéni za provadéni studie a
této smlouvy zaplati ZADAVATEL nebo
jim povéfena osoba POSKYTOVATELI
nebo jinému  subjektu  konkrétné
uvedenému v priloze A — Rozpis plateb
(takovy pfijemce platby dale jen
.prijemce platby“) &astku urCenou a
zpusobem stanovenym v pfiloze A. V
zadném pfipadé platby podle této
smlouvy nepfekrodi ¢astku uvedenou v
pfiloze A bez pfedchoziho pisemného
souhlasu ZADAVATELE.
POSKYTOVATEL souhlasi s tim, ze

vSechny takové platby provedené
ZADAVATELEM nebo jim povéfenou
osobou odrézZeji veSkeré odmény
obdrzené podle této smlouvy a

neodrazeji vice nez spravedlivou trzni
hodnotu za poskytovani sluzeb podle
této smlouvy.

Schuzky zkous$ejicich. Pokud to povoluji
platné zakony a v souladu se zasadami
ZADAVATELE, ZADAVATEL mize
uhradit pfiméfené a nezbytné cestovné,
stravu nebo jiné pohosténi vzniklé
POSKYTOVATELI za ucelem ucasti na
schlizkach zkous$ejicich ve studii (dale
jen ,schizky zkousejicich“); za
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will have no obligation to reimburse
such expenses except to the extent pre-
approved in writing (in SPONSOR’s sole
discretion) by SPONSOR.

PROVIDER agrees that payments made
to Payee that are due to any other party
performing services in connection with
the Study or this Agreement shall be a
matter solely between Payee and such
party and governed by a separate
agreement between Payee and such
party. PROVIDER releases SPONSOR
from any obligation or liability related to
the disbursement of funds by Payee.

The Parties acknowledge that the expected total
financial remuneration shall be 628 544 CZK.

Expected Study duration is from _

Expected number of treated Study subject is 1.

3.2 STUDY PERSONNEL

COMPENSATION

The Parties have agreed that the SPONSOR will enter
into a separate Remuneration Agreement with
INVESTIGATOR on the basis of which the
INVESTIGATOR and his team will be reimbursed.

3.3 PROHIBITION ON DOUBLE-BILLING
PROVIDER shall not seek or collect and shall ensure
that no Study Personnel seek or collect, reimbursement
from any Study subject or third-party payor, whether
public or private, for any costs covered by or payments
made or goods or services provided by SPONSOR
under this Agreement, including the Study Drug.

predpokladu, ze ZADAVATEL nebude
mit Zadnou povinnost tyto vydaje
proplatit s vyjimkou rozsahu pfedem
pisemné schvaleného (dle vyhradniho
uvazeni ZADAVATELE)
ZADAVATELEM.

POSKYTOVATEL souhlasi s tim, ze
platby uhrazené pfijemci plateb, které
jsou splatné jakékoli jiné strané
poskytujici sluzby v souvislosti se studii
nebo touto smlouvou, budou zaleZitosti
vyhradné mezi pfijemcem plateb a
takovou stranou a budou se fidit
samostatnou smlouvou mezi pfijemcem
plateb a takovou stranou.
POSKYTOVATEL zbavuje
ZADAVATELE veskerych zavazkl nebo
zavazkl souvisejicich s  vyplatou
finan¢nich prostfedku pfijemcem plateb.

(c)

Smluvni strany berou na védomi, ze predpokladana
celkova vyse odmény ¢ini 628 544 K¢.

PFedioklédané doba trvani studie je od ||| GG

Pfedpokladany podet
subjekt.

subjektd na studijni 1écbé je 1

3.2 ODMENA PERSONALU STUDIE

Smluvni strany se dale dohody, Ze ZADAVATEL uzavie
samostatnou Smlouvu o odméné za klinické hodnoceni
se ZKOUSEJICIM na zakladé které bude ZKOUSEJICI
a jeho studijni tym odménén.

3.3 ZAKAZ DVOJi FAKTURACE
POSKYTOVATEL nebude usilovat o uhradu jakychkoli
nakladll hrazenych ze strany subjektd studie nebo
platct tretich stran, vefejnych nebo soukromych, nebo
plateb uhrazenych ZADAVATELEM podle této smlouvy,
v€etné hodnoceného pfipravku a zajisti, aby tak neucinil
ani zadny Cclen personalu studie a nevyzadoval Ci
nevymahal Uhradu.
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3.4 TRANSPARENCY

PROVIDER acknowledges that SPONSOR is subject to
Applicable Law related to the collection and reporting of
any payments or transfers of value to certain healthcare
providers and teaching hospitals. PROVIDER agree to
keep records regarding payments or transfers of value
and shall promptly provide SPONSOR, to the extent not
in SPONSOR’s possession, in a reasonable format, with
all information that SPONSOR reasonably determines it
needs to comply with such Applicable Law in connection
with this Agreement. Notwithstanding anything to the
contrary herein, SPONSOR may disclose any
information that it reasonably believes is necessary to
comply with Applicable Law.

4. CONFIDENTIAL INFORMATION
4.1 DEFINITIONS

"Confidential Information" is the
confidential information of SPONSOR or
its Affiliate(s), and means (i) all
information that is directly or indirectly
disclosed or otherwise made available

(@)

hereunder to PROVIDER,
INVESTIGATOR, or other Study
Personnel, by or on behalf of

SPONSOR, related to the Study or this
Agreement, including the Protocol,
investigator’'s brochure(s), the Study
Drug and any information related to the
Study Drug, and (ii) all data, materials,
and information developed, generated,

or collected by PROVIDER,
INVESTIGATOR or other  Study
Personnel in connection with the

performance of the Study, including all
Intellectual Property (defined in Section
6.1) and Study Data.

“Confidential Information” does not
include information to the extent that (i)
it is now in the public domain or

3.4 TRANSPARENTNOST
POSKYTOVATEL bere na védomi, ze ZADAVATEL
podléha platnym zakondm tykajicim se shromazdovani
a vykazovani jakychkoli plateb nebo pfevodl hodnot
ur€itym poskytovatelim zdravotni péfe a fakultnim
nemochicim. POSKYTOVATEL souhlasi s tim, Ze bude
uchovavat zaznamy tykajici se plateb nebo prevodu
hodnot a neprodlené poskytne ZADAVATELI v rozsahu,
ktery neni v drzeni ZADAVATELE, v pfiméfeném
formatu veskeré informace, o nichz ZADAVATEL
pfiméfené rozhodne, Ze musi dodrzovat tyto platné
zakony v souvislosti s touto smlouvou. Bez ohledu na
cokoli, co je v rozporu s touto smlouvou, muze
ZADAVATEL zvefejnit jakékoli informace, o kterych se
divodné domniva, zZe jsou nezbytné pro dodrzeni
platnych zakonu.

4. DUVERNE INFORMACE
4.1 DEFINICE

,Duvérné informace“ jsou duvérné
informace ZADAVATELE nebo jeho
pfidruzené  spoleCnosti  (spfiznénych
osob), a znamenaiji (i) veSkeré informace,
které jsou pfimo nebo nepfimo
zpfistupnény nebo jinak zpfistupnény
POSKYTOVATELI podle této smiouvy,
ZKOUSEJICIM, nebo jinému personalu
studie, ze strany ZADAVATELE nebo
jeho jménem, souvisejici se studii nebo
touto  smlouvou, véetné protokolu,
soubor(y) informaci pro zkouS3ejiciho,
hodnoceny pripravek a veSkeré informace
tykajici se hodnoceného pfipravku, a (ii)
vSechny udaje, materidly, a informace,

(@)

generovane, nebo shromazdéné
POSKYTOVATELEM,  ZKOUSEJICIM
nebo jinym persondlem studie v
souvislosti s provadénim studie, v€etné
vesSkerého duSevniho vlastnictvi
(definovaného v oddilu 6.1) a udaje ze
studie.

(b) ,Davérné informace* nezahrnuji

informace v rozsahu, v jakém (i) jsou nyni
veiejné dostupné nebo se nasledné
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subsequently enters the public domain
through no breach of this Agreement; (ii)
PROVIDER lawfully receives from any
third party or it is known to PROVIDER
without restriction as to wuse or
confidentiality as shown by written or
other tangible evidence; or (iii) it is
independently developed by PROVIDER
by persons without access to the
Confidential Information as shown by
written or other tangible evidence.
(c) “Affiliate(s)” means a business entity
that Controls, is under the Control of or
under common Control with SPONSOR.
“Control” means the possession, directly
or indirectly, of the power to direct or
cause the direction of the management
of such business entity, whether through
ownership of voting securities or
otherwise.
4.2 USE OF
INFORMATION

CONFIDENTIAL

During the term of this Agreement and for a period of
seven (7) years after termination or expiration of this
Agreement, PROVIDER will use and will ensure that
Study Personnel use Confidential Information only for
purposes related to the conduct of the Study.
PROVIDER shall not disclose Confidential Information
to any third party without prior written consent of
SPONSOR. To protect Confidential Information,
PROVIDER agrees to: (a) limit dissemination of
Confidential Information to only those Study Personnel
who have a “need to know” such Confidential
Information in order to conduct the Study and who are
bound by the confidentiality and nondisclosure
obligations contained herein; (b) advise all Study
Personnel who receive Confidential Information of the
confidential nature of such information; and (c) use all of
the same measures to protect the Confidential
Information from disclosure that PROVIDER uses to
protect its own confidential information, but, in any
event, no less than reasonable measures. PROVIDER
shall be liable for unauthorized disclosure of Confidential
Information by any person to whom it discloses such

stanou verfejné dostupnymi bez poruseni
této smlouvy; (ii) které POSKYTOVATEL
legalné ziska od jakékoli tfeti strany nebo
jsou POSKYTOVATELI znamy bez
omezeni, pokud jde o pouziti nebo
davérnost, jak je prokazano pisemnymi
nebo jinymi hmotnymi ddkazy; nebo (iii)
jsou nezavisle vyvinuty
POSKYTOVATELEM osobami bez
pfistupu k davérnym informacim, jak je
dolozeno  pisemnymi  nebo  jinymi
hmotnymi dikazy.
(c) ,Lovladana osoba (osoby)“ znamena
obchodni subjekt, ktery kontroluje, je pod
kontrolou nebo pod spole€nou kontrolou
se ZADAVATELEM. ,Kontrola“ znamena
pfimé nebo nepfimé vlastnictvi pravomoci
fidit nebo ovlivihovat fizeni takového
obchodniho subjektu, at’ uz
prostfednictvim vlastnictvi cennych papir(
s hlasovacim pravem nebo jinak.
42  POUZITi DUVERNYCH INFORMACI
Bé&hem doby platnosti této smlouvy a po dobu sedmi (7)
let po ukonéeni nebo vyprdeni platnosti této smlouvy
bude POSKYTOVATEL pouzivat d{vérné informace
pouze pro UCely souvisejici s provadénim studie a
zajisti, aby taktéz Cinili i pracovnici studie.
POSKYTOVATEL nezpfistupni duvérné informace
zadné treti strané bez predchoziho pisemného souhlasu
ZADAVATELE. Za u¢elem ochrany davérnych informaci
POSKYTOVATEL souhlasi s tim, ze: (a) omezi Sifeni
dlvérnych informaci pouze na ty pracovniky studie, ktefi
takové davérné informace potfebuji znat, aby mohli
provadét studii, a ktefi jsou vazani zde obsaZenymi
povinnostmi zachovani ddvérnosti a micenlivosti; (b)
informuje veSkery personal studie, ktery obdrzi ddvérné
informace, o davérné povaze takovych informaci; a (c)
pouziva vSechna stejna opatfeni k ochrané duvérnych
informaci prfed zvefejnénim, které POSKYTOVATEL
pouziva k ochrané svych vlastnich davérnych informaci,
ale v kazdém pfipadé nejméné pFfiméfena opatieni.
POSKYTOVATEL ponese odpovédnost za neopravnéné
zvefejnéni divérnych informaci jakoukoli osobou, které
tyto informace zpfistupni.
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information.

4.3 REQUIRED DISCLOSURES

If PROVIDER receives a subpoena or other validly
issued administrative or judicial process, order or
government process demanding Confidential
Information, PROVIDER shall (a) promptly notify the
SPONSOR of the disclosure requirement (including a
copy of any applicable subpoena or order), (b) afford
SPONSOR a reasonable opportunity to oppose, limit or
secure confidential treatment for the required disclosure,
and (c) not oppose any effort by SPONSOR to quash
any such subpoena or other government process. If
SPONSOR fails to intervene to quash said subpoena or
other government process, the PROVIDER shall
disclose only that portion of the Confidential Information
that the PROVIDER is legally required to disclose, and
PROVIDER shall continue to maintain the confidentiality
of such Confidential Information with respect to all other
third parties.

4.4 RETURN OF

INFORMATION

CONFIDENTIAL

Upon the termination or expiration of this Agreement, or
upon the written request of SPONSOR, PROVIDER
shall promptly return all Confidential Information to
SPONSOR or at SPONSOR’s request, destroy all
Confidential Information in PROVIDER’s possession or
control, together with all copies, summaries and
analyses, regardless of the format in which the
information exists or is stored, and provide written
notification to SPONSOR following such destruction.
However, PROVIDER may retain one copy of
Confidential Information for the sole purpose of
determining its obligations under this Agreement and
archival electronic back-up copies of such Confidential
Information that are routinely created by PROVIDER’s
standard automatic system back-up, provided that all
such retained and archival electronic back-up copies are
maintained in strict confidence from third parties and
remain subject to the obligations of confidentiality and
non-use set forth herein.

The PROVIDER undertakes to

retain the basic

4.3 POZADOVANE ZVEREJNENI

Pokud POSKYTOVATEL obdrzi vyzvu nebo pokud je
s nim vedeno platné zahajené spravni nebo soudni
fizeni, pokud bude adresatem pfikazu &i jiného nafizeni
statniho organu vyzadujici ddvérné informace,
POSKYTOVATEL (a) neprodlené oznami ZADAVATELI
pozadavek na zvefejnéni (vCetné kopie platné
pfedvolani nebo pfikazu), (b) poskytne ZADAVATELI
pfiméfenou pfilezitost vznést namitku, omezit nebo
zabezpecCit dlvérné zachazeni pro pozadované
zvefejnéni, a (c) nebude branit jakémukoli Usili
ZADAVATELE ohradit se vicCi jakékoli takové vyzvé
nebo jinému nafizeni statniho organu. Pokud
ZADAVATEL nezasahne do zruSeni uvedené vyzvy
nebo jiného nafizeni statniho organu, POSKYTOVATEL
zverejni pouze tu &ast davérnych informaci, kterou je
POSKYTOVATEL ze zakona povinen zvefejnit, a
POSKYTOVATEL bude i nadale zachovavat davérnost
téchto dlvérnych informaci ve vztahu ke vSem dalSim
tretim stranam.

4.4 VRACENI DUVERNYCH INFORMACI

Po ukonceni nebo vyprSeni platnosti této smlouvy nebo
na pisemnou zadost ZADAVATELE POSKYTOVATEL
neprodlené vrati  veSkeré  dlvérné informace
ZADAVATELI nebo na zadost ZADAVATELE, znici
v§echny duvérné informace, které ma POSKYTOVATEL
v drzeni nebo pod kontrolou, spolecné se vSemi
kopiemi, shrnutimi a analyzami, bez ohledu na format,
ve kterém informace existuji nebo jsou uchovavany, a
po takovém zni€eni poskytne pisemné oznameni
ZADAVATELI.  Nicméné POSKYTOVATEL si muze
ponechat jednu kopii dvérnych informaci vyhradné pro
ucely stanoveni svych povinnosti podle této smlouvy a
archivni elektronické zalozni kopie takovych duvérnych
informaci, které jsou bézné vytvafeny standardnim
automatickym zalohovanim systému
POSKYTOVATELE, za pfedpokladu, Ze v3echny takové
uchovavané a archivované elektronické zalozni kopie
jsou uchovavany jako pfisné divérné od tfetich stran a
nadale podléhaji zavazkim dlvérnosti a nepouzivani
stanovenym v tomto dokumentu.

POSKYTOVATEL se zavazuje uchovat zakladni
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documentation of the Study for 25 years from the end of
the Study. The SPONSOR shall inform the PROVIDER
no later than 6 months prior to the expiry of the
archiving period on how these records and documents
pertaining to the Study will be handled, and if the
SPONSOR fails to inform the PROVIDER within the
specified period, it shall be deemed to have agreed to
the shredding. In the event that the SPONSOR requests
an extension of the archiving period with the
PROVIDER, the PROVIDER is entitled to require a
proportionate fee from the SPONSOR.

4.5 IRREPARABLE HARM
PROVIDER acknowledges that breach of this this
Section 4 may cause SPONSOR irreparable harm, for
which monetary damages may not be an adequate
remedy. Therefore, in the event of breach of this Section
4, SPONSOR is entitled, in addition to any other remedy
available at law, to seek injunctive relief or an order for
specific performance.

4.6 PROHIBITION ON DISCLOSURES OR

USE FOR FINANCIAL BENEFIT

PROVIDER shall not, and shall use its reasonable
efforts to ensure that Study Personnel do not, trade in,
recommend that others trade in, or disclose information
to others who may trade in SPONSOR’s securities while
in possession of Confidential Information, and
PROVIDER will employ reasonable efforts to prohibit
any such conduct by Study Personnel.

5. PERSONAL DATA AND PRIVACY
(a) “Personal Data” means, for the
purpose of this Agreement, any

information related to an identified or
identifiable natural person. Study
subject’'s Personal Data provided by
PROVIDER and/or INVESTIGATOR to
SPONSOR will be pseudonymized (as
defined under Applicable Law) prior to
the transfer to SPONSOR under this
Agreement.

dokumentaci studie 25 let od ukonceni studie.
ZADAVATEL bude informovat POSKYTOVATELE
nejpozdéji 6 mésicti pred uplynutim doby archivace
o tom, jakym zplsobem bude s té€mito zaznamy a
dokumenty patficimi ke studii naloZzeno, v pfipadé, Ze
ZADAVATEL ve stanovené dobé POSKYTOVATELE
informovat nebude, ma se za to, Ze souhlasi se skartaci.
V pfipadé, Ze bude ZADAVATEL zadat o prodlouzeni

doby archivace u POSKYTOVATELE, je
POSKYTOVATEL opravnén po  ZADAVATELI
pozadovat umérné zpoplatnéni.

4.5 NENAPRAVITELNA SKODA

POSKYTOVATEL bere na védomi, Ze poruseni tohoto
oddilu 4 mGze ZADAVATELI zpUsobit nenapravitelnou
Skodu, za kterou finan¢ni odSkodnéni nemusi byt
adekvatni napravou. V pfipadé poruseni tohoto oddilu 4
je tedy ZADAVATEL kromé jakéhokoli jiného opravného
prostfedku dostupného ze zakona opravnén usilovat o
soudni pfikaz nebo pfikaz ke konkrétnimu plnéni.

ZAKAZ ZVEREJNOVANI NEBO
POUZITi PRO FINANCNi PROSPECH

4.6

POSKYTOVATEL vynalozi pfiméfené usili k zajisténi
toho, aby personal studie neobchodoval, nedoporudil
jinym osobam obchodovat nebo zvefejfiovat informace
jinym osobam, které mohou obchodovat s cennymi
papiry ZADAVATELE, zatimco maji k dispozici divérné
informace. POSKYTOVATEL rovnéz vynalozi
pfiméfené usili k tomu, aby takové jednani ze strany
personalu studie zakazal.

5. OSOBNi UDAJE A SOUKROMI
(a) ,,Osobnimi udaji“ se pro Ucely této
smlouvy rozumi veSkeré informace
tykajici se identifikované nebo
identifikovatelné fyzické osoby. Osobni
Udaje  subjektdl  studie  poskytnuté
POSKYTOVATELEM a/nebo

ZKOUSEJICIM ZADAVATELI budou pred
pfedanim ZADAVATELI podle této
smlouvy pseudonymizovany (jak jsou
definovany platnymi zakony).
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5.1

(a)

PROVIDER shall comply and shall
require all Study Personnel to comply
with all Applicable Law governing
privacy and confidentiality of health
information. PROVIDER shall take all
actions necessary to comply with such
laws and regulations, including agreeing
to amend this Agreement as necessary
for compliance.

STUDY SUBJECT PRIVACY

The Parties will implement and maintain
reasonable and appropriate security
procedures to adequately protect Study
subjects’ Personal Data processed,
accessed, used or disclosed under this
Agreement against accidental or
unlawful destruction, modification loss or
damage, and unauthorized or unlawful
use, disclosure, access or processing, in
accordance with Applicable Law.

The Parties acknowledge that both
PROVIDER and SPONSOR shall be
considered as controllers in the context
of the Study with respect to Study
subjects’ Personal Data. PROVIDER
shall be considered as a controller with
respect to Medical Records and any
Study subjects’ Personal Data it
processes other than the coded Study
Data and SPONSOR shall be
considered as a controller with respect
to the coded Study Data. PROVIDER
shall process the coded Study Data for
the purposes of the Study in accordance
with Applicable Law, only for the period
required by Applicable Law and the
written instructions of the SPONSOR.
PROVIDER shall not engage a
processor for the processing of coded
Study Data or transfer the coded Study
Data to a third country without
SPONSOR’s prior written authorization.
Where PROVIDER is required by
Applicable Law to process coded Study

5.1

(a)

POSKYTOVATEL bude dodrzovat
v8echny platné zakony upravujici ochranu
soukromi a dlvérnost zdravotnich
informaci a bude od vSech ¢£lenl
personalu studie vyZadovat, aby je
dodrzovali. POSKYTOVATEL podnikne
veskeré kroky nezbytné k dodrZeni téchto
zakonl a predpist, vcetné souhlasu s
doplnénim této smlouvy podle potfeby pro
dodrzeni predpisu.

SOUKROMI SUBJEKTU STUDIE

Smluvni strany zavedou a budou
udrzovat pfiméfené a vhodné
bezpelnostni postupy k pfiméFfené
ochrané osobnich Udaji subjektl studie
zpracovavanych, pfistupnych,
pouzivanych nebo zpfistupnénych podle
této smlouvy pfed nahodnym nebo
nezakonnym zni€enim, ztratou nebo
poskozenim Uprav a neopravnénym nebo
nezakonnym  pouzitim,  zvefejnénim,
pfistupem nebo zpracovanim v souladu s
platnymi zakony.

Smluvni strany berou na védomi, Ze jak
POSKYTOVATEL, tak ZADAVATEL
budou v kontextu studie povazovani za
spravce s ohledem na osobni Uudaje
subjektll studie. POSKYTOVATEL bude
povazovan za spravce s ohledem na
zdravotni zaznamy a veSkeré osobni
Udaje subjektu studie, které zpracovava,
jiné nez kodované udaje ze studie, a
ZADAVATEL bude povaZovan za spravce
s ohledem na kédované udaje ze studie.
POSKYTOVATEL bude zpracovavat
kédované udaje ze studie pro Gcely studie
v souladu s platnhymi zakony pouze po
dobu poZadovanou platnymi zakony a
pisemnymi pokyny ZADAVATELE.
POSKYTOVATEL nebude angaZovat
zpracovatele pro zpracovani kédovanych
Udaji ze studie ani nebude prevadét
kédované udaje ze studie do tfeti zemé
bez pfedchoziho pisemného souhlasu
ZADAVATELE. Pokud platné zakony
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(c)

Data differently than SPONSOR’s
instructions or, it reasonably believes
that SPONSOR’s instructions infringe
Applicable Law, it shall immediately
inform SPONSOR.

PROVIDER shall promptly inform
SPONSOR in writing of any accidental
or unlawful destruction, loss or damage,
and/or any unauthorized or unlawful
disclosure, access or processing of
Personal Data related to the Study
and/or this Agreement (“Security
Breach”). PROVIDER shall, at its
expense, investigate and respond to the
foregoing, notifying affected individuals
as required by Applicable Law and
seeking injunctive or other equitable
relief against any such person or
persons who have violated or attempted
to violate the security of Personal Data,
the Study Data and/or this Agreement.
In the event that any Applicable Law
require that affected persons be notified
of a Security Breach, PROVIDER shall
provide such notice, but the content,
timing and other details of such notice
shall be subject to SPONSOR’s
approval. PROVIDER shall be
responsible for reimbursing SPONSOR
any costs that SPONSOR may incur in
connection with responding to or
managing a Security Breach of Personal
Data or Study Data in the possession of
or transmitted by PROVIDER or any of
its Study Personnel. The remedies set
forth herein shall be in addition to any
other remedies available to SPONSOR
at law or in equity.

Requests from Study Subjects. Either
Party shall without undue delay inform
the other Party about any request
received from a Study subject to access,
correct or delete their Personal Data
held in the context of the Study or
pursuant to this Agreement, where
legally applicable. PROVIDER shall

(b)

(c)

vyzaduji, aby POSKYTOVATEL
zpracovaval kédované udaje ze studie
jinak nez pokyny ZADAVATELE nebo se

divodné domnivaji, ze pokyny
ZADAVATELE porusuji platné zakony,
musi neprodlené informovat
ZADAVATELE.

POSKYTOVATEL je povinen neprodlené
pisemné informovat ZADAVATELE o
jakémkoli ndhodném nebo nezakonném
zni¢eni, ztraté nebo poskozeni a/nebo
jakémkoli neopravnéném nebo
nezakonném zpfistupnéni, pfistupu nebo
zpracovani osobnich Udaji souvisejicich
se studii a/nebo touto smlouvou (dale jen
Lporuseni bezpelnosti®).
POSKYTOVATEL na své naklady vySetfi
a bude reagovat na vySe uvedené, bude
informovat dotéené osoby, jak to vyzaduji
platné zakony, a bude usilovat o soudni
pfikaz nebo jiné spravedlivé odskodnéni
vUéi jakékoli takové osobé nebo osobam,
které poruSily nebo se pokusily porusit
bezpe¢nost osobnich Gdajl, udaji ze
studie a/nebo této smlouvy. V pfipade,
Ze jakeékoli platné zakony vyZaduji, aby
dotéené osoby byly informovany o
poruseni bezpecnosti, POSKYTOVATEL
takové oznameni poskytne, ale obsah,
nacasovani a dal$i podrobnosti takového
oznameni budou podléhat schvaleni
ZADAVATELEM. POSKYTOVATEL
bude vici ZADAVATELI odpovédny za
tUhradu  jakychkoli  naklad(,  které
ZADAVATELI  mohou  vzniknout v
souvislosti s reakci na poruSeni
bezpec€nosti osobnich Gdaju nebo udajl
ze studie v drZzeni nebo pFenosu
POSKYTOVATELE nebo kteréhokoli z
jeho  pracovniki  studie. Napravné
prostfedky uvedené v tomto dokumentu
budou doplfiovat jakékoli jiné opravné
prostfedky, které ma ZADAVATEL k
dispozici ze zakona nebo podle prava
ekvity.

Pozadavky od subjekid hodnoceni.
Kterakoli ze smluvnich stran je povinna
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5.2

(@)

handle those requests in accordance
with  Applicable Law and the
SPONSOR’s reasonable instructions.

STUDY PERSONNEL
DATA

PERSONAL

With respect to Study Personnel’s
Personal Data collected by SPONSOR
under this Agreement, SPONSOR
ensures that the Study Personnel is
informed that SPONSOR may:

(i) process and use such data for the
purposes of performance of this
Agreement, the management of
the Study and compliance with
Applicable Law;

(ii) disclose the data to competent
authorities  (including, in the
context of registration/marketing
authorization procedures,
investigations or litigation), as well
as in BMS Study Connect

and clinicaltrials.gov, and other
online platforms that SPONSOR
may use for the purpose of the
Study, the Study title shall
available at the following
databases

http://www.clinicaltrials.gov and

http://www.sukl.cz/modules/eval

uation/;

(iii) transfer such data to a third party
which will process the data on
behalf of SPONSOR for the
aforementioned purposes; and

5.2

(a)

bez zbyte¢ného odkladu informovat
druhou smluvni stranu o jakékoli Zadosti
obdrzené od studijniho subjektu o pfistup,
opravu nebo vymazani svych osobnich
Udaji uchovavanych v ramci studie nebo
podle této smlouvy, pokud je to pravné
relevantni. POSKYTOVATEL bude s
témito Zzadostmi nakladat v souladu s
plathnymi zakony a pfiméfenymi pokyny
ZADAVATELE.

OSOBNIi UDAJE PERSONALU STUDIE

S ohledem na osobni Udaje personalu
studie shromazdéné ZADAVATELEM
podle této smlouvy ZADAVATEL zajisti,
aby byl personal studie informovan, ze
ZADAVATEL muze:

(i) zpracovavat a pouZzivat tyto udaje
pro ucely plnéni této smlouvy,
fizeni studie a dodrZovani
platnych zakon;

(ii) zpristupnit ~ udaje  pfisluSnym
organim (vcéetné v souvislosti s
postupy registrace/registrace,
vySetfovanim nebo  soudnim
sporem), jakoz i v BMS Study
Connect

a
clinicaltrials.gov a dal$ich online
platformach, které muze
ZADAVATEL pouzit pro ucely
studie, nazev klinického
hodnoceni bude dohledatelny
v nasledujicich databazich:
http://www.clinicaltrials.gov a
http://www.sukl.cz/modules/eva

luation/;

(iii) prfedavat tyto uUdaje treti strane,
ktera bude zpracovavat Uudaje
jménem ZADAVATELE pro vyse
uvedené ucely; a
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(c)

(iv) transfer such data to the United
States or any other country
outside the European Economic
Area (EEA), UK and Switzerland

for the same purposes.
SPONSOR ensures that
INVESTIGATOR acknowledges

that the United States and certain
of those countries do not offer the
same protection level as set forth
under the General Data
Protection Regulation, UK Data
Protection Act, Swiss Federal Act
on Data Protection, as applicable.
However, SPONSOR will ensure
that the transfer will be covered
by appropriate technical and
security measures, in compliance
with the Applicable Law.

Where required by Applicable Law,
SPONSOR and/or INVESTIGATOR will
obtain consent from Study Personnel for
SPONSOR’s  processing of their
Personal Data, in the format requested
by SPONSOR.

PROVIDER shall not involve in the
conduct of the Study any person who:

(i has not been informed that their
Personal Data collected within the
context of this Agreement will be
processed, used and transferred
as described above; and

(i)  has not been informed about their
related rights under Applicable
Law and this Agreement.

SPONSOR shall inform
INVESTIGATOR and Study Personnel
that they may contact the SPONSOR at
the address under Section 14 in order to
exercise their access, amendment and
deletion rights under Applicable Law,

(b)

(c)

(d)

(iv) predavat tyto udaje do Spojenych
statl nebo jakékoli jiné zemé
mimo  Evropsky hospodarsky
prostor (EHP), Spojené kralovstvi
a Svycarsko pro stejné udely.
ZADAVATEL zajisti, Ze
ZKOUSEJICI bere na védomi, ze
Spojené staty a nékteré z téchto
zemi nenabizely stejnou Uroven
ochrany, jakou stanovi obecné
nafizeni o ochrané osobnich
udajli, britsky zakon o ochrané
osobnich udaja, Svycarsky
federalni zdkon o ochrané
osobnich  Udaju. ZADAVATEL
v8ak zajisti, aby byl pfevod v
souladu s plathymi z&kony
chranén pfislusnymi technickymi
a bezpecnostnimi opatfenimi.

Pokud to vyZaduji platné zakony, ziska
ZADAVATEL a/nebo ZKOUSEJICI od

personalu studie souhlas se
zpracovanim jejich osobnich udajl
ZADAVATELEM ve formatu

pozadovaném ZADAVATELEM.

POSKYTOVATEL nesmi do provadéni
studie zapojit Zadnou osobu, ktera:

(i nebyla informovana o tom, ze jeji
osobni udaje shromazdéné v
ramci této  smlouvy budou
zpracovany, pouzivany a
pfedavany tak, jak je popsano
vyse; a

(ii) nebyla informovdna o svych
souvisejicich  pravech  podle
platnych zakonu a této smlouvy.

ZADAVATEL bude informovat
ZKOUSEJICIHO a personal studie, Ze
mohou kontaktovat ZADAVATELE na
adrese podle oddilu 14 za ucelem
uplatnéni svych prav na pfistup, zménu
a vymaz podle platnych zakonu, pokud
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where and to the extent applicable.

6. INTELLECTUAL PROPERTY AND STUDY

DATA

6.1

(a)

(b)

(c)

(d)

(e)

DEFINITIONS
“Intellectual Property” means any
inventions, discoveries, or
improvements, and all intellectual
property rights therein, whether or not
protectable by patent, copyright or
other intellectual property rights,
conceived, made, or reduced to
practice in connection with this
Agreement or resulting from the
performance of the Protocol.

“Medical Records” means the
PROVIDER’s original medical records
of Study subjects generated and
maintained in the PROVIDER’s
standard course.

“Study Data” means (i) all data and

results collected or created pursuant to
the performance of the Study at
PROVIDER, including all data reported
on the case report forms (“CRFs”), and
(i) all CRFs, and all other records,
reports, and documents required by
the Protocol, collected or generated
during the course of conducting the
Study at PROVIDER, whether in
written, electronic, video or other
tangible form.

“Study Samples” means biological
samples collected or otherwise derived
from Study subjects in connection with
the Study or this Agreement, including,
without limitation, tissue, blood, saliva,
serum and urine.

If the cooperation of the PROVIDER
with regard to the exercise of the

6.

je to relevantni a v pfisluSném rozsahu.

DUSEVNI VLASTNICTVi A UDAJE ZE STUDIE

6.1

(@)

(b)

(c)

(d)

(e)

DEFINICE
,Dusevnim vlastnictvim“ se rozumi
jakékoli vynalezy, objevy nebo

vylepSeni a vSechna prava duSevniho
vlastnictvi k nim, at jiz jsou
patentovatelna, autorska nebo jina
prava dusSevniho vlastnictvi, ktera jsou
nebo nejsou chranéna, vymyslena,
vyrobena nebo uvedend do praxe v
souvislosti s touto smlouvou nebo
vyplyvajici z pInéni protokolu.

,LZdravotnimi zadznamy“ se rozumi
puvodni Iékafské POSKYTOVATELE o

subjektech studie vytvorené a
uchovavané ve standardnim prabéhu
POSKYTOVATELEM.

,Udaje ze studie® znamenaji (i)

vS8echny Udaje a vysledky shromézdéné
nebo vytvofené v souladu s provadénim
studie u POSKYTOVATELE, vcetné
vSech udaju hlasenych ve formulafich
pfipadu (dale jen ,CRF*), a (ii) vSechny
CRF a vSechny dalSi zaznamy, zpravy a
dokumenty vyzadované protokolem,
shromazdéné nebo vytvorené v pribéhu
provadéni studie u POSKYTOVATELE,
at’ jiz v pisemné, elektronické, video
nebo jiné hmotné formé.

.Vzorky ze  studie® znamenaji
biologické vzorky odebrané nebo jinak
odvozené od subjektd studie v
souvislosti se studii nebo touto
smlouvou, mimo jiné v&etné tkang, krve,
slin, séra a moci.

soucinnost
vzhledem k

Pokud by
POSKYTOVATELE
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SPONSOR'S intellectual property
rights would be associated with an
excessive time and financial burden,
the Contracting Parties undertake to
negotiate an amendment to this
Agreement. An amendment to this
Agreement would provide for adequate
compression for a time and financial
burden that is not foreseeable at the
time of concluding the Agreement.

6.2 EXCLUSIVE OWNERSHIP

INTELLECTUAL PROPERTY

OF

PROVIDER shall promptly and fully disclose to
SPONSOR all Intellectual Property. All such Intellectual
Property shall be the exclusive property of SPONSOR,
and PROVIDER on behalf of itself and all Study
Personnel hereby assigns to SPONSOR all of its rights,
title and interests in such Intellectual Property and will
cooperate to effect the foregoing, including, without
limitation, providing reasonable assistance in connection
with  prosecuting relevant patents. PROVIDER
represents and warrants that all Study Personnel are
required to assign all rights, title and interest in and to
Intellectual Property to PROVIDER (either through a
separate agreement or employment obligations), as
required for PROVIDER to fulfill its obligations herein.

6.3 COLLECTION AND STORAGE OF
STUDY DATA AND MEDICAL
RECORDS

PROVIDER shall prepare, document and maintain
Medical Records and Study Data in accordance with
Applicable Law and the Protocol. PROVIDER shall (a)
maintain and store Medical Records and Study Data in a
secure manner with physical and electronic access
restrictions and environmental controls appropriate to
the applicable data type and in accordance with
Applicable Law and industry standards, and (b) protect
the Medical Records and Study Data from unauthorized
use, access, duplication, disclosure, loss and damage.

6.4 OWNERSHIP AND USE OF STUDY

uplatnéni  prav ZADAVATELE =z
duSevniho vlastnictvi byla spojena s
nadémrnou &asovou a finanéni zatézi,
smluvni strany se zavazuji jednat o
dodatku k této smlouvé. Dodatkem k
této smlouvé by byla stanovena
adekvatni komepanczace za ¢asovou a
finanéni zatéz, ktera neni v dobé
uzavirani smlouvy pfedvidatelna.

VYHRADNI VLASTNICTVI
DUSEVNIHO VLASTNICTVIi

6.2

POSKYTOVATEL neprodlené a v plném rozsahu
zpftistupni ZADAVATELI veSkeré duSevni vlastnictvi.
Veskeré takové duSevni vlastnictvi bude vyluénym
vlastnictvim ZADAVATELE a POSKYTOVATEL svym
jménem a vedkery persondl studie timto postupuje
ZADAVATELI vSechna sva prava, naroky a zajmy k
takovému dusevnimu vlastnictvi a bude spolupracovat
pfi uskutecnéni vySe uvedeného, mimo jiné vcetné
poskytnuti pfiméfené pomoci v souvislosti se soudnim
stihanim pfislusnych patentu. POSKYTOVATEL
prohlasuje a zarucuje, Ze veSkery personal studie je
povinen postoupit vSechna prava, naroky a podily k
duSevnimu  vlastnictvi PSOKYTOVATELE  (bud
prostfednictvim samostatné smlouvy nebo pracovnich
povinnosti), jak je poZadovano pro POSKYTOVATEL ke
splnéni jeho zavazku podle této smlouvy.

6.3 SHROMAZDOVANi A UCHOVAVANI
UDAJU ZE STUDIE A ZDRAVOTNICH
ZAZNAMU

POSKYTOVATEL bude pfipravovat, dokumentovat a
uchovavat zdravotni zaznamy a udaje ze studie v
souladu s plathymi zadkony a  protokolem.
POSKYTOVATEL bude (a) uchovavat Iékafské
zaznamy a Udaje ze studie bezpecnym zplsobem s
omezenim fyzického a elektronického pfistupu a
kontrolami prostfedi odpovidajicimi pfisluSnému typu
Udaji a v souladu s platnymi zakony a oborovymi
standardy a (b) chranit lIékafské zaznamy a uUdaje ze
studie pfed neopravnénym pouzitim, pfistupem,
kopirovanim, zpfistupnénim, ztratou a poskozenim.

6.4 VLASTNICTVI A POUZIVANI UDAJU
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DATA AND STUDY SAMPLES

(a)

PROVIDER agrees that all
Study Data and Study Samples
are hereby the exclusive
property of SPONSOR, and
PROVIDER, on behalf of itself
and all Study Personnel, hereby
assigns to SPONSOR, any and
all of its rights, title and interest,
including intellectual property
rights, in and to the same.
Study Data and Study Samples
may be used by SPONSOR for
any purpose consistent with the
Study subject’s signed informed
consent form without further
obligation or liability to
PROVIDER. All data generated
from Study Samples will be
treated as Study Data. Medical
Records in medical
documentation kept in
accordance with  Act No.
372/2011 Coll., shall remain the
property of PROVIDER,
provided, however, with respect
to any Study Data recorded
therein, PROVIDER cannot
reassemble the Study Data
recorded in Medical Records
and recreate or try and recreate
the full study data set generated
under this Agreement in an
effort to circumvent the
restrictions on the uses of Study
Data, and in the event that
PROVIDER does recreate or
reassemble such data then
such reassembled data is
subject to the Study Data use
restrictions set forth herein.
PROVIDER shall, where duly
authorized or required by
Applicable Law, provide or
make such Medical Records
and individual subject data
available to SPONSOR and

ZE STUDIE A VZORKU ZE STUDIE

(a)

POSKYTOVATEL souhlasi s
tim, Ze veSkeré udaje ze studie
a vzorky ze studie jsou timto
vyluénym vlastnictvim
ZADAVATELE, a
POSKYTOVATEL jménem
svym a jménem vesSkerého
personalu studie timto
postupuje ZADAVATELI
veSkera sva prava, naroky a
podily, v€etné prav dusevniho
vlastnictvi, k nim. Udaje ze
studie a vzorky ze studie
mohou byt pouzity
ZADAVATELEM pro jakykoli
UCel v souladu s podepsanym
formulafem informovaného
souhlasu subjektu studie bez
dal$ich zavazki nebo
odpovédnosti vuci
POSKYTOVATELI. Se vSemi
Udaji ziskanymi ze vzork(
studie bude nakladano jako s
udaji ze studie. Lékarské
zdznamy ve  zdravotnické
dokumentaci vedené dle
zakona ¢. 372/2011  Sb,,
zUstanou majetkem
POSKYTOVATELE, av$ak za
pfedpokladu, Zze s ohledem na
jakékoli udaje ze studie v nich
zaznamenane,

POSKYTOVATEL nemiize
znovu sestavit udaje ze studie
zaznamenané ve zdravotnich
zdznamech a znovu vytvofit
nebo se pokusit znovu vytvofit
Uplny soubor udaji ze studie
vytvofeny podle této smlouvy ve
shaze obejit omezeni pouzivani
udajl ze studie, a v pfipadé, ze
POSKYTOVATEL takové udaje
znovu vytvofi nebo znovu
sestavi, pak se na tyto znovu
sestavené udaje vztahuji zde
uvedena omezeni pouzivani
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(b)

(c)

relevant Agencies.

PROVIDER may use Study
Data for publication of the Study
results or, with the prior notice
to SPONSOR, for internal
academic, non-commercial
research purposes (which does
not include any research
sponsored or supported by a
commercial entity) in
accordance with Section 4
(Confidential Information) and
Section 7 (Publication).
PROVIDER shall neither use
nor disclose Study Data for any
other purpose without
SPONSOR’s prior  written
consent. Any public disclosure
that contains or otherwise
arises from the use of Study
Data shall be subject to the
terms of Section 7 (Publication).

PROVIDER will not use Study
Samples in any manner or for
any purpose other than that
described in the Protocol and
the informed consent forms
under  which they  were
obtained. PROVIDER agrees
that no biological samples
collected from Study subjects
while the Subject is enrolled in
the Study will be used in any
additional research, except to
the extent (i) PROVIDER has
obtained SPONSOR'’s prior
written consent or (ii) such

(b)

udaju ze studie.
POSKYTOVATEL poskytne
nebo zpfistupni ZADAVATELI a
pfislusSnym agenturam takoveé
Iékafské zaznamy a udaje o
jednotlivych subjektech, pokud
je to fadné povoleno nebo
vyZadovano platnymi zakony.

POSKYTOVATEL muze pouzit
Udaje ze studie k publikaci
vysledkli studie nebo, po
pfedchozim oznameni
ZADAVATELL, k internim
akademickym, nekomercnim
vyzkumnym  uacelm  (které

nezahrnuji ~ zadny  vyzkum
sponzorovany nebo
podporovany komerénim

subjektem) v souladu s oddilem
4 (Dadvérné informace) a
oddilem 7 (Publikace).
POSKYTOVATEL nebude
pouzivat ani  zpfistupfiovat
Udaje ze studie k Zzadnému
jinému ucelu bez pfedchoziho

pisemného souhlasu
ZADAVATELE. Jakékoli
zvefejnéni, které obsahuje

udaje ze studie nebo jinak
vyplyva z pouziti udaja ze

studie, bude podléhat
podminkam oddilu 7
(Publikace).

POSKYTOVATEL nebude

pouzivat studijni vzorky Zadnym
jinym zplGsobem ani k Zadnému
jinému uc€elu, nez jak je
popsano v protokolu a

formulafich informovaného
souhlasu, na zakladé kterych
byly ziskany.

POSKYTOVATEL souhlasi s
tim, Ze Zadné biologické vzorky
odebrané subjektim  studie
béhem zafazeni subjektu do
studie nebudou pouzity v
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research is performed pursuant
to the Protocol. Such additional
research includes research that
correlates treatment outcomes
with analysis of Study Samples.
All publications arising from the
collection or wuse of such
samples and/or data collection
in violation of this Section 6.6
are subject to the terms of
Section 7 (Publication) and
SPONSOR will own all such
samples and data.

6.5 RETENTION AND DESTRUCTION
PROVIDER shall retain Medical Records of Study
subjects and Study Data in accordance with applicable
legislation Law. PROVIDER shall, at SPONSOR'’s sole
option and expense (a) destroy all Study Data; or (b)
continue to store Medical Records and Study Data for
any period that the SPONSOR may request.

7. PUBLICATION

7.1 PUBLICATION BY SPONSOR

The primary publication, presentation or any public
disclosure of Study results (each such publication,
presentation or other public disclosure, a “Publication”)
will be led by SPONSOR. SPONSOR abides by
International Committee of Medical Journal Editors
(ICMJE) guidelines, with respect to determining
authorship. SPONSOR will select authors based on
ICMJE guidelines. SPONSOR does not guarantee that
INVESTIGATOR or any Study Personnel will be an
author on Publications by SPONSOR. Nothing in this
Section 7 is intended to limit or restrict in any way
SPONSOR’s right to publish independently regarding
the Study.

zadném dalSim vyzkumu, s

vyjimkou pfipadl, kdy (i)
POSKYTOVATEL ziskal
pfedchozi pisemny souhlas

ZADAVATELE nebo (ii) takovy
vyzkum se provadi v souladu s
protokolem. Takovy  dalSi
vyzkum zahrnuje vyzkum, ktery
koreluje vysledky 1éCby s
analyzou studijnich  vzorku.
VSechny publikace vyplyvajici
ze shromazdovani nebo
pouzivani  takovych  vzork(
a/nebo shromazdovani udaju v
rozporu s timto oddilem 6.6
podléhaji podminkam oddilu 7
(Publikace) a ZADAVATEL
bude vlastnit vSechny takové
vzorky a udaje.
6.5 UCHOVAVANI A ZNICENI
POSKYTOVATEL bude uchovavat zdravotni zaznamy
subjektt hodnoceni a udaju ze studie v souladu
s platnou pravni dpravou. POSKYTOVATEL dle
vyhradniho uvazZeni a na naklady ZADAVATELE (a)
zni¢i vSechny udaje ze studie; nebo (b) bude nadale
uchovavat zdravotni zaznamy a udaje ze studie po
jakoukoli dobu, kterou mize ZADAVATEL pozadovat.

7. PUBLIKACE

71 PUBLIKACE ZADAVATELE

Primarni publikace, prezentace nebo jakékoli zvefejnéni
vysledku studie (kazda takova publikace, prezentace
nebo jiné zvefejnéni, dale jen ,publikace) povede
ZADAVATEL. ZADAVATEL dodrzuje  pokyny
Mezinarodniho vyboru redaktor(i lékafskych casopisu
(International Committee of Medical Journal Editors,
ICMJE) tykajici se ureni autorstvi. ZADAVATEL vybere
autory na zakladé pokynd ICMJE. ZADAVATEL
nezaruéuje, ze ZKOUSEJICI nebo personal studie
budou autorem publikaci ZADAVATELE. Nic v tomto
¢lanku 7 nema za cil omezit nebo omezit jakymkoli
zplsobem pravo ZADAVATELE nezavisle publikovat v
souvislosti se studii.
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7.2 MULTI-CENTER STUDY

If the Study is a multi-center trial, a Publication from a
single participating Study site may be misleading and
PROVIDER shall not disclose or otherwise publish such
results prior to the Publication of the results covering all
participating Study sites. However, if such multi-center
Publication has not been made within eighteen (18)
months after the completion or termination of the Study
at all participating sites, PROVIDER is free to publish
the results of the Study conducted at PROVIDER
separately, subject to the other requirements of this
Section 7.

7.3 PUBLICATION BY INVESTIGATOR
AND PROVIDER
(a) Subject to Sections 7.1 and 7.2,

PROVIDER may freely publish, present,
or otherwise publicly disclose the results
of the Study conducted at the
PROVIDER, and shall solely determine
the authorship and contents of same in
accordance with this Section 7.
PROVIDER agrees not to make any
disclosure regarding the Study or the
Study Drug or publish any Study-related
material or information other than in
accordance with this Section 7.

(b) PROVIDER shall provide SPONSOR with
a copy of each proposed Publication at
least sixty (60) days prior to the proposed
date of submission and/or presentation.
Any proposed orally-disclosed
Publications shall be reduced to writing
(e.g., a reasonably detailed summary or
abstract of a proposed presentation) and
provided to SPONSOR within this time-
frame. SPONSOR may comment upon
but may not make any editorial changes
to the conclusions set forth in the
Publication; however, if identified by
SPONSOR, all Confidential Information
that may be contained therein shall be
deleted. Notwithstanding the foregoing,

7.2 MULTICENTRICKA STUDIE

Pokud je studie multicentrickym hodnocenim, maze byt
publikace z jednoho studijniho pracovisté zavadgjici a
POSKYTOVATEL nesmi takové vysledky zvérejnit ani
jinak publikovat pfed zvefejnénim vysledkd zahrnujicich
v8echna studijni pracovisté. Pokud vSak takova
multicentricka publikace nebyla ucinéna do osmnacti
(18) mésict po dokoncéeni nebo ukonéeni studie na
v8ech zucastnénych pracovistich, POSKYTOVATEL
muze publikovat vysledky studie provadéné u
POSKYTOVATELE samostatné, s vyhradou dalSich
pozadavku tohoto oddilu 7.

PUBLIKACE ZKOUSEJICIHO A
POSKYTOVATELE

7.3

(a) S vyhradou oddili 7.1 a 7.2 muze
POSKYTOVATEL volné publikovat,
prezentovat nebo jinak zvefejfiovat
vysledky studie provadéné u
POSKYTOVATELE a bude vyhradné
urCovat jejich autorstvi a obsah v
souladu S timto oddilem 7.
POSKYTOVATEL souhlasi s tim, ze
nebude poskytovat Zadné informace
tykajici se studie nebo hodnoceného
pfipravku  ani  zvefejiiovat  zadné
materidly nebo informace souvisejici se
studii jinak nez v souladu s timto
oddilem 7.

(b) POSKYTOVATEL poskytne
ZADAVATELI kopii kazdé navrhované
publikace nejméné Sedesat (60) dnu
pfed navrhovanym datem odevzdani
a/nebo prezentace. VeSkeré Ustné
zvefejnéné publikace budou pisemné
(napf. pfiméfené podrobny souhrn nebo
abstrakt navrhované prezentace)
pfedany ZADAVATELI v tomto Easovém
ramci. ZADAVATEL muze
pfipominkovat, avSak nesmi provadét
Zadné redakéni  zmény  zaveérd
uvedenych v publikaci; pokud v8ak bude
ZADAVATEL identifikovan,  budou
vSechny dlivérné informace, které v nich
mohou byt obsazeny, vymazany. Bez
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Study results will not be considered

Confidential Information solely for the
purpose of publications made in full
accordance with this Section 7.

Furthermore, if requested by SPONSOR,
PROVIDER shall withhold a proposed
Publication from submission for
publication or presentation or other public
disclosure for an additional sixty (60) days
to allow for the filing of a patent
application or the taking of any other
measure to preserve SPONSOR’s
intellectual property rights.

Confidentiality of Unpublished Data. The
Parties acknowledge and agree that
Study Data that is not published,
presented or otherwise disclosed
accordance with Sections 7.3(a) and
7.3(b) above (“Unpublished Data”)
remains  within the definition  of
Confidential Information and PROVIDER
shall not and shall require Study
Personnel not to disclose Unpublished
Data to any third party or disclose any
Study Data in greater detail than the
same may be disclosed in any
publications or disclosures made in
accordance with Section 7.3(a) and 7.3(b)
above.

(c)

7.4 LICENSE TO USE PUBLICATIONS
Subject to any copyright obligations, PROVIDER hereby
grants to SPONSOR an irrevocable, royalty-free license
to make, distribute or otherwise use copies of any
Publication. SPONSOR shall be free to use, copy,
reprint, disseminate and translate any Publication, in
whole or in part, so long as proper attribution is provided
to the relevant Study Personnel. In addition, SPONSOR
personnel shall be acknowledged in accordance with
customary scientific practice.

7.5 USE OF NAME

ohledu na vy8e uvedené nebudou
vysledky studie povazovany za ddvérné
informace pouze pro ucely publikaci
u¢inénych v plném souladu s timto
oddilem 7. Dale, pokud o to
ZADAVATEL pozada,
POSKYTOVATEL pozdrzi pFedloZeni
navrhované publikace k publikaci nebo
prezentaci nebo jiné zvefejnéni o
dalSich Sedesat (60) dna, aby umoznilo
podani patentové pfihlasky nebo pfijeti
jakéhokoli jiného opatfeni k zachovani
prav duSevniho vlastnictvi
ZADAVATELE.

Divérnost  nepublikovanych  ddajd.
Smluvni strany berou na vé&domi a
souhlasi s tim, Ze Udaje ze studie, které
nejsou publikovany, prezentovany nebo
jinak zvefejnény v souladu s oddily
7.3(@) a 7.3(b) vySe (dale jen
,nezverejnéné udaje“) zlUstava v ramci
definice  dlvérnych  informaci a
POSKYTOVATEL nebude zpfistupriovat
nezvefejnéné Udaje Zadné ftfeti strané
ani nebude zpfistupfiovat Zadné udaje
ze studie podrobnéji, nez jaké mohou
byt zvefejnény v jakychkoli publikacich
nebo zvefejnénich ucinénych v souladu
s oddilem 7, a bude pozadovat, aby
taktéZ ucinil i personal studie.3(a) a

7.3(b) vyse.

LICENCE K POUZITi PUBLIKACI

(c)

7.4

S vyhradou jakychkoli povinnosti vyplyvajicich z
autorskych prav timto POSKYTOVATEL udéluje
ZADAVATELI neodvolatelnou licenci bez licenénich
poplatkd k vytvareni, distribuci nebo jinému pouziti kopii
jakékoli publikace. ZADAVATEL bude moci pouzivat,
kopirovat, znovu tisknout, Sifit a prekladat jakoukoli
publikaci, at jiz celou nebo jeji Cast, pokud bude
pfislusnému personalu studie poskytnuto Fadné
pfifazeni. Kromé toho musi byt personal ZADAVATELE
uznan v souladu s obvyklou védeckou praxi.

7.5 POUZITI JMENA
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Neither Party shall make, place or disseminate any
advertising, public relations, promotional material or any
publicity material of any kind using the name of the other
Party and/or the other Party’s subsidiary or affiliate
companies or use their trademarks, unless (a) required
to comply with Applicable Law; (b) in connection with
regulatory filings or administrative or litigation
procedures; or (c) they have obtained the prior written
approval of the other Party; provided that PROVIDER
consent on behalf of itself and INVESTIGATOR that
SPONSOR is hereby authorized to disclose on one or
more clinical trial registries/databases PROVIDER’s
and/or INVESTIGATOR's participation in the Study,
including, without limitation, identifying the location and
contact information for PROVIDER and, if applicable, all
other locations where the Study is conducted under this
Agreement.

8. INDEMNIFICATION; STUDY SUBJECT
INJURY

8.1 SPONSOR INDEMNIFICATION

(a) Distinct from any medical expenses
covered by Section 8.2 and subject to
Section 8.3 below, SPONSOR shall

indemnify and hold harmless
PROVIDER, its directors, trustees,
officers, employees and agents,

including Study Personnel (collectively,
the “Indemnitees”), from and against
any amounts paid or payable by an
Indemnitee to a third party resulting from
claims, legal proceedings or causes of
actions by the third party (collectively,
“Claims”), to the extent such Claims
arise directly from the administration of
SPONSOR’s Study Drug in accordance
with the Protocol or the proper
performance of medical procedures
specifically required by the Protocol
(and that would not otherwise be
customarily performed to treat the
subject's  underlying  disease or
condition).

Z&dna ze smluvnich stran nesmi uginit, umistit nebo $ifit
jakoukoli reklamu, vztahy s vefejnosti, propagacni
material nebo jakykoli propagalni material jakéhokoli
druhu vyuzivajici nazev druhé strany a/nebo dcefiné
nebo pfidruzené spoleCnosti druhé strany nebo
pouzivajici jejich ochranné znamky, pokud (a) neni

vyZzadovano dodrzovani platnych zakonu; (b) v
souvislosti S regulacnimi podanimi nebo
administrativnimi nebo soudnimi postupy; nebo (c)

ziskali pfedchozi pisemny souhlas druhé strany; za
pfedpokladu, ze POSKYTOVATEL souhlasi svym
jménem a jménem ZKOUSEJICIHO s tim, ze
ZADAVATEL je timto opravnén zvefejnit v jednom nebo
vice registrech/databazich klinického hodnoceni ucast
POSKYTOVATELE a/nebo ZKOUSEJICIHO ve studii,
vCetné bez omezeni, identifikace mista a kontaktnich
udaju POSKYTOVATELE a pokud je to relevantni,
v8echna ostatni mista, kde se studie provadi podle této
smiouvy.

8. ODSKODNENIi; UJMA SUBJEKTU
HODNOCENI

8.1 ODSKODNENI ZADAVATELE

(a) V pfipadé odchylky od jakychkoli
lékafskych vydajl, na které se vztahuje
¢ast 8.2, a v souladu s oddilem 8.3 nize,

ZADAVATEL odSkodni a  zbavi
odpovédnosti POSKYTOVATEL,
feditele, spravce, jednatele,
zaméstnance a zastupce, vcetné
personalu studie (souhrnné
,LOdskodiované osoby*), proti
jakymkoli &astkam zaplacenym nebo

splatnym OsSkodriovanou osobou ftreti
strané vyplyvajicim z narok(, soudnich
fizeni nebo jednani tfeti strany
(souhrnné ,Naroky“), v rozsahu, v
jakém takové naroky vzniknou pfimo z
podani hodnoceného pripravku
ZADAVATELE v souladu s protokolem
nebo fadnym vykonem Iékafskych
postupU vyslovné vyzadovanych
protokolem (a které by jinak nebyly
bézné provadény k Iécbé zakladniho
onemocnéni nebo stavu subjektu).
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(b)

8.2

(a)

(b)

PROVIDER shall (i) promptly notify
SPONSOR of the assertion of any such
Claims against it/him/her, (ii) authorize
and permit SPONSOR to conduct and
exercise sole control of the defense and
disposition (including all decisions
relative to litigation, appeal or
settlement) of such Claims and (iii) fully
cooperate with  SPONSOR regarding
any such Claims (including access to
pertinent records and documents and
provision of relevant testimony) and in
determining the scope of SPONSOR's
obligations hereunder. Subject to the
foregoing, each Indemnitee may
participate in any such Claims at
its/his/lher own cost and expense.
Failure to promptly notify SPONSOR as
set forth above shall only relieve
SPONSOR of its obligations to the
extent such failure materially prejudices
the SPONSOR'’s defense of the Claim.

REIMBURSEMENT  FOR
RELATED INJURY

STUDY-

Subject to Sections 8.2(b) and 8.3,
SPONSOR agrees to reimburse or
otherwise pay for the reasonable cost of
necessary medical treatment of any
physical illness or injury sustained by a
Study subject to the extent such illness
or injury arises directly from the
administration of SPONSOR’s Study
Drug in accordance with the Protocol or
the proper performance of medical
procedures specifically required by the
Protocol (and that would not otherwise
be customarily performed to treat the
subject's  underlying disease or
condition) (collectively, “Study Injury
Expenses”).

Prior to seeking reimbursement for
Study Injury Expenses from SPONSOR,

(b)

8.2

(a)

POSKYTOVATEL je povinnen (i)
neprodlené oznamit ZADAVATELI
uplatnéni takovych NarokU vac¢i némulji,
(i) povéfit a umoznit ZADAVATELI
provadét a vykonavat vyhradni kontrolu
nad obhajobou a nakladanim s nimi
(v€etné v8ech rozhodnuti souvisejicich
se soudnim sporem, odvolani nebo
vyporadani) takovych Narok a (iii) pIné
spolupracovat se ZADAVATELEM v
souvislosti s jakymikoli takovymi Naroky
(véetné pristupu k prislusnym
zdznamlOm a dokumentdm a poskytnuti
pfislusnych svédectvi) a pfi urdovani
rozsahu povinnosti ZADAVATELE podle
této smlouvy. V souladu s vyse
uvedenym se kazda OdSkodrovana
osoba muze Uastnit  jakychkoli
takovych Narokd na své vlastni naklady
a vydaje. Neinformovani ZADAVATELE,
jak je uvedeno vySe, zbavuje
ZADAVATELE jeho povinnosti pouze v
pfipadé, Ze takovéto selhani podstatné
poskozuje obhajobu ZADAVATELE vci
Naroku.

ODSKODNENI ZA UJMU NA ZDRAVI
SOUVISEJIiCi SE STUDII

V souladu s oddily 8.2(b) a 8.3,
ZADAVATEL souhlasi s tim, Zze uhradi
nebo jinak uhradi pfiméfené naklady na
nezbytnou |écbu jakéhokoli fyzického
onemocnéni nebo ujmy utrpéné
subjektem studie v rozsahu, v jakém
takové onemocnéni nebo djma vznikly
pfimo v disledku podavani
hodnoceného pfipravku ZADAVATELE
v souladu s protokolem nebo fadnym
provadénim IékaFskych postupt
vyslovné vyzadovanych protokolem (a
které by jinak nebyly béZné provadény k
|éEbé zakladniho onemocnéni nebo
stavu subjektu) (spole¢né, ,Naklady za
ujmu na zdravi v ramci studie®).

Pfed pozadanim o uhradu Néaklada za
Ujmu na zdravi v ramci studie od
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PROVIDER shall, to the extent
permitted by Applicable Law, first seek
reimbursement from Study subjects’
insurance or other third party coverage
for such expenses.
(c) PROVIDER does not accept as a
reason for exculpation - damage caused
by the act or omission or negligence of
the subject.
(d) SPONSOR represents and confirms
that, prior to commencement of the
Study, will provide insurance for the
Study in accordance with the applicable
legislation.
(e) PROVIDER represents, according to §
45 sec. 2 n) of the Act 372/2011 Coll. of
healthcare services has concluded
liability insurance for damage caused in
the provision of health care
8.3 EXCEPTIONS
Notwithstanding the foregoing, the indemnification and
reimbursement obligations set forth in Sections 8.1 and
8.2 above shall not apply, and SPONSOR shall not be
liable for any Claim or Study Injury Expense, to the
extent they are attributable to: (a) the failure of any
Indemnitee to adhere to the terms of the Protocol or any
written  instructions (including, without limitation,
package inserts, where appropriate) relative to the use
of any drugs or devices used in the performance of the
Study, or to comply with governmental requirements or
other Applicable Law; (b) any negligent or wrongful act
or omission, or willful malfeasance, of any Indemnitee;
(c) any standard of care medical treatments for the
Study subject’s disease(s) or condition(s); and/or (d) the
natural progression of Study subject's primary disease
or any concurrent disease.

9. TERM AND TERMINATION

9.1 TERM

ZADAVATELE musi POSKYTOVATEL
v rozsahu povoleném platnymi zakony
nejprve pozadat o uhradu z pojisténi
subjektl studie nebo jiného kryti téchto
vydajl treti stranou.
(c) POSKYTOVATEL neakceptuje jako
ddvod k wvyvinéni - GUjmu vzniklou
jednanim ¢&i opomenutim ¢&i nedbalosti
subjektu hodnoceni.
(d) ZADAVATEL prohladuje a potvrzuje, Ze
pred studie zajisti pojisténi studie dle
platné pravni Upravy.
(e) POSKYTOVATEL prohladuje, Zze ma dle
§ 45 odst. 2 pism. n) zakona ¢.
372/2011 Sb., o zdravotnich sluzbach
uzavienu pojistnou smlouvu na pojisténi
odpovédnosti za $kodu zplsobenou pfi
poskytovani zdravotni péce.

8.3  VYJIMKY

Bez ohledu na vy3e uvedené povinnosti odSkodnéni a
nahrady stanovené v oddilech 8.1 a 8.2 vySe se
neuplatni, a ZADAVATEL nenese odpovédnost za
zadné Naroky nebo Naklady za Gjmou na zdravi v rdmci
studie, do té miry, do jaké je Ize pficist: (a) nedodrzeni
podminek protokolu nebo jakychkoli pisemnych pokynu
OdSkodniovanou osobou (v€etné bez omezeni,
pribalové informace, pokud je to vhodné) v souvislosti s
uzivanim jakychkoli Iékd nebo prostfedkl pouzivanych
pfi provadéni studie, nebo za u€elem dodrzeni vliadnich
pozadavkd nebo jinych platnych zakon(; (b) jakékoli
nedbalosti nebo protipravniho jednani nebo opomenuti,
nebo uUmysiné protipravni jednani, odSkodhované
osoby; (c) jakékoli standardni IéEbé onemocnéni
(nemoci) nebo stavu (stavll) subjektu hodnoceni; a/nebo
(d) pfirozenému prabéhu primarniho onemocnéni
subjektu  studie nebo jakémukoli soubé&znému
onemocnéni.

9. DOBA PLATNOSTI A UKONCENI

9.1 DOBA PLATNOSTI
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This Agreement shall commence on the Effective Date
and shall, unless sooner terminated as herein expressly
provided, continue until completion of the Study as
provided in the Protocol.

Parties agree to the publication of the contract by the
PROVIDER for the purpose of fulfilling the obligations
imposed on it by the valid and effective legal regulation,
in particular Act No. No. 340/2015 Coll., on the Register
of Contracts, as amended, and by the instructions and
decisions of the Ministry of Health of the Czech
Republic. The contract will not disclose personal data of
natural persons, confidential information under this
contract and trade secrets that the contracting parties
agree within the meaning of Art. Section 504 of the Civil
Code as follows: overview of payments — Attachment A,
duration of the Study and planned number of patients
treated. For the purpose of publishing this Agreement
within the meaning of this paragraph, the SPONSOR
shall provide the PROVIDER with a revised version of
the Contract in a machine-readable format.

PROVIDER shall publish the contract in the Register of
Contracts, and shall inform the SPONSOR of the
publication by e-mail to the SPONSOR’S authorized
person:

9.2 TERMINATION BY PARTIES

(a) This Agreement and/or any Study
conducted hereunder may be
terminated:

(i) by SPONSOR, without cause, upon
30 days prior written notice to
PROVIDER,;

(i) by either Party, either (A) if
necessary to protect the health and
safety of the Study subjects; (B) for
material breach of this Agreement,
where the breach is not cured
within thirty (30) days following
receipt of written notice thereof
from the non-breaching party; or
(C) as otherwise expressly
permitted by the Protocol; or

Tato smlouva vstoupi v platnost k datu ucinnosti a bude,
pokud nebude ukonfena dfive, jak je zde vyslovné
uvedeno, pokratovat az do dokonceni studie, jak je
uvedeno v protokolu.

Smluvni strany souhlasi s uvefejnénim smlouvy
POSKYTOVATELEM za ua&elem splnéni povinnosti
ulozenych mu platnou a uc€innou pravni Upravou, a to
zejména zak. ¢. 340/2015 Sb., o registru smiuv, ve
znéni pozdgjSich predpis, a dale pokyny a
rozhodnutimi Ministerstva zdravotnictvi Ceské republiky.
Ve smlouvé nebudou zvefejnény osobni Udaje fyzickych
osob, divérné informace dle této smlouvy a dale pak
obchodni tajemstvi, které si smluvni strany sjednavajici
ve smyslu ust. § 504 obdanského zakoniku takto:
pfehled plateb — Pfiloha A, dobu trvani studie a
planovany pocet Iéenych pacientd. Za ucelem
zvefejnéni této smlouvy ve smyslu tohoto odstavce
poskytne ZADAVATEL POSKYTOVATELI revidovanou
verzi smlouvy ve strojoveé Citelném formatu.

Uvefejnéni smlouvy v registru smluv provede
POSKYTOVATEL, a o zvefejnéni bude ZADAVATELE
informovat na e-mail povéfené osoby zadavatele:

9.2 VYPOVED SMLOUVY

(a) Tato smlouva a/nebo jakéakoli studie
provadéna podle této smlouvy muze byt
ukoncena:

(i) ZADAVATELEM bez udani divodu
na zakladé 30ti denni pisemné
vypovédi POSKYTOVATELI;

(i)  kteroukoli smluvni stranou, bud (A)
pokud je to nezbytné k ochrané
zdravi a bezpecnosti subjektu
studie; (B) z dlvodu zavazného
poruSeni této smlouvy, pokud
nedojde k napravé porusSeni do
tiiceti (30) dnG po obdrzeni
pisemného oznameni od smluvni
strany, ktera se poruseni
nedopustila; nebo (C) jak je jinak
vyslovné povoleno protokolem;
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(iii) by written mutual agreement of the
Parties.
(b)  Upon receipt of notice of termination or
suspension of the Study, the Parties
shall promptly meet and confer to
determine an appropriate phase-out for
subjects already enrolled in the Study,
as well as the PROVIDER shall
immediately suspend further subjects’
enroliment in the Study. PROVIDER and
INVESTIGATOR will cooperate with
SPONSOR to effect the transfer of
Study subject(s) enrolled at PROVIDER
to another Study site when such transfer
is necessary.

SPONSOR'’s  termination of this
Agreement in accordance with this
section will be without penalty or liability
and without payment of any further
compensation hereunder except as may
be expressly provided in Attachment A;
provided, however, that SPONSOR
shall have no obligation to pay for the
Study if SPONSOR terminates for
PROVIDER’s breach of this Agreement.

(c)

9.3 SURVIVAL

Sections 1.1,1.4, 2, 3,4,5,6,7,8,9, 10, 11, 12, 13, 14,
15, 16, 17, and 18 of this Agreement shall survive any
termination or expiration of this Agreement, as well as
any other terms which by their intent or meaning are
intended to so survive. No termination hereunder shall
constitute a waiver of any rights or causes of action that
either Party may have based upon events occurring
prior to the termination date.

10. INDEPENDENT CONTRACTOR
RELATIONSHIP

nebo

(iii) dohodou

pisemnou vzajemnou
smluvnich stran.

Po obdrZzeni oznameni o ukonceni nebo
pozastaveni studie se smluvni strany
neprodlené setkaji a udéli souhlas s
urenim vhodného ukonleni Ucasti
subjektli, které jiz byly do studie
zafazeny, a POSKYTOVATEL okamzité
pozastavi zafazovani dalSich subjektl
do studie. POSKYTOVATEL a
ZKOUSEJICI budou spolupracovat se
ZADAVATELEM na prevodu subjektl

(b)

(subjektd)  studie  zafazenych u
POSKYTOVATELE na jiné studijni
pracovisté, pokud je takovy pfevod
nezbytny.

(c) Ukonceni této smlouvy ZADAVATELEM
v souladu s timto oddilem bude bez
postihu nebo odpovédnosti a bez platby
jakékoli dals$i odmény podle této
smlouvy, s vyjimkou pfipadd vyslovné
uvedenych v pfiloze A; av8ak za
predpokladu, ze ZADAVATEL nebude
mit Zzadnou povinnost platit za studii,
pokud ZADAVATEL ukonéi smlouvu z
ddvodu poruSeni této smlouvy ze strany
POSKYTOVATELE.

PLATNOST USTANOVENI PO
UKONCENI SMLOUVY

9.3

Oddily 1.1, 1.4, 2, 3,4, 5,6, 7, 8, 9, 10, 11, 12, 13, 14,
15, 16, 17 a 18 této smlouvy zUstanou v platnosti i po
ukon&eni nebo vyprseni platnosti této smlouvy, stejné
jako jakékoli jiné podminky, jejichz u€elem nebo
vyznamem je pretrvat v platnosti. Zadné ukonéeni podle
této smlouvy nepfedstavuje zfeknuti se jakychkoli prav
nebo Zalob, které kterakoli ze smluvnich stran muze mit
na zakladé udalosti, ke kterym doSlo pfed datem
ukonceni.

10. VZTAH S NEZAVISLYM DODAVATELEM
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All services that PROVIDER, INVESTIGATOR or any
Study Personnel render to SPONSOR pursuant to this
Agreement shall be rendered as an independent
contractor and not as an agent or an employee of
SPONSOR. Nothing contained in this Agreement shall
be construed to place the Parties or their personnel in
the relationship of employer and employee, partners,
principal and agent, joint-ventures, or as an insurer or a
representative of the other Party to this Agreement.
Neither PROVIDER nor any of its Study Personnel shall
have the authority to legally bind SPONSOR.

1. NO IMPLIED RIGHTS OR LICENSE

No right or license is granted under this Agreement by
either Party to the other except those specifically set
forth herein. Nothing contained within this Agreement
shall impose an obligation of exclusivity on one Party by
the other.

12. GOVERNING LAW

This Agreement and any claim, controversy, dispute or
other matter arising under or related to this Agreement,
the relationship of the Parties, or the enforcement of the
rights and obligations hereunder of the Parties will be
governed by the laws of the Czech Republic and will be
construed and interpreted under and in accordance with
the laws of the Czech Republic without regard to the
provisions governing conflict of laws.

13. SEVERABILITY

This Agreement is intended to be severable and the
invalidity and/or unenforceability of any clause of this
Agreement, or any part thereof, shall not affect the
validity and or enforceability of any other clause or part
thereof to the extent not invalidated or held
unenforceable.

14. NOTICES

Any legal or formal notices must be in writing and will be
deemed effective only when delivered by certified or
registered mail, postage prepaid, to the Party and
address set forth herein or such other address(es) of
which such Party shall have given written notice.

V&echny sluzby, které POSKYTOVATEL, ZKOUSEJICI
nebo personal studie poskytuji ZADAVATELI podle této
smlouvy, budou poskytovany jako nezavisly dodavatel,
a nikoli jako zastupce nebo zaméstnanec
ZADAVATELE. Nic z toho, co je obsazeno v této
smlouvé, nesmi byt vykladano tak, Ze by smluvni strany
nebo jejich persondl byli ve vztahu zaméstnavatele a

zameéstnance, partnerll, zmocnitele a zastupce,
spole¢nych dobrovolnikli nebo jako pojistitel nebo
z4stupce druhé smluvni strany této smlouvy.

POSKYTOVATEL ani zadny z jeho pracovnikd studie
nebudou opravnéni pravné zavazovat ZADAVATELE.

11. ZAKAZ IMPLICITNICH PRAV NEBO LICENCE

Zadna ze smluvnich stran neudéluje na zakladé této
smlouvy druhé smluvni strané Zzadné pravo ani licenci s
vyjimkou téch, které jsou zde vyslovné uvedeny. Zadné
ustanoveni této smlouvy neuklada jedné smluvni strané
zavazek exkluzivity ze strany druhé smluvni strany.

12. ROZHODNE PRAVO

Tato smlouva a jakykoli narok, spor, rozepfe nebo jina
zalezitost vzniklda na zakladé této smlouvy nebo v
souvislosti s ni, vztah smluvnich stran nebo vymahani
prav a povinnosti smluvnich stran se budou fidit zakony
Ceské republiky a budou vykladany a interpretovany
podle zakon Ceské republiky a v souladu s nimi bez
ohledu na ustanoveni upravuijici kolizni normy.

13. ODDELITELNOST

Tato smlouva ma byt oddélitelna a neplatnost a/nebo
nevymahatelnost jakéhokoli ustanoveni této smlouvy
nebo jakékoli jeji ¢&asti neovlivni platnost a/nebo
vymahatelnost jakéhokoli jiného ustanoveni nebo jeho
Casti v rozsahu, ktery neni zneplatnén nebo shledan
nevymahatelnym.

14. OZNAMENI

Jakakoli pravni nebo formalni oznameni musi byt
pisemna a budou povazovana za u&inna pouze tehdy,
pokud budou doru¢ena doporu¢enou nebo posStou s
pfedplacenym postovnym smluvni strané a na adresu
uvedenou v tomto dokumentu nebo na jinou adresu
(adresy), o které tato smluvni strana pisemné
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For purposes hereof, the person at SPONSOR to whom
notices shall be addressed is:

Global Clinical Trial Strategy & Operations
Bristol-Myers Squibb Company

with copies to: |

Head of R&D Contracting, Patient, Data &
Privacy

Bristol-Myers Squibb Company

Route 206 and Province Line Road

Princeton, New Jersey 08543

And the person at PROVIDER to whom notices
shall be addressed is:

Oddéleni klinickych studii usek naméstka pro
LPP

V Uvalu 84

150 06

Praha 5

Ceska republika

it by email: |

15. ENTIRE AGREEMENT

This Agreement and any attachments hereto set out the
entire agreement of the Parties and supersede all prior
agreements and understandings relating to its subject
matter. This Agreement and any attachments hereto
may not be altered, modified, or waived in whole or in
part, except in writing signed by both parties.

If there is any conflict between this Agreement and any
attachments to it, the terms of this Agreement control. If
there is any conflict between this Agreement and the
Protocol, the Protocol will control as to any matter
regarding treatment of Study subjects, and the
Agreement will control as to all other matters.

16. LANGUAGE

informovala.

Pro ucely této smlouvy je osobou ZADAVATELE, které
budou oznameni adresovana,:

Global Clinical Trial Strategy & Operations
Spole¢nost Bristol-Myers Squibb

s kopiemi pro: |

Vedouci oddéleni vyzkumu a vyvoje,
uzavirani smluv, pacienti, data a soukromi
Spolecnost Bristol-Myers Squibb

Route 206 and Province Line

Princeton, New Jersey 08543

A osoba u POSKYTOVATELE, které budou
oznameni adresovana, je:

Oddéleni klinickych studii usek naméstka pro
LPP

V Uvalu 84

150 06

Praha 5

Ceska republika

pokud e-maile: |

15. UPLNA DOHODA

Tato smlouva a veskeré jeji pfilohy tvofi uplnou dohodu
smluvnich stran a nahrazuji vSechny pfedchozi dohody
a ujednani tykajici se jejiho pfedmétu. Tuto smlouvu a
jeji pfilohy Ize ménit, upravovat nebo se jich zcela nebo
zCasti vzdat pouze pisemnou formou podepsanou
smluvnimi stranami.

V pfipadé rozporu mezi touto smlouvou a jejimi
pfilohami plati podminky této smlouvy. V pfipadé
rozporu mezi touto smlouvou a protokolem bude
rozhodujici protokol v jakékoli zaleZitosti tykajici se
Ié€by subjektd studie a ve vSech ostatnich zalezZitostech
bude rozhodujici smlouva.

16. JAZYK
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This Agreement shall be executed in both Czech and
English language versions. In case of any conflict or
inconsistencies between the English and Czech
language versions, the Czech language version shall
prevail.

17. COUNTERPARTS AND ELECTRONIC
SIGNTURES

This Agreement may be executed in three (3)
counterparts, each of which shall be deemed to be an
original, and all of such counterparts shall together
constitute one and the same Agreement.

Electronic signatures shall have the same effect as
handwritten signatures for the execution of this
Agreement.

18. ASSIGNMENT AND DELEGATION OF
RESPONSIBILITIES

PROVIDER may not assign any of its rights or
subcontract or delegate any of its duties under this
Agreement without the prior written consent of
SPONSOR. In the event SPONSOR provides such
consent to any assignment, subcontracting or delegation
of PROVIDER'’s duties to a third party, PROVIDER
remains responsible and liable to SPONSOR for such
third party’s performance in accordance with the terms
of this Agreement. SPONSOR may assign its rights or
delegate its duties under this Agreement to its Affiliate.
This Agreement shall inure to the benefit of
SPONSOR’s Affiliates, successors, and assignees.

19. ANTI BRIBERY

(a) The Parties acknowledge that
SPONSOR is bound by all applicable
anti-corruption and anti-bribery laws and
regulations, including, but not limited to,
the Foreign Corrupt Practices Act
(“FCPA”) and UK Bribery Act and
PROVIDER will not cause, and shall
ensure that Study Personnel do not
cause, SPONSOR to be in breach of its

Tato smlouva bude vyhotovena v Ceské i v anglické
jazykové verzi. V pripadé jakéhokoli rozporu nebo
nesrovnalosti mezi anglickou a ¢eskou jazykovou verzi
ma prednost Ceska jazykova verze.

17. STEJNOPISY A ELEKTRONICKE PODPISY

Tato smlouva bude vyhotovena ve tfech (3)
stejnopisech, z nichz kazdy bude povazovan za original,
a v8echny tyto stejnopisy spole¢né tvofi jednu a tutéz
smlouvu.

Elektronické podpisy budou mit stejny ucinek jako
vlastnoruéni podpisy pro uzavieni této smlouvy.

18. POSTOUPENI A DELEGOVANi POVINNOSTI

POSKYTOVATEL nesmi postoupit zadna ze svych prav
nebo zadat subdodavateli nebo delegovat Zadné ze
svych povinnosti podle této smlouvy bez pfedchoziho
pisemného souhlasu ZADAVATELE. V pfipadé, ze
ZADAVATEL poskytne takovy souhlas s jakymkoli
postoupenim, subdodavatelskou smlouvou nebo
delegovanim povinnosti POSKYTOVATELE na treti
stranu, POSKYTOVATEL zlstava odpovédny vuUGi
ZADAVATELI za plnéni této tfeti strany v souladu s
podminkami této smlouvy. ZADAVATEL muze postoupit
sva prava nebo delegovat své povinnosti podle této
smlouvy na svou pfidruZzenou spole¢nost. Tato smlouva
vstoupi v platnost ve prospéch pfidruZzenych
spole¢nosti, nastupcl a postupniki ZADAVATELE.
19. BOJ PROTI UPLATKARSTVI

(a) Smluvni strany berou na védomi, ze
ZADAVATEL je vazan vSemi platnymi
protikorupénimi a protiuplatkarskymi
zakony a pFedpisy, mimo jiné vcetné
zakona o zahraniénich korupCnich
praktikach (Foreign Corrupt Practices
Act, -,FCPA®) a britského
protikorup&niho zakona a
POSKYTOVATEL nezplsobi a zajisti,
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(b)

(c)

responsibilities through any act as
described in this Section 19.

In performing the Study under this
Agreement, PROVIDER (and Study
Personnel) (i) agrees that it has not and
shall not, directly or indirectly, offer to
make, promise, authorize or accept any
payment or anything of value, including
bribes, gifts and/or donations to or from
any public official, regulatory authority or
anyone else for the improper purpose of
influencing, inducing or rewarding any
act, omission or decision in order to
secure an improper advantage,
including to obtain or retain business,
and (ii) shall comply with all applicable
anti-corruption and anti-bribery laws and
regulations. PROVIDER shall notify
SPONSOR immediately upon becoming
aware of any breach under this Section
19.

For the purpose of ensuring compliance
with applicable anti-bribery laws and
regulations, PROVIDER agrees that
SPONSOR shall have the right to
conduct an investigation or audit of
PROVIDER during the term of this
Agreement to monitor compliance with
the terms of this Section 19.
PROVIDER shall cooperate fully with
such investigation or audit, the timing of
which shall be at the sole discretion of
SPONSOR.

[Signature Page Follows]

(b)

(c)

aby personal studie nezpusobil, Zze
ZADAVATEL porusi své povinnosti
prostfednictvim  jakéhokoli  zdkona
popsaného v tomto ¢lanku 19.

Pfi provadéni studie podle této smlouvy
POSKYTOVATEL (a personal studie) (i)
souhlasi s tim, ze neucinil a neudini,
pfimo nebo nepfimo, nabidky, slib,
autorizovat nebo pfijmout jakoukoli
platbu nebo cokoli hodnotného, v&etné
uplatkl, dary a/nebo dary jakémukoli
vefejnému  Ciniteli nebo od néj,
regulaéniho organu nebo kohokoli
jiného za  ucelem  nepatficného
ovliviiovani, podnécovani nebo
odménovani jakéhokoli jednani,
opomenuti nebo rozhodnuti s cilem
zajistit nepatfiChou vyhodu, vcetné
ziskani nebo udrzeni obchodu, a (ii)
budou dodrZzovat vSechny platné
protikorupéni a protiuplatkaiské zakony
a predpisy. POSKYTOVATEL bude
informovat ZADAVATELE okamzité
poté, co se dozvi o jakémkoli poruseni
tohoto €lanku 19.

Za uCelem zajisténi dodrzovani platnych
protikorupénich zakonli a predpisl
POSKYTOVATEL souhlasi s tim, ze
ZADAVATEL bude mit pravo provest
Setfeni nebo audit u POSKYTOVATELE
béhem doby platnosti této smlouvy za
ucelem sledovani dodrzovani podminek
tohoto oddilu 19. POSKYTOVATEL
bude pIné spolupracovat pfi takovém
vySetfovani nebo  auditu, jehoz
natasovani bude ponechano na
vyhradnim uvazeni ZADAVATELE.

[Nasleduje stranka s podpisy]
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In order to demonstrate their agreement, the Parties have executed this Agreement as follows:
Na diikaz svého souhlasu uzavfely smluvni strany tuto smlouvu nasledujicim zpdsobem:

Bristol-Myers Squibb Services Unlimited Company

By/Podpis:

Title/Funkee: —

Date/Datum:

Fakultni nemocnici v Motole, statni prispévkova organizace

By/Podpis:

Nameumeno: | I

Date/Datuem:

Prohlaseni ZKOUSEJiICiHO/Statement of the INVESTIGATOR

Nize podepsany || GGG =<0 ZKOUSEJICI potvrzuji, Ze jsem se Fadné
seznamil se smlouvou a pfislusnou dokumentaci ke klinickému hodnoceni |éCiva a zavazuji se zajistit
dodrzovani povinnosti z nich vyplyvajicich. Dale se zavazuji nezvefejfiovat informace tykajici se
predmétného klinického hodnoceni bez pfedchoziho pisemného souhlasu ZADAVATELE, zachovavat
mli€enlivost o vSech poskytnutych informacich, povazovat tyto za diivérné a zdrzet se jakéhokoliv jiného
uZiti téchto informaci a vysledkd neZ pro Ggely tohoto klinického hodnoceni. Jako ZKOUSEJICI
souhlasim s tim, ze ZADAVATEL (a popf. i CRO) bude/budou shromazdovat, pouzivat, zpracovavat a
zvefejnovat mé osobni Udaje, vEetné jména, kvalifikace a zkuSenosti v klinickém hodnoceni, mé finanéni
Udaje vztahujici se mimo jiné kobdrzené odméné a finanéni nahradé a daldi osobni udaje
k administrativnim ucéelim v souvislosti s klinickym hodnocenim, popf. k poskytnuti etickym komisim a
statnim Ufadim a zavazuji se zajistit tento souhlas i od SPOLUZKOUSEJICICH a ostatnich &len(
studijniho tymu.
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The undersigned || - thc 'NVESTIGATOR, | confirm that | have duly
acquainted myself with the contract and the relevant documentation for the clinical trial of the drug and |
undertake to ensure compliance with the obligations arising therefrom. Furthermore, | undertake not to
disclose information related to the Study in question without the prior written consent of the SPONSOR, to
maintain confidentiality of all information provided, to consider it confidential and to refrain from any use of
this information and results other than for the purposes of this Study. As an INVESTIGATOR, | agree that
the SPONSOR (and possibly also the CRO) will/will collect, use, process and disclose my personal data,
including name, qualifications and experience in the Study, my financial data relating, among other things,
to the remuneration and compensation received, and other personal data for administrative purposes in
connection with the Study, or to provide it to ethics committees and state authorities, and | undertake to
obtain this consent from the SUB-INVESTIGATORS and other Study team members.

By/Podpis:

Namerumeno: | [

Title/Funkce: INVESTIGATOR / ZKOUSEJICI

Date/Datum:

Seznam priloh: List of Attachments:

Ptiloha A: PREHLED PLATEB Attachment A: PAYMENT SCHEDULE

Priloha Al: Formular k prijeti platby (PIF) Attachment A1: PAYMENT INTAKE FORM (PIF)
Pfiloha B: SPONSOR-PROVIDED EQUIPMENT Attachment B: VYBAVEN{ PREDLOZENE
Pfiloha C: STANDARDNI SMLUVNi DOLOZKY ZADAVATELEM

Attachment C: STANDARD CONTRACTUAL CLAUSES
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ATTACHMENT A PRILOHA A

Payment Schedule Prehled plateb
Protocol # IM011-1071 Protokol €.: IM011-1071
Site # 0002 Pracovisté ¢.: 0002

—
I

|
I | -

H
L |
|

Piedpokladané celkové finan¢ni pInéni / Estimated Grant Total 628 544
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Exhibit 1 to Attachment A: Payment Intake Form / Doplnéni 1 k Priloze A:
Formular k prijeti platby
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SPONSOR-PROVIDED EQUIPMENT

SPONSOR is not providing any Equipment to
PROVIDER in connection with this Study.

ATTACHMENT B

PRILOHA B

VYBAVENiI PREDLOZENE ZADAVATELEM

ZADAVATEL neposkytuje POSKYTOVATELI
souvislosti s touto studii Zadné vybaveni.

v
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PRILOHA C
STANDARDNIi SMLUVNi DOLOZKY

ATTACHMENT C
STANDARD CONTRACTUAL CLAUSES

Zpracovatel vici spravci
CAsTI

Dolozka 1
Ucel a rozsah

(a) Ucelem téchto standardnich smluvnich dolozek
je zajistit dodrZovani poZadavkl nafizeni
Evropského parlamentu a Rady (EU) 2016/679
ze dne 27. dubna 2016 o ochrané fyzickych
osob v souvislosti se zpracovanim osobnich
udajl a o volném pohybu téchto Gdaju (obecné
nafizeni o ochrané& osobnich udaji) @ pro
predavani osobnich Udajl do treti zemé.

(b) Smluvni strany:

(i) fyzickd nebo pravnickd osoba (osoby),
organ / organy vefejné moci, organ /
organy nebo jiné subjekty / organy
(dale jen ,subjekt / subjekty”)
prevadéjici osobni udaje, jak je
uvedeno v priloze LA (ddle jen
,vyvozce Udaji“) a

(ii) subjekt / subjekty ve treti zemi
pfijimajici osobni uUdaje od vyvozce
udaja, pfimo nebo nepfimo

prostiednictvim jiného subjektu, ktery
je rovnéz stranou téchto dolozek, jak
je uvedeno v priloze I.A (dale jen
,dovozce udaja“)
se dohodly na téchto standardnich smluvnich dolozkach
(dale jen: ,dolozky”).

(c) Tyto doloZky se vztahuji na pfeddvéani osobnich
udaja, jak je uveden v pfiloze I. B

(d) Dodatek k témto dolozkdm obsahujicim priohy
v nich uvedené tvofi nedilnou soucast téchto

Processor to Controller
SECTION |

Clause 1
Purpose and scope

(a) The purpose of these standard contractual
clauses is to ensure compliance with the
requirements of Regulation (EU) 2016/679 of
the European Parliament and of the Council of
27 April 2016 on the protection of natural
persons with regard to the processing of
personal data and on the free movement of
such data (General Data Protection Regulation)
() for the transfer of personal data to a third
country.

(b) The Parties:

(i) the natural or legal person(s), public
authority/ies, agency/ies or other
body/ies (hereinafter ‘entity/ies’)
transferring the personal data, as
listed in Annex I.A (hereinafter each
‘data exporter’), and

(ii) the entity/ies in a third country
receiving the personal data from the
data exporter, directly or indirectly via
another entity also Party to these
Clauses, as listed in Annex ILA
(hereinafter each ‘data importer’)

Have agreed to these standard contractual clauses
(hereinafter: ‘Clauses’).

(c) These Clauses apply with respect to the
transfer of personal data as specified in Annex
I.B.

(d) The Appendix to these Clauses containing the

Annexes referred to therein forms an integral
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dolozek.

Dolozka 2
U¢inek a neménnost dolozek

(a)

(b)

Tyto dolozky stanovi vhodna bezpecnostni
opatreni, véetné vymahatelnych prav subjektu
udaj a ucinnych pravnich prostfedkd napravy,
podle ¢lanku 46 odst.1 a ¢lanku 46 odst. 2 pism.
c) nafizeni (EU) 2016/679 a pokud jde o
predavani udaji od spravcl zpracovatelim
a/nebo zpracovatelim zpracovatelim,
standardni smluvni dolozky podle ¢lanku 28
odst. 7 nafizeni (EU) 2016/679 za predpokladu,
Ze nejsou upraveny, kromé vybéru prislusného
modulu (modull) nebo pfidani ¢i aktualizace
informaci v pfiloze. Smluvni strany jsou vsak
nadale opravnény zahrnout standardni smluvni
dolozky stanovené v téchto dolozkach do Sirsi
smlouvy a/nebo pridat dalsi dolozky nebo
dodatecné zaruky za predpokladu, Ze dané
dolozky pfimo ani nepfimo nejsou v rozporu s
témito dolozkami nebo nejsou dotéena zakladni
prava nebo svobody subjektd Gdaju.

Témito doloZzkami nejsou dotéeny povinnosti,
které se na vyvozce Udajl vztahuji na zakladé
narizeni (EU) 2016/679.

Dolozka 3
PFijemci tFetich stran

(a)

(b)

Subjekty Gdaji mohou uplatriovat a vymahat
tyto dolozky jako opravnéné treti strany vici
vyvozci udaji a/nebo dovozci Udaji, a to s
nasledujicimi vyjimkami:

(i) dolozka 1, dolozka 2, dolozka 3,
dolozka 6, dolozka 7;

(ii) dolozka 8.1 (b) a dolozka 8.3(b);

(iii) N/A

(iv) N/A

(v) dolozka 13;

(vi) dolozka 15.1(c), (d) a (e);

(vii) dolozka 16(e);

(viii) dolozka 18

Odstavcem (a) nejsou dotéena prava subjektd

part of these Clauses.

Clause 2
Effect and invariability of the Clauses

(a)

(b)

Clause 3

These Clauses set out appropriate safeguards,
including enforceable data subject rights and
effective legal remedies, pursuant to Article
46(1) and Article 46(2)(c) of Regulation (EU)
2016/679 and, with respect to data transfers
from controllers to processors and/or
processors to processors, standard contractual
clauses pursuant to Article 28(7) of Regulation
(EU) 2016/679, provided they are not modified,
except to select the appropriate Module(s) or
to add or update information in the Appendix.
This does not prevent the Parties from
including the standard contractual clauses laid
down in these Clauses in a wider contract
and/or to add other clauses or additional
safeguards, provided that they do not
contradict, directly or indirectly, these Clauses
or prejudice the fundamental rights or
freedoms of data subjects.

These Clauses are without prejudice to
obligations to which the data exporter is
subject by virtue of Regulation (EU) 2016/679.

Third-party beneficiaries

(a)

(b)

Data subjects may invoke and enforce these
Clauses, as third-party beneficiaries, against the
data exporter and/or data importer, with the
following exceptions:

(i) Clause 1, Clause 2, Clause 3, Clause 6,
Clause 7;

(ii) Clause 8.1 (b) and Clause 8.3(b);

(iii) N/A

(iv) N/A

(v) Clause 13;

(vi) Clause 15.1(c), (d) and (e);
(vii) Clause 16(e);

(viii) Clause 18.

Paragraph (a) is without prejudice to rights of
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udaji podle natizeni (EU) 2016/679.

Dolozka 4
Interpretace

(a) Pokud tyto dolozky pouzivaji pojmy definované
v nafizeni (EU) 2016/679, maji tyto pojmy
stejny vyznam jako v tomto nafizeni.

(b) Tyto dolozky budou vykladany ve svétle
ustanoveni nafizeni (EU) 2016/679.
(c) Tyto dolozky nebudou vykladany zplsobem,

ktery je v rozporu s pravy a povinnostmi
stanovenymi v nafizeni (EU) 2016/679.

Dolozka 5
Hierarchie
V pripadé mezi
ustanovenimi

rozporu témito dolozkami a
souvisejicich dohod mezi
stranami, ktery existuje v dobé, kdy jsou tyto dolozky
dohodnuty nebo poté uzavieny, maji prednost tyto
dolozky.

smluvnimi

Dolozka 6
Popis pfevodu (pfevodu)

Podrobnosti o prevodu (pfevodech) a zejména kategorie
predavanych osobnich Udajd a ucel(y), pro ktery jsou
predavany, jsou uvedeny v ptiloze I.B.

Dolozka 7 — Volitelné
Dolozka o dokovani

(a) Subjekt, ktery neni smluvni stranou téchto
dolozek, mlze se souhlasem smluvnich stran k

témto dolozkam kdykoli pfistoupit, a to bud'

jako vyvozce Udajd, nebo jako dovozce udaju,
vyplnénim pfilohy a podpisem pfilohy I.A.

(b) Po vyplnéni prilohy a podepsani prilohy I.A se
pristupujici subjekt stane téchto
doloZek a bude mit prava a povinnosti vyvozce

stranou

data subjects under Regulation (EU) 2016/679.

Clause 4
Interpretation

(a) Where these Clauses use terms that are
defined in Regulation (EU) 2016/679, those
terms shall have the same meaning as in that

Regulation.

(b) These Clauses shall be read and interpreted in
the light of the provisions of Regulation (EU)
2016/679.

(c) These Clauses shall not be interpreted in a way

that conflicts with rights and obligations
provided for in Regulation (EU) 2016/679.

Clause 5
Hierarchy

In the event of a contradiction between these Clauses
and the provisions of related agreements between the
Parties, existing at the time these Clauses are agreed or
entered into thereafter, these Clauses shall prevail.

Clause 6
Description of the transfer(s)

The details of the transfer(s), and in particular the
categories of personal data that are transferred and the
purpose(s) for which they are transferred, are specified
in Annex |.B.

Clause 7 — Optional
Docking clause

(a) An entity that is not a Party to these Clauses
may, with the agreement of the Parties, accede
to these Clauses at any time, either as a data
exporter or as a data importer, by completing
the Appendix and signing Annex |.A.

(b) Once it has completed the Appendix and signed
Annex I.A, the acceding entity shall become a
Party to these Clauses and have the rights and
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udajl nebo dovozce udaji v souladu se svym
oznacenim v priloze I.A.

(c) Pfistupujici subjekt nemd Zadnd prava ani
povinnosti vyplyvajici z téchto dolozek z obdobi
pred tim, nez se stal smluvni stranou.

ODDIL Il - POVINNOSTI SMLUVNICH STRAN

Dolozka 8
Bezpeénostni opatfeni na ochranu tudajt

Vyvozce udajl zarucuje, Ze vynaloZil pfimérené usili k
uréeni, Ze dovozce Udaji je schopen prostfednictvim
zavedeni vhodnych technickych a organizacnich opatreni
splnit své povinnosti podle téchto dolozek.

8.1 Pokyny

(a) Vyvozce Udaja bude zpracovévat osobni udaje
pouze na zakladé zdokumentovanych pokyni
dovozce Udajd, ktery jedna jako jeho spravce.

(b) Vyvozce udaji neprodlené informuje dovozce
udajt, pokud schopen tyto pokyny
dodrZovat, véetné pfipadd, kdy tyto pokyny
porusuji nafizeni (EU) 2016/679 nebo jiny
pravni predpis Unie nebo clenského statu o
ochrané osobnich udaju.

neni

(c) Dovozce Udajd se zdrzi veskerych krokd, které
by vyvozci adajd branily v plnéni jeho
povinnosti podle nafizeni (EU) 2016/679,
véetné v kontextu dil¢iho zpracovani nebo
spoluprdce s prislusSnymi dozorovymi urady.

(d) Po skonceni poskytovani sluzeb zpracovani
vyvozce Udajli podle volby dovozce udajd
vymaze vSechny osobni Udaje zpracovdvané
jménem dovozce Udaju a potvrdi dovozci udaju,
Ze tak udinil, nebo dovozci Udajd vrati vSechny
osobni Udaje zpracovavané jeho jménem a
odstrani existujici kopie.

8.2 Bezpecnost zpracovdni

obligations of a data exporter or data importer
in accordance with its designation in Annex |.A.

(c) The acceding entity shall have no rights or
obligations arising under these Clauses from
the period prior to becoming a Party.

SECTION Il — OBLIGATIONS OF THE PARTIES

Clause 8
Data protection safeguards

The data exporter warrants that it has used reasonable
efforts to determine that the data importer is able,
through the implementation of appropriate technical
and organisational measures, to satisfy its obligations
under these Clauses.

8.1 Instructions

(a) The data exporter shall process the personal
data only on documented instructions from the
data importer acting as its controller.

(b) The data exporter shall immediately inform the
data importer if it is unable to follow those
instructions, including if such instructions
infringe Regulation (EU) 2016/679 or other
Union or Member State data protection law.

(c) The data importer shall refrain from any action
that would prevent the data exporter from
fulfilling its obligations under Regulation (EU)
2016/679, including in the context of sub-
processing or as regards cooperation with
competent supervisory authorities.

(d) After the end of the provision of the processing
services, the data exporter shall, at the choice
of the data importer, delete all personal data
processed on behalf of the data importer and
certify to the data importer that it has done so,
or return to the data importer all personal data
processed on its behalf and delete existing
copies.

8.2 Security of processing
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(a) Smluvni strany zavedou vhodna technicka a
organizacni opatfeni k zajisténi bezpecnosti
udajd, a to i béhem prenosu, a ochranu proti
naruseni bezpecnosti vedouci k ndhodnému
nebo protipravnimu zni¢eni, ztraté, zméné,
neopravnénému zpfistupnéni nebo pfistupu
(dale jen ,poruseni zabezpeceni osobnich
udaji“). Pfi  posuzovani vhodné Urovné
zabezpecleni ndlezité zohledni soucasny stav
techniky, ndklady na implementaci, povahu
osobnich udaji ?, povahu, rozsah, kontext a
Ucel(y) zpracovani a rizika spojena se
zpracovanim pro subjekty Udajli a zejména
zvazi  moznost  vyuZziti  Sifrovani  nebo
pseudonymizace, a to i béhem prevodu, pokud
Ize timto zpUsobem splnit Gcel zpracovani.

(b) Vyvozce Udaji  poskytne dovozci Udaju
soucinnost pfi zajisténi vhodného zabezpeceni
udajé v souladu s odstavcem (a). V pfipadé
poruseni zabezpeceni osobnich Udaja tykajiciho
se osobnich Udajl zpracovavanych vyvozcem
udaji podle téchto doloZek vyvozce udaji bez
zbyteéného odkladu informuje dovozce udajt
poté, co se o ném dozvi, a poskytne dovozci
udajl soucinnost pfi feSeni tohoto poruseni.

(c) Vyvozce Udajll zajisti, aby se osoby opravnéné
zpracovavat osobni  Udaje  zavazaly k
mlcenlivosti nebo aby se na né vztahovala
zakonna povinnost mlicenlivosti.

8.3 Dokumentace a dodrZovdni pFedpisti

(a) Smluvni strany budou schopny prokazat
dodrZovani téchto dolozZek.

(b) Vyvozce Udaju zpfistupni dovozci udajli veskeré
informace nezbytné k prokdzani dodrzovani
svych povinnosti podle téchto dolozek a
umozni audity a prispéje k nim.

Dolozka 9
PouZzivdni diléich zpracovatelii

(a) The Parties shall implement appropriate
technical and organisational measures to
ensure the security of the data, including
during transmission, and protection against a
breach of security leading to accidental or
unlawful destruction, loss, alteration,
unauthorised disclosure or access (hereinafter
‘personal data breach’). In assessing the
appropriate level of security, they shall take
due account of the state of the art, the costs of
implementation, the nature of the personal
data @, the nature, scope, context and
purpose(s) of processing and the risks involved
in the processing for the data subjects, and in
particular consider having recourse to
encryption or pseudonymisation, including
during transmission, where the purpose of
processing can be fulfilled in that manner.

(b) The data exporter shall assist the data importer
in ensuring appropriate security of the data in
accordance with paragraph (a). In case of a
personal data breach concerning the personal
data processed by the data exporter under
these Clauses, the data exporter shall notify the
data importer without undue delay after
becoming aware of it and assist the data
importer in addressing the breach.

(c) The data exporter shall ensure that persons
authorised to process the personal data have
committed themselves to confidentiality or are
under an appropriate statutory obligation of
confidentiality.

8.3 Documentation and compliance

(a) The Parties shall be able to demonstrate
compliance with these Clauses.

(b) The data exporter shall make available to the
data importer all information necessary to
demonstrate compliance with its obligations
under these Clauses and allow for and
contribute to audits.

Clause 9
Use of sub-processors
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Nevztahuje se

Dolozka 10
Préva subjekti udaji

Smluvni strany si  budou vzdjemné poskytovat
soucinnost pri reakci na dotazy a Zadosti subjektl udajd
podle mistnich pravnich predpist platnych pro dovozce
udaji nebo pfi zpracovani Udaji vyvozcem udaji v EU
podle nafizeni (EU) 2016/679.

Dolozka 11
Ndprava

(a) Dovozce Udaji informuje subjekty udaji v

transparentnim a snadno pfistupném formatu
prostfednictvim individudlniho oznameni nebo
na svych webovych strankdch o kontaktnim
misté opravnéném ftesit stiznosti. Bude
neprodlené resit veskeré stiznosti, které obdrzi
od subjektu udaju.
Dovozce udajl souhlasi s tim, Ze subjekty udaja
mohou také bezplatné podat stiznost u
nezavislého orgdnu pro fedeni spord ©®. O
takovém mechanismu napravy informuje
subjekty 4dajli  zplsobem stanovenym v
odstavci (a), a Ze tyto subjekty nejsou povinny
jej pouzivat nebo dodrzovat konkrétni postup
pfi hledani napravy.

Dolozka 12
Odpovédnost

(a) Kazdd ze smluvnich stran odpovidd druhé
smluvni strané/stranam za jakékoli skody, které
zpUsobi druhé smluvni strané/strandm v
dusledku jakéhokoli poruseni téchto dolozek.

(b) Kazda ze smluvnich stran ponese vUci subjektu
udaji odpovédnost a subjekt Gdaji bude mit
narok na ndhradu za jakékoli hmotné ¢i
nehmotné Skody, které smluvni strana subjektu
udajl zpUsobi porusenim prav opravnéné treti
strany podle téchto dolozek. Tim neni dotcena
odpovédnost vyvozce Udaja podle nafizeni (EU)
2016/679.

(c) Pokud Skodu zplsobenou

je za jakoukoli

N/A

Clause 10
Data subject rights

The Parties shall assist each other in responding to
enquiries and requests made by data subjects under the
local law applicable to the data importer or, for data
processing by the data exporter in the EU, under
Regulation (EU) 2016/679.

Clause 11
Redress

(a) The data importer shall inform data subjects in

a transparent and easily accessible format,
through individual notice or on its website, of a
contact point authorised to handle complaints.
It shall deal promptly with any complaints it
receives from a data subject.
The data importer agrees that data subjects
may also lodge a complaint with an
independent dispute resolution body ® at no
cost to the data subject. It shall inform the data
subjects, in the manner set out in paragraph
(a), of such redress mechanism and that they
are not required to use it, or follow a particular
sequence in seeking redress.

Clause 12
Liability

(a) Each Party shall be liable to the other Party/ies
for any damages it causes the other Party/ies
by any breach of these Clauses.

(b) Each Party shall be liable to the data subject,
and the data subject shall be entitled to receive
compensation, for any material or non-material
damages that the Party causes the data subject
by breaching the third-party beneficiary rights
under these Clauses. This is without prejudice
to the liability of the data exporter under
Regulation (EU) 2016/679.

(c) Where more than one Party is responsible for
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subjektu adajd v dasledku poruseni téchto
dolozek odpovédnad vice nez jedna strana,
vSechny odpovédné strany ponesou spolecnou
a nedilnou odpovédnost a subjekt udaji je
opravnén podat zZalobu u soudu proti kterékoli
z téchto stran.
(d) Smluvni strany se dohodly, Ze pokud jedna ze
smluvnich stran ponese odpovédnost podle
odstavce (c), bude opravnéna pozadovat od
druhé smluvni strany zpét nahradu skody
odpovidajici jeji odpovédnosti za Skodu.

Dovozce Udaji se nesmi dovoldvat jednani
zpracovatele nebo dil¢iho zpracovatele ve
snaze vyhnout se své vlastni odpovédnosti.

Dolozka 13
Dohled

Nevztahuje se

ODDIL Il — MISTNi ZAKONY A POVINNOSTI V
PRIPADE PRISTUPU VEREJNYCH ORGANU

Dolozka 14
Mistni zdkony a postupy ovliviujici dodrZovdni
dolozek

(pokud zpracovatel v EU kombinuje osobni udaje
ziskané od sprdvce treti zemé s osobnimi udaji
shromdzdénymi zpracovatelem v EU)

(a) Smluvni strany zarucuji, Ze nemaji dlivod se
domnivat, Ze zdkony a postupy v cilové treti
zemi, které se vztahuji na zpracovani osobnich
udajt udaji, vcéetné jakychkoli
pozadavkd na zpfistupnéni osobnich udajd
nebo opatfeni opravnujicich k pristupu organy
verejné moci, brani dovozci udajd v plnéni
svych povinnosti podle téchto dolozek.
Zakladem je predpoklad, Ze zakony a postupy,
které respektuji podstatu zakladnich prav a
svobod a neprekracuji to, co je nezbytné a
pfiméfené v demokratické spolecnosti k
ochrané jednoho z cild uvedenych v ¢lanku 23
odst. 1 nafizeni (EU) 2016/679, nejsou Vv
rozporu s témito dolozkami.

dovozcem

any damage caused to the data subject as a
result of a breach of these Clauses, all
responsible Parties shall be jointly and severally
liable and the data subject is entitled to bring
an action in court against any of these Parties.

The Parties agree that if one Party is held liable
under paragraph (c), it shall be entitled to claim
back from the other Party/ies that part of the
compensation corresponding to its/their
responsibility for the damage.

The data importer may not invoke the conduct
of a processor or sub-processor to avoid its
own liability.

Clause 13
Supervision

N/A

SECTION Il — LOCAL LAWS AND OBLIGATIONS IN
CASE OF ACCESS BY PUBLIC AUTHORITIES

Clause 14
Local laws and practices affecting compliance
with the Clauses

(where the EU processor combines the personal data
received from the third country-controller with
personal data collected by the processor in the EU)

(a) The Parties warrant that they have no reason
to believe that the laws and practices in the
third country of destination applicable to the
processing of the personal data by the data
importer, including any requirements to
disclose personal data or measures authorising
access by public authorities, prevent the data
importer from fulfilling its obligations under
these Clauses. This is based on the
understanding that laws and practices that
respect the essence of the fundamental rights
and freedoms and do not exceed what is
necessary and proportionate in a democratic
society to safeguard one of the objectives listed
in Article 23(1) of Regulation (EU) 2016/679,
are not in contradiction with these Clauses.

Smlouva o irovedem’ klinického hodnoceni / Clinical Trial Agreement, IM011-1071-site 0002-_

Page 61 of 73



(b)

(c)

(d)

Smluvni strany prohlasuji, Ze pfi poskytovani
zaruky v odstavci (a) radné zohlednily zejména
nasledujici prvky:

(i) konkrétni okolnosti prevodu, vcetné
délky fetézce zpracovani, poctu
zGcéastnénych subjektd a pouZitych
prenosovych kanald; zamyslené dalsi

prevody; typ pfijemce; ucel
zpracovani;  kategorie a format
predavanych osobnich udaja;

hospodarsky sektor, v némz k prevodu
dochdzi; misto uloZeni prevadénych
udajg;

(ii) pravni predpisy a postupy treti cilové
zemé — vcéetné téch, které vyzZaduji
zptistupnéni Udajd organim verejné
moci nebo povoluji pristup téchto
organi — relevantni s ohledem na
konkrétni  okolnosti pfevodu a
prisluind omezeni a zaruky (¥);

(iii) jakdkoli relevantni smluvni, technicka
nebo organizacni bezpecnostni
opatfeni zavedend k  doplnéni
bezpecnostnich opatieni podle téchto
dolozek, véetné opatreni
uplatfnovanych béhem prevodu a
zpracovani osobnich Udaji v zemi
urceni.

Dovozce udaja zaruluje, Ze pfFi provadéni
posouzeni podle odstavce (b) vynalozZil
maximalni Gsili, aby vyvozci Udaji poskytl
relevantni informace, a souhlasi s tim, Ze bude i
nadale spolupracovat s vyvozcem uadaji pfi
zajisténi dodrzovani téchto dolozek.

Smluvni strany se dohodly, Ze zdokumentuji
posouzeni podle odstavce (b) a na pozadani je
zpfistupni prislusnému dozorovému uradu.

Dovozce udaji souhlasi s tim, Ze bude
neprodlené informovat vyvozce (dajl, pokud
po odsouhlaseni téchto doloZzek a po dobu
trvani smlouvy bude mit divod se domnivat, ze

(b)

(c)

(d)

The Parties declare that in providing the

warranty in paragraph (a), they have taken due

account in particular of the following elements:

(i) the specific circumstances of the
transfer, including the length of the
processing chain, the number of actors
involved and the transmission
channels used; intended
transfers; the type of recipient; the
purpose of processing; the categories
and format of the transferred personal
data; the economic sector in which the
transfer occurs; the storage location of
the data transferred;

(ii) the laws and practices of the third
country of destination— including
those requiring the disclosure of data
to public authorities or authorising
access by such authorities — relevant
in light of the specific circumstances of
the transfer, and the applicable
limitations and safeguards (*);

(iii) any relevant contractual, technical or
organisational safeguards put in place
to supplement the safeguards under
these Clauses, including measures
applied during transmission and to the
processing of the personal data in the
country of destination.

onward

The data importer warrants that, in carrying
out the assessment under paragraph (b), it has
made its best efforts to provide the data
exporter with relevant information and agrees
that it will continue to cooperate with the data
exporter in ensuring compliance with these
Clauses.

The Parties agree to document the assessment
under paragraph (b) and make it available to
the competent supervisory authority on
request.

The data importer agrees to notify the data
exporter promptly if, after having agreed to
these Clauses and for the duration of the
contract, it has reason to believe that it is or
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podléhd nebo se stal predmétem pravnich
predpisd nebo postupt, které nejsou v souladu
s pozadavky podle odstavce (a), vcetné
nasledné zmény pravnich predpist treti zemé
nebo opatieni (jako je Zadost o zpfistupnéni)
naznacujiciho uplatnovani takovych pravnich
predpisd v praxi, které nejsou v souladu s
pozadavky v odstavci (a).

(f) Po ozndmeni podle odstavce (e) nebo pokud
ma vyvozce Udajd jiny dlvod se domnivat, Ze
dovozce Udajl jiz nemuize plnit své povinnosti
podle téchto doloZek, vyvozce udajl
neprodlené ur¢i vhodna opatfeni (napf.
technicka nebo organizacni opatreni k zajisténi
bezpecnosti a dlvérnosti), kterd ma vyvozce
udajd a/nebo dovozce Udajd pfijmout k feseni
situace. Vyvozce U(dajl pozastavi predavani
udajl, pokud se domniva, Ze pro takové
predani  nelze zajistit zaddnd vhodnd
bezpecnostni opatieni, nebo pokud k tomu
dostane pokyn od pfislusného dozorového
Uradu. V takovém pripadé je vyvozce udajl
opravnén vypovédét smlouvu, pokud jde o
zpracovani osobnich Udaji podle téchto
doloZek. Pokud smlouva zahrnuje vice nez dvé
strany, vyvozce udaji muizZe uplatnit toto pravo
na ukonceni pouze ve vztahu k pfislusné strané,
pokud se strany nedohodly jinak. Pokud je
smlouva ukoncena podle tohoto ¢lanku, plati
¢lanek 16(d) a (e).

Dolozka 15
Povinnosti dovozce udaji v pfFipadé pristupu
orgdnli vefejné moci

(pokud zpracovatel v EU kombinuje osobni udaje
ziskané od sprdvce treti zemé s osobnimi udaji
shromdzdénymi zpracovatelem v EU)

15.1  Ozndmeni
(a) Dovozce udajii se zavazuje neprodlené
informovat vyvozce Udaji a, je-li to mozné,
subjekt Udaji (pokud je to nutné s pomoci
vyvozce Udaju), pokud:
(i) obdrZi pravné zavaznou Zadost organu
verejné moci, véetné soudnich organa,

has become subject to laws or practices not in
line with the requirements under paragraph
(a), including following a change in the laws of
the third country or a measure (such as a
disclosure request) indicating an application of
such laws in practice that is not in line with the
requirements in paragraph (a).

() Following a notification pursuant to paragraph
(e), or if the data exporter otherwise has
reason to believe that the data importer can no
longer fulfil its obligations under these Clauses,
the data exporter shall promptly identify
appropriate measures (e.g. technical or
organisational measures to ensure security and
confidentiality) to be adopted by the data
exporter and/or data importer to address the
situation. The data exporter shall suspend the
data transfer if it considers that no appropriate
safeguards for such transfer can be ensured, or
if instructed by the competent supervisory
authority to do so. In this case, the data
exporter shall be entitled to terminate the
contract, insofar as it concerns the processing
of personal data under these Clauses. If the
contract involves more than two Parties, the
data exporter may exercise this right to
termination only with respect to the relevant
Party, unless the Parties have agreed
otherwise. Where the contract is terminated
pursuant to this Clause, Clause 16(d) and (e)
shall apply.

Clause 15
Obligations of the data importer in case of access
by public authorities

(where the EU processor combines the personal data
received from the third country-controller with
personal data collected by the processor in the EU)

15.1 Notification
(a) The data importer agrees to notify the data
exporter and, where possible, the data subject
promptly (if necessary with the help of the data
exporter) if it:
(i) receives a legally binding request from
a public authority, including judicial
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(b)

(c)

(d)

podle zdkonl cilové zemé o
zpfistupnéni osobnich udajud
prfeddavanych podle téchto dolozek;
takové oznameni bude obsahovat
informace o poZadovanych osobnich
udajich, doZadujici organ, pravni
zaklad  Zadosti a  poskytnutou
odpovéd; nebo

(ii) se dozvi o jakémkoli pfimém pfristupu
orgdnl verejné moci k osobnim
Udajim predavanym podle téchto
dolozek v souladu se zdkony zemé
uréeni; takové oznameni bude
obsahovat vsechny informace, které
ma dovozce k dispozici.

Je-li dovozci (daji zakdzano informovat
vyvozce Udaju a/nebo subjekt Gdaju podle
zakonU zemé urceni, dovozce udaji souhlasi s
tim, Ze vynalozi maximalni Usili k ziskani zruseni
zakazu s cilem co nejdfive sdélit co nejvice
informaci. Dovozce Udaja souhlasi s tim, Ze
zdokumentuje své nejlepsi Usili, aby je mohl na
Zadost vyvozce Udajl prokazat.

Pokud to zakony cilové zemé dovoluji, dovozce
udajl souhlasi s tim, Ze vyvozci Udaji bude v
pravidelnych intervalech po dobu trvani
smlouvy poskytovat co nejvice relevantnich
informaci o obdrzenych Zidostech (zejména
pocet Zadosti, typ poZadovanych (dajq,
doZadujici organy, zda byly Zadosti
zpochybnény a vysledek téchto vyzev atd.).

Udaji  se zavazuje uchovavat
informace podle odstavcd (a) aZz (c) po dobu
trvani smlouvy a na pozadani je zpfistupnit

prislusnému dozorovému Gradu.

Dovozce

Odstavce (a) az (c) nemaji vliv na povinnost
dovozce Udajl podle dolozky 14(e) a dolozky 16
neprodlené informovat vyvozce udajd, pokud
neni schopen tyto dolozky dodrzovat.

(b)

(c)

authorities, under the laws of the
country of destination for the
disclosure of personal data transferred
pursuant to these Clauses; such
notification shall include information
about the personal data requested,
the requesting authority, the legal
basis for the request and the response
provided; or

(ii) becomes aware of any direct access by
public authorities to personal data
transferred pursuant to these Clauses
in accordance with the laws of the
country of destination; such
notification shall include all
information available to the importer.

If the data importer is prohibited from notifying
the data exporter and/or the data subject
under the laws of the country of destination,
the data importer agrees to use its best efforts
to obtain a waiver of the prohibition, with a
view to communicating as much information as
possible, as soon as possible. The data importer
agrees to document its best efforts in order to
be able to demonstrate them on request of the
data exporter.

Where permissible under the laws of the
country of destination, the data importer
agrees to provide the data exporter, at regular
intervals for the duration of the contract, with
as much relevant information as possible on
the requests received (in particular, number of
requests, type of data requested, requesting
authority/ies, whether requests have been
challenged and the outcome of such
challenges, etc.).

The data importer agrees to preserve the
information pursuant to paragraphs (a) to (c)
for the duration of the contract and make it
available to the competent supervisory
authority on request.

Paragraphs (a) to (c) are without prejudice to
the obligation of the data importer pursuant to
Clause 14(e) and Clause 16 to inform the data
exporter promptly where it is unable to comply
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15.2  Kontrola zdkonnosti a minimalizace udaji

(a) Dovozce udaju souhlasi s tim, Ze prezkouma
zakonnost Zadosti o zpristupnéni, zejména zda
zGstdvd v rozsahu pravomoci udélenych
Zadajicimu organu verejné moci, a Ze zadost
zpochybni, pokud po peclivém posouzeni dojde
k zavéru, Ze existuji ptrimérené dlvody se
domnivat, Ze Zadost je nezdkonna podle zakonu
cilové zemé, platnych povinnosti podle
mezinarodniho prdva a zdsad mezinarodniho
spolecenstvi. Dovozce Udaji bude za stejnych
podminek wusilovat o moZnosti odvolani.
Vramci napadeni Zadosti dovozce U(daja
pozada o prozatimni opatfeni s cilem pozastavit
ucinky Zzadosti, dokud pfislusny soudni orgdn
nerozhodne ve véci samotné. Nezverejni
pozadované osobni udaje, dokud to nebude
vyzadovano podle platnych  procesnich
pravidel. Témito poZadavky nejsou dotceny
povinnosti dovozce Udajli podle dolozky 14(e).

(b) Dovozce udajl souhlasi s tim, Ze zdokumentuje
své pravni posouzeni a jakékoli namitky vici
Zadosti o zpfistupnéni a v rozsahu povoleném
zakony zemé urcéeni zpfistupni dokumentaci
vyvozci Udajl. Na pozadani je rovnéz zpfistupni
prislusnému dozorovému uradu.

(c) Dovozce udajl souhlasi s tim, Ze poskytne
minimalni pfipustné mnozstvi informaci pfi
odpovédi na zddost o zpfistupnéni na zakladé
pfimérené interpretace zadosti.

ODDIL IV - KONECNA USTANOVENI
Dolozka 16
NedodrzZeni doloZek a ukonceni

(a) Dovozce udajd neprodlené informuje vyvozce
udajd, pokud z jakéhokoli divodu neni schopen
tyto dolozky dodrzovat.

(b) V pfipadé, Ze dovozce Udajd porusi tyto dolozky
nebo nebude schopen tyto dolozky dodrZovat,
vyvozce Udajl pozastavi predavani osobnich

with these Clauses.
15.2  Review of legality and data minimisation

(a) The data importer agrees to review the legality
of the request for disclosure, in particular
whether it remains within the powers granted
to the requesting public authority, and to
challenge the request if, after careful
assessment, it concludes that there are
reasonable grounds to consider that the
request is unlawful under the laws of the
country of destination, applicable obligations
under international law and principles of
international comity. The data importer shall,
under the same conditions, pursue possibilities
of appeal. When challenging a request, the
data importer shall seek interim measures with
a view to suspending the effects of the request
until the competent judicial authority has
decided on its merits. It shall not disclose the
personal data requested until required to do so
under the applicable procedural rules. These
requirements

(b) The data importer agrees to document its legal
assessment and any challenge to the request
for disclosure and, to the extent permissible
under the laws of the country of destination,
make the documentation available to the data
exporter. It shall also make it available to the
competent supervisory authority on request.

(c) The data importer agrees to provide the
minimum amount of information permissible
when responding to a request for disclosure,
based on a reasonable interpretation of the
request.

SECTION IV — FINAL PROVISIONS
Clause 16
Non-compliance with the Clauses and termination

(a) The data importer shall promptly inform the
data exporter if it is unable to comply with
these Clauses, for whatever reason.

(b) In the event that the data importer is in breach
of these Clauses or unable to comply with
these Clauses, the data exporter shall suspend
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udaji dovozci udaji, dokud nebude znovu
zajisténo dodriovani predpisG nebo dokud
nebude smlouva ukoncena. Tim neni dotcen
¢lanek 14(f).

(c) Vyvozce Udajl je opravnén vypovédét smlouvu,
pokud jde o zpracovani osobnich Udajd podle
téchto dolozek, pokud:

(i) vyvozce Udaji pozastavil predavani
osobnich Udajd dovozci udaji podle
odstavce (b) a dodriovani téchto
dolozek neni obnoveno v pfimérené
IhGté a v kazdém pripadé do jednoho
mésice od pozastaveni;

(ii) dovozce udajil podstatné nebo trvale
porusuje tyto dolozky; nebo

dovozce Gdaji nedodrii zavazné
rozhodnuti pfislusného soudu nebo
dozorového ohledné svych
povinnosti podle téchto dolozek.

(iii)

Uradu

V téchto pfipadech informuje ptislusny dozorovy urad
o takovém nedodrzeni. Pokud smlouva zahrnuje vice
nez dvé strany, je vyvozce Udaji opriavnén uplatnit
toto pravo vypovéd smlouvy pouze ve vztahu k
prislusné strané, pokud se smluvni strany nedohodly
jinak.

(d) Osobni Udaje shromazdéné vyvozcem udajd v
EU, které byly prevedeny pred ukoncenim
smlouvy podle odstavce (c), budou okamzité v
plném rozsahu vymazany, véetné vsech jejich
kopii. Dovozce udajli potvrdi vyvozci udaja
vymazani Gdajd. Do vymazani nebo vraceni
udaji dovozce udaji nadale zajisti dodrZovani
téchto dolozek. V pripadé mistnich zakonu
platnych pro dovozce udajl, které zakazuji
vraceni nebo vymazani predavanych osobnich
udajd, dovozce Udaju zarucuje, Ze bude i nadale
zajistovat dodrzovani téchto dolozek a bude
Udaje zpracovdvat pouze v rozsahu a po dobu
pozadovanou mistnimi zakony.

the transfer of personal data to the data
importer until compliance is again ensured or
the contract is terminated. This is without
prejudice to Clause 14(f).

(c) The data exporter shall be entitled to terminate
the contract, insofar as it concerns the
processing of personal data under these
Clauses, where:

(i) the data exporter has suspended the

transfer of personal data to the data
importer pursuant to paragraph (b)
and compliance with these Clauses is
not restored within a reasonable time
and in any event within one month of
suspension;

(ii) the data importer is in substantial or

persistent breach of these Clauses; or
the data importer fails to comply with
a binding decision of a competent
court or supervisory authority
regarding its obligations under these
Clauses.
In these cases, it shall inform the competent
supervisory authority of such non-compliance. Where
the contract involves more than two Parties, the data
exporter may exercise this right to termination only
with respect to the relevant Party, unless the Parties
have agreed otherwise.

(iii)

(d) Personal data collected by the data exporter in
the EU that has been transferred prior to the
termination of the contract pursuant to
paragraph (c) shall immediately be deleted in
its entirety, including any copy thereof. The
data importer shall certify the deletion of the
data to the data exporter. Until the data is
deleted or returned, the data importer shall
continue to ensure compliance with these
Clauses. In case of local laws applicable to the
data importer that prohibit the return or
deletion of the transferred personal data, the
data importer warrants that it will continue to
ensure compliance with these Clauses and will
only process the data to the extent and for as
long as required under that local law.

(e) Kazda ze smluvnich stran muiZe odvolat svij | (e)
souhlas s tim, témito

Either Party may revoke its agreement to be
bound by these Clauses where (i) the European

ze bude vazana
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dolozkami, pokud (i) Evropskd komise pfijme
rozhodnuti podle clanku 45 odst. 3 naftizeni
(EU) 2016/679, které se tykd predavani
osobnich Gdaji, na které se tyto dolozky
vztahuji; nebo (ii) nafizeni (EU) 2016/679 se
stane soucasti pravniho rdmce zemé, do které
jsou osobni Uudaje predavany. Tim nejsou
dotéeny dalsi povinnosti vztahujici se na dané
zpracovani podle nafizeni (EU) 2016/679.

Dolozka 17
Rozhodné prdvo

Tyto dolozky se fidi pravem zemé, ktera povoluje prava
opravnéné treti strany. Smluvni strany se dohodly, Ze se
bude jednat o pravo Ceské republiky.

Dolozka 18
Volba soudu a jurisdikce

Veskeré spory vyplyvajici z téchto dolozek budou reSeny
soudy Ceské republiky.

1 Pokud je vyvozce Gdajd zpracovatelem podléhajicim
nafizeni (EU) 2016/679 jednajicim jménem instituce
nebo subjektu Unie jako spravce, odvoldni na tyto
dolozky pfi zapojeni jiného zpracovatele (dil¢iho
zpracovani), ktery nepodléhd natizeni (EU) 2016/679,
také zajistuje dodrzovani ¢lanku 29 odst. 4 nafizeni
Evropského parlamentu a Rady (EU) 2018/1725 ze dne
23. fijna 2018 o ochrané fyzickych osob v souvislosti se
zpracovanim osobnich Udaji organy Unie, organy,
institucemi a agenturami a o volném pohybu téchto
udaja, a zruseni nafizeni (ES) ¢. 45/2001 a rozhodnuti €.
1247/2002/€S (UF. vést. L 295, 21.11.2018, str. 39), v
rozsahu, v jakém jsou tyto dolozky a povinnosti ochrany
udaji stanovené ve smlouvé nebo jiném pravnim aktu
mezi spravcem a zpracovatelem podle ¢lanku 29 odst. 3
nafrizeni (EU) 2018/1725. Tak tomu bude zejména v
pfipadé, kdy spravce a zpracovatel odvolavaji na
standardni smluvni dolozky obsazené v rozhodnuti
2021/915.

2 patfi sem to, zda ptenos a dal$i zpracovéani zahrnuje
osobni Udaje odhalujici rasovy nebo etnicky plvod,

politické  nazory, ndabozenské nebo filozofické
presvédceni nebo €lenstvi v odborech, genetické (daje
nebo biometrické Udaje za ucelem jedinecné

identifikace fyzické osoby, Udaje tykajici se zdravi nebo
sexualniho Zivota nebo sexudlni orientace osoby nebo
Udaje tykajici se odsouzeni za trestné ciny nebo

Commission adopts a decision pursuant to
Article 45(3) of Regulation (EU) 2016/679 that
covers the transfer of personal data to which
these Clauses apply; or (ii) Regulation (EU)
2016/679 becomes part of the legal framework
of the country to which the personal data is
transferred. This is without prejudice to other
obligations applying to the processing in
question under Regulation (EU) 2016/679.

Clause 17
Governing law

These Clauses shall be governed by the law of a country
allowing for third-party beneficiary rights. The Parties
agree that this shall be the law of the Czech Republic.

Clause 18
Choice of forum and jurisdiction

Any dispute arising from these Clauses shall be resolved
by courts of the Czech Republic.

1 Where the data exporter is a processor subject to
Regulation (EU) 2016/679 acting on behalf of a Union
institution or body as controller, reliance on these
Clauses when engaging another processor (sub-
processing) not subject to Regulation (EU) 2016/679
also ensures compliance with Article 29(4) of Regulation
(EU) 2018/1725 of the European Parliament and of the
Council of 23 October 2018 on the protection of natural
persons with regard to the processing of personal data
by the Union institutions, bodies, offices and agencies
and on the free movement of such data, and repealing
Regulation (EC) No 45/2001 and Decision
No 1247/2002/EC (OJ L 295, 21.11.2018, p. 39), to the
extent these Clauses and the data protection obligations
as set out in the contract or other legal act between the
controller and the processor pursuant to Article 29(3) of
Regulation (EU) 2018/1725 are aligned. This will in
particular be the case where the controller and
processor rely on the standard contractual clauses
included in Decision 2021/915.

2 This includes whether the transfer and further
processing involves personal data revealing racial or
ethnic  origin, political opinions, religious or
philosophical beliefs, or trade union membership,
genetic data or biometric data for the purpose of
uniquely identifying a natural person, data concerning
health or a person’s sex life or sexual orientation, or
data relating to criminal convictions or offences.
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prestupky.

3 Dovozce Udajli maZe nabidnout nezdvislé feseni spord
prostiednictvim rozhodc¢iho organu pouze v pripadé, ze
je usazen v zemi, ktera ratifikovala Newyorskou umluvu
o prosazovani rozhodcich nalez(.

4 Pokud jde o dopad téchto zdkonl a postupl na
dodrZovani téchto doloZzek, mohou byt razné prvky
povazovany za soucast celkového hodnoceni. Tyto prvky
mohou zahrnovat relevantni a zdokumentované
praktické zkuSenosti s predchozimi pripady zadosti o
zptistupnéni od vefejnych orgdnd nebo absence
takovych  Zadosti, které pokryvaji  dostatecné
reprezentativni cCasovy ramec. Jedna se zejména o
interni zdznamy nebo jinou dokumentaci, kterd je
prabéiné sepsana v souladu s naleZitou péci a
certifikovdna na urovni vyssiho vedeni za predpokladu,
Ze tyto informace mohou byt zakonnym zplsobem
sdileny s tfetimi stranami. Pokud se odvolavd na tuto
praktickou zkuSenost, Ze dovozci Udaji nebude
zabranéno v dodrZovani téchto dolozek, je tfeba tuto
skute¢nost podpofit dalsimi relevantnimi, objektivnimi
prvky a je na smluvnich stranach, aby peclivé zvazily, zda
tyto prvky maji spolecné dostatec¢nou vahu na podporu
tohoto zavéru, pokud jde o jejich spolehlivost a
reprezentativnost. Smluvni strany musi zejména vzit v
Uvahu, zda jejich praktické zkuSenosti jsou potvrzené a
nejsou v rozporu s verejné dostupnymi nebo jinak
pristupnymi, spolehlivymi informacemi o existenci nebo
absenci Zadosti v ramci stejného odvétvi a/nebo
uplatiovani zadkona v praxi, jako je judikatura a zpravy
nezavislych dozorovych organ.

PRILOHA |

A. SEZNAM SMLUVNICH STRAN

VYVOZCE UDAJU

Jméno a adresa:

Fakultni nemocnici v Motole, statni prispévkovou
organizaci, se sidlem na adrese V Uvalu 84, 150 06
Praha 5, Ceska republika, 1CO: 00064203, DIC: CZ
00064203, zastoupena

_ na zakladé povéreni

Cinnosti souvisejici s Udaji pfeddvanymi podle
téchto doloZek:

Vyvozce Udajl podle smluv poskytuje sluzby, které

3 The data importer may offer independent dispute
resolution through an arbitration body only if it is
established in a country that has ratified the New York
Convention on Enforcement of Arbitration Awards.

4 As regards the impact of such laws and practices on
compliance with these Clauses, different elements may
be considered as part of an overall assessment. Such
elements may include relevant and documented
practical experience with prior instances of requests for
disclosure from public authorities, or the absence of
such requests, covering a sufficiently representative
time-frame. This refers in particular to internal records
or other documentation, drawn up on a continuous
basis in accordance with due diligence and certified at
senior management level, provided that this
information can be lawfully shared with third parties.
Where this practical experience is relied upon to
conclude that the data importer will not be prevented
from complying with these Clauses, it needs to be
supported by other relevant, objective elements, and it
is for the Parties to consider carefully whether these
elements together carry sufficient weight, in terms of
their reliability and representativeness, to support this
conclusion. In particular, the Parties have to take into
account whether their practical experience is
corroborated and not contradicted by publicly available
or otherwise accessible, reliable information on the
existence or absence of requests within the same sector
and/or the application of the law in practice, such as
case law and reports by independent oversight bodies.

ANNEX |
A. LIST OF PARTIES

DATA EXPORTER

Name and Address:

Motol University Hospital, state contributory
organization, having an address of V Uvalu 84, 150
06, Prague 5, Czech Republic, ID: 00064203, VAT ID:
CZ 00064203, represented by

_ based on authorization

Activities relevant to the data transferred under
these Clauses:

As per the Agreements Data Exporter is providing

Smlouva o irovedem’ klinického hodnoceni / Clinical Trial Agreement, IM011-1071-site 0002-_

Page 68 of 73



byly ziskdny spolecnosti BMS a které vyzaduji

prenos osobnich udaja.

Role: zpracovatel
Kontaktni udaje:

JMENEM VYVOZCE UDAJU/ FOR AND

Services that have been procured by BMS which

necessitate the transfer of Personal Data.

Role: Processor
Contact details:

ON BEHALF OF THE DATA EXPORTER:

yméno/ Name: |
- na zakladé povéreni/based on

authorization

Pozice/ Position:

Podpis/ Signhature:

Datum/Date:

DOVOZCE UDAJU

Jméno a adresa:
Bristol-Myers Squibb (dale jen ,,BMS*)

(jednajici jménem sebe a pobocek BMS mimo EHP,

Spojené kralovstvi a Svycarsko)

206 & Province Line Rd., Lawrenceville Township,
New Jersey 08648, USA

Cinnosti souvisejici s Udaji pfeddvanymi podle
téchto dolozZek:

Provadéni klinickych studif
Role: spravce

Kontaktni Udaje:

DATA IMPORTER

Name and Address:
Bristol-Myers Squibb Company (“BMS”)

(acting for and on behalf of itself and BMS Affiliates

outside the EEA, UK and Switzerland)

206 & Province Line Rd., Lawrenceville Township,
New Jersey 08648, USA

Activities relevant to the data transferred under
these Clauses:

Performance of the clinical trials
Role: Controller

Contact details:

JMENEM DOVOZCE UDAJU/ FOR AND ON BEHALF OF THE DATA IMPORTER:

sméno/Name: [

Pozice/Position:

Podpis/Signature:

Datum/Date:
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B. POPIS PREVODU

Kategorie subjektd udajt, jejichz osobni udaje jsou
predavany

U

Soucasni, byvali a budouci pacienti a subjekty
vyzkumu a/nebo jejich pfibuzni, véetné téch, ktefi
souhlasili s ucasti v klinickych vyzkumnych studiich
nebo jinych formach lékarského vyzkumu

Soucasni, byvali a budouci klini¢ti zkousejici a
potencialni  klini¢ti  zkousejici, spoluzkousejici,
Iékarnici, l|ékafi a dalsi zdravotnicti pracovnici,

véetné téch, ktefi se mohou podilet na provadéni
klinickych vyzkumnych studii nebo jinych forem
Iékarského vyzkumu

Zdravotnicky persondl pozadujici informace o
farmaceutickych ptipravcich a/nebo oznamujici
nezddouci a bezpecnostni pfihody a dalsi informace
tykajici se pouzivani farmaceutickych pfipravkd v
souvislosti s konkrétnimi studiemi, do kterych je
dodavatel zapojen

Byvaly, souasny a budouci zaméstnanec
(zaméstnanci) BMS, vedouci pracovnici, reditelé,
konzultanti, manazefi, zastupci, zaméstnanci
smluvnich partnerd jinych dodavatelll a prodejca
zapojenych do provadéni a fizeni klinickych
vyzkumnych studii spolecnosti BMS nebo jinych
forem lékarského vyzkumu

Jiny personal studijniho pracovisté: byvaly, soucasny
a budouci zaméstnanec (zaméstnanci), vedouci
pracovnici, reditelé, konzultanti, manazefti, zdstupci,
zaméstnanci smluvnich partnerd jinych dodavateld a
prodejcli zapojenych do provadéni a fizeni klinickych
vyzkumnych studii spolecnosti BMS nebo jinych
forem lékarského vyzkumu

Kategorie predavanych osobnich tdaja

Pro pacienty:

U

g

Osobni identifikacni udaje (napfiklad jméno,
pfijmeni, datum narozeni (rok nebo mésic/rok))
adresa,

Kontaktni ddaje (jako je

telefonni ¢isla)

e-maily,

Identifikaéni Cislo subjektu pridélené pro ucast

DESCRIPTION OF TRANSFER

Categories of data subjects whose Personal Data is
transferred

Current, past and future patients and research
subjects and/or their relatives including those who
have consented to participation in Clinical Research
studies or other forms of medical research

Current, past and future clinical investigators and
potential clinical investigators, sub-investigators,
pharmacists, physicians and other health care
professionals including those who may be involved
in the conduct of Clinical Research studies or other
forms of medical research

Healthcare professionals requesting information on
pharmaceutical products and/or reporting adverse
and safety events, and other information relating to
the use of pharmaceutical products in relation to
the specific studies in which the Vendor is involved

BMS past, present and future employee(s), officers,
directors, consultants, managers, agents, staff of
contractors of other suppliers and vendors involved
in the conduct and management of the BMS clinical
research studies or other forms of medical research

Other Study Sites’ personnel: past, present and
future employee(s), officers, directors, consultants,
managers, agents, staff of contractors of other
suppliers and vendors involved in the conduct and
management of the BMS clinical research studies or
other forms of medical research

Categories of Personal Data transferred

For Patients:

Personal identification data (such as name,
surname, date of birth (year or month/year))

Contact information (such as address, emails,
phone numbers)

Subject identification number assigned for
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ve vyzkumu
Fyzicky popis a dalsi osobni charakteristiky (napft.
vék, pohlavi, schopnost otéhotnéni, hmotnost,

vyska)

Financni, ekonomické, platebni a bankovni Gdaje
(jako jsou bankovni Ucty a Cisla kreditnich karet)

Dalsi udaje pottebné pro planovani, spravu a

fizeni  klinickych  vyzkumnych operaci a
klinickych hodnoceni spole¢nosti BMS, ndbor a
Uéast a logistiku UcastnikG  klinického

hodnoceni a pracovnik( klinického hodnoceni a
pracovnikl mimo klinické hodnoceni v téchto
klinickych hodnocenich, pro ucely
zaznamenavani a archivace, zajiSténi kvality,
pro ucely poddvani zprav o bezpecénosti.

Pro personal studie:

O

Osobni identifika¢ni udaje (napfiklad jméno,
pfijmeni)

Kontaktni ddaje (naptiklad telefonni Cislo,
faxové Cislo, e-mailovd adresa, adresa,
ordinace / nemocnice / pracovisté kliniky)

Profesni charakteristiky, jako jsou profesni
specializace, vztahy se zaméstnavateli, profesni
sdruzeni nebo zdravotnické organizace,
veskeré dalsi informace obsaZzené v Zivotopise
tykajici se jejich profesnich a akademickych
zkusenosti a kvalifikaci)

Finan¢ni, ekonomické, platebni a bankovni
Udaje (jako jsou bankovni acéty a disla
kreditnich karet)

Prevadéné citlivé udaje (pokud se pouzivaji):

Vyberte viechny platné moznosti:

[ rasa nebo etnicky plvod

[ politické, ndboZenské nebo filozofické nazory

[ ¢lenstvi v odborech

[ genetické udaje

research participation

Physical description and other personal
characteristics (such as age, gender, childbearing
potential, weight, height)

Financial, economic, payment and banking
information (such as bank accounts and credit
card numbers)

Other data as required for the planning,
administration and management of BMS clinical
research operations and clinical trials, for the
recruiting and the participation and logistics of
the trial participants and study and non-study
personnel in those trials, for recording and
archiving purposes, for quality assurance, for
safety reporting purposes.

For Study Personnel:

Personal
surname)

identification data (such as name,

Contact information (such as telephone number,
fax number, email address, address, practice /
hospital / clinic location)

Professional characteristics such as professional
specialty, affiliations with employers,
professional associations or health care
organizations, any other information contained
in a CV regarding their professional and
academic experience and qualifications)

Financial, economic, payment and banking
information (such as bank accounts and credit
card numbers)

Sensitive data transferred (if applicable):

Select all that apply:

[ race or ethnicity

1 political, religious or philosophical views

[ trade union membership

[ genetic data

Smlouva o provedeni klinického hodnoceni / Clinical Trial Agreement, IM011-1071-site 0002_

S

Page 71 of 73



[ biometrické udaje

[ zdravotni udaje

[ udaje tykajici se sexualniho Zivota / sexualni orientace
O finan¢ni Udaje

[ trvalé identifikatory

[ jiné (uvedte prosim):

Omezeni nebo bezpecnostni opatfeni pro citlivé udaje:
(je-li relevantni)

Pfisné omezeni Ucelu, omezeni pristupu (véetné
pfistupu pouze pro zaméstnance, ktefi absolvovali
specializované Skoleni), vedeni zaznamd o pristupu k
udajlim, omezeni pro dalsi prevody

Cetnost prevodu (napf. zda jsou udaje predavany
jednorazoveé nebo pribéziné).

Nepfretrzity.
Povaha zpracovani

Shromazdovdni a zaznamenavani;  organizovani;
prizplsobovani nebo pozménovani; konzultace nebo
nacitani; ukladani, nacitani, analyza, anonymizace;
zverejnovani nebo predavani

Ucel(y) prevodu a dalsiho zpracovani udaji

Aby vyvozce udaji mohl poskytovat sluzby uvedené
nize:
Provadéni klinického hodnoceni

Obdobi, po které budou osobni udaje uchovavany,
nebo pokud to neni moziné, kritéria pouzita k urceni
tohoto obdobi

Po dobu trvani smlouvy (smluv), podle které bude
vyvozce Udaju poskytovat své sluzby spoleénosti BMS, a
poté podle potfeby za i¢elem dodrZeni platnych zakona
nebo smluvnich zavazka.

U prfevodu (diléim) zpracovatelim také specifikujte
predmét, povahu a trvani zpracovani

O biometric data

[J health data

1 data concerning sex life/ sexual orientation

O financial data

[ persistent identifiers

L] other (please specify):

sensitive data:

Restrictions or for

(if applicable)

safeguards

Strict purpose limitation, access restrictions (including
access only for staff having followed specialised
training), keeping a record of access to the data,
restrictions for onward transfers

The frequency of the transfer (e.g. whether the data is
transferred on a one-off or continuous basis).

Continuous.
Nature of the processing

Collecting and recording; organizing; adapting or
altering; consulting or retrieving; storing, retrieving,
analysing, anonymizing; disclosing or transferring

Purpose(s) of the data transfer and further

processing

To enable Data Exporter to provide the Services set out
in the below:
Conduct of the clinical trial

The period for which the Personal Data will be
retained, or, if that is not possible, the criteria used to
determine that period

For the duration of the Agreement(s) pursuant to which
the Data Exporter will provide its Services to BMS, and
thereafter as necessary to comply with applicable laws
or contractual obligations.

For transfers to (sub-) processors, also specify subject
matter, nature and duration of the processing
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Dle potfeby k provedeni klinického hodnoceni . As required to conduct the clinical trial
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