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CLINICAL TRIAL AGREEMENT

This CLINICAL TRIAL AGREEMENT (the
“Agreement”) is effective on the day of the
publishing in accordance with the Act no. 340/2015
Coll. On the Register of Contracts (the “Effective
Date”), by and between

Fakultni nemocnice u sv. Anny v Brné located at
Pekai'ska 53, 656 91 Brno, Czech Republic, IC
(Company ID): 00159816, DIC (VAT ID):
CZ00159816, represented by Ing. Vlastimil
Vajdak, director (the “Institution”),

XXXXXXXXXXXXxX, with a place of permanent
residence: XXXXXXxXxxxx, date of birth: Xxxxxxx,
who shall serve as the principal investigator
(“Investigator”) for the Study as defined below,

and
Exelixis, Inc., located at 1851 Harbor Bay

Parkway, Alameda, CA 94502, U.S.A. VAT ID:
04-3257395, (the “Sponsor™).

The Institution and the Investigator may be
collectively referred to as the “Site”.

1. STATEMENT OF WORK.

(a) Under a special Power of Attorney issued
on 24 April 2020, Sponsor has appointed and
authorized Pharmaceutical Research Associates
CZ,s.r.o., located at Praha 7, Jankovcova 1569/2c,
Post Code (PSC): 170 00, Czech Republic, IC
(company ID number): 27636852, the limited
liability company duly registered in the
Commercial Register of the Czech Republic
maintained by the Municipal Court in Prague,
Section C, Entry 120574, represented by Xxxxxxx
(“PRA”) to execute this Agreement in the name
and on behalf of the Sponsor, thus binding Sponsor
to the duties and obligations set out in this
Agreement.

Fakultni nemocnicie u sv. Anny v Brné / XXXXXXXX
XL184-315

SMLOUVA O PROVEDENI ’KLINICKEHO
HODNOCENI

Tato SMLOUVA (0) PROVEDENI
KLINICKEHO HODNOCENI (dile jen
»Smlouva“) nabyva ucinnosti dne m zvetejnéni dle
zéakona ¢. 340/2015 Sb., o registru smluv (dale jen
»Datum ucinnosti*), mezi

Fakultni nemocnici u sv. Anny v Brné se sidlem
Pekai'ska 53, 656 91 Brno, Ceské republika, IC:
00159816, DIC: CZ00159816, zastoupenou Ing.
Vlastimilem Vajdakem, feditelem (dale jen
,.Zdravotnické zafizeni®),

XXXXXXXXXXXXXX, bytem: XXXXXXXXXXXX, nar.:
xxxxxxx (dale jen ,.ZkouSejici*) odpovidajici za
Studii, jak je definovéno nize,

a

spole¢nosti Exelixis, Inc., se sidlem 1851 Harbor
Bay Parkway, Alameda, CA 94502, Spojené staty
americké, DIC:  04-3257395, (dale jen
,.Zadavatel®).

Zdravotnické zatizeni a Zkousejici mohou byt dale

spoleén¢ oznaCovani jen jako ,ReSitelské
centrum®.

1. POPIS PROJEKTU.

(a) Na zakladé zvlastni plné moci vydané dne 24.
dubna 2020 Zadavatel povéfil azmocnil
Pharmaceutical Research Associates CZ, s.r.o.,
se sidlem Praha 7, Jankovcova 1569/2¢, PSC 170
00, Ceska republika, IC: 27636852, spole&nost s
ru¢enym omezenym fadné zapsanou v Obchodnim
rejstitku  Ceské republiky vedeném Méstskym
soudem v Praze oddil C vlozka 120574,
zastoupenou xxxxxxx (dale jen ,,PRA®), aby tuto
Smlouvu plnila za né&j a jeho jménem a zavazovala
tak Zadavatele plnénim povinnosti a zavazkl
stanovenych v této Smlouve.
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(b) The Investigator will conduct the clinical
research study entitled “A Phase 3, Randomized,
Open-Label, Controlled Study of Cabozantinib
(XL184) in Combination with Atezolizumab vs
Second Novel Hormonal Therapy (NHT) in
Subjects with Metastatic Castration-Resistant
Prostate Cancer” (the “Study”), bearing protocol
number XL.184-315, as may be amended from time
to time (the “Protocol”), the provisions of which
are incorporated herein by reference. The Site shall
perform the Study in conformance with: (i)
generally accepted standards of good clinical
practice, (ii) an ethical manner and in a manner that
appropriately protects the safety, security, and
well-being of the Study subjects and any data
arising from the Study (iii) the Protocol, (iv) the
U.S. Food and Drug Administration (“FDA”) Form
1572, (v) this Agreement, and (vi) all applicable
laws, rules and regulations of the Czech Republic
including, but not limited to, those governing the
conduct of the Study and the activities or
interactions under this Agreement, such as the
Anti-Corruption Laws (defined below) and
applicable medical subject privacy and data
security laws and regulations. The Institution shall
not reassign the conduct of the Study to another
investigator without Sponsor’s express written
consent. If the Investigator is unable to perform the
duties required by this Agreement, the Institution
shall promptly notify Sponsor and PRA in writing.
If a mutually acceptable replacement is not
available, this Agreement may be terminated as
provided herein.

(©) The Institution shall provide appropriate
resources and facilities so the Investigator can
conduct the Study in a timely and professional
manner and according to the terms of this
Agreement. The Site shall ensure that only
individuals who are appropriately trained and
qualified will assist in conducting the Study. The
Site is responsible for ensuring that all personnel
participating in the Study (“Study Team”) comply
with the terms of this Agreement, excluding
personnel supplied by PRA or Sponsor. Institution
and Investigator agree to promptly notify Sponsor
and PRA in the event any Study Team member is
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(b)  Zkousejici provede klinickou vyzkumnou
studii pod nazvem “Randomizovana, oteviena,
kontrolovana studie fiaze 3 kombinace
kabozantinibu (XL184) s atezolizumabem
v porovnani s druhou novou hormonalni terapii
(NHT) u subjekti s metastatickym malignim
niadorem prostaty rezistentnim na kastraci”
(dale jen ,,Studie®), s ¢islem protokolu X1.184-315,
ve znéni piipadnych zmén (dale jen ,,Protokol®),
jehoz wustanoveni jsou nedilnou soucasti této
Smlouvy. Regitelské centrum bude provadét Studii
v souladu s: (i) vSeobecné akceptovanymi
standardy spravné Kklinické praxe (GCP), (ii)
etickym jednanim a zplsobem, ktery piiméfenc
chrani bezpec¢nost, jistotu a pohodu subjektt Studie
a udaju ziskanych ze Studie, (iii) Protokolem, (iv)
formulafem ¢&. 1572 amerického Ufadu pro
kontrolu potravin aléciv (FDA), (v)touto
Smlouvou, a(vi) vSemi pfisluSnymi zakony,
predpisy a smérnicemi Ceské republiky véetné
mimo jiné piedpist upravujicich provadéni Studie
a ¢innosti nebo interakce podle této Smlouvy,
napt. Zakony zakazujici korupci (definice viz nize)
aplatné zakony a pfedpisy o ochran¢ soukromi
pacientl a osobnich udaji. Zdravotnické zafizeni
neni opravnéno povéefit vykonem Studie jiného
Zkousejiciho bez vyslovného pisemného souhlasu
Zadavatele. Nembuze-li Zkousejici vykonavat
povinnosti vyplyvajici ze Smlouvy, Zdravotnické
zafizeni je o tom povinno Zadavatele a PRA
neprodlen¢ pisemné vyrozumét. Nelze-li nalézt
nahradu piijatelnou pro ob¢ strany, muze néktera
strana od této Smlouvy odstoupit zplisobem v této
Smlouvé stanovenym.

(¢c) Zdravotnické zafizeni poskytne vhodné zdroje
a moznosti, aby ZkousSejici mohl Studii provést
véas a odborné¢ a v souladu s podminkami této
Smlouvy. Resitelské centrum zajisti, Ze pfi
provadéni Studie budou napomocni pouze
vyskoleni a kompetentni spolupracovnici.
Resitelské centrum odpovida za zajiténi toho, Ze
veskery personal ucastnici se Studie (dale jen
»Lym Studie®) spliiuje podminky této Smlouvy, s
vyjimkou persondlu, ktery poskytne PRA nebo
Zadavatel. Zdravotnické zafizeni a ZkousSejici
souhlasi, Ze neprodlen¢ oznami Zadavateli a PRA,
pokud je ¢len Tymu Studie ohlasen licencni
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reported to or comes under investigation by any
licensing board, independent ethics committee or
institutional review board, and further agrees to
promptly discontinue the use of any such personnel
in connection with the Study unless Sponsor
consents in writing to the continued use of such
personnel, which such consent shall not be
unreasonably delayed, conditioned, or withheld.
Unless otherwise agreed to in writing by the
parties, the Site shall conduct the Study only at the
facilities indicated in this Agreement.

(d) Prior to a qualified subject entering the
Study, Site will obtain an informed consent form,
in a format provided by Sponsor and approved by
the applicable Institutional Review Board (IRB) or
Ethics Committee (EC), for each Study subject
prior to such subject’s participation in the Study,
and maintains a copy of the signed consent in the
Study subject’s record, in accordance with
applicable laws and regulations. Site will also
obtain from each Study subject an informed
consent to the processing of personal data that
complies with applicable laws and regulations, and
will enable Site to provide Sponsor, PRA, and other
parties designated by Sponsor, with completed case
report forms (paper or electronic as designated by
Sponsor), source documents, and all other
information and Biological Materials (defined
below) required by the Protocol. The Site will use
the form of informed consent to the processing of
personal data provided by the Sponsor, who is thus
responsible for its consent to the applicable legal
regulations. To the extent Sponsor and/or PRA may
be exposed to individually-identifiable information
of a Study subject, such information may be used
only as permitted in the Study subject informed
consent to the processing of personal data form,
and in accordance with applicable laws and
regulations.

2. PAYMENT.

(a)  Sponsor will pay the Institution and
Investigator according to the Payment Schedule
attached hereto as Exhibit A (“Payment
Schedule”) and the Budget attached hereto as
Exhibit B (“Budget”), upon receipt of invoices and
other appropriate documentation as specified

Fakultni nemocnicie u sv. Anny v Brné / XXXXXXXX
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komisi, nezavislé etické komisi nebo ptrezkoumaci
komisi nebo jimi vySetfovan, a v navaznosti na
takové Setfeni bude stakovym c¢lenem Tymu
Studie ukonena veSkera ¢innost souvisejici s
provadénim Studie, pokud Zadavatel nepoda
pisemny souhlas, ktery nesmi byt nepfiméfené
opozdény,  podminény  nebo odmitnuty,
s pokraCovanim spoluprace s danym clenem.
Pokud neni stranami sjednano pisemné néco
jiného, Resitelské centrum bude provadét Studii
jen v zafizenich uvedenych v této Smlouvé.

(d) Nez Resitelské centrum zatadi kvalifikované
subjekty do Studie, ziskd od kazdého Subjektu
studie pfed jeho ucasti ve Studii informovany
souhlas v podobé dodané Zadavatelem a schvalené
prislusnou etickou komisi (EK) a kopii takového
informovaného souhlasu v souladu s platnymi
zakony a predpisy zalozi do slozky Subjektu
studie. Od kazdého Subjektu studie Resitelské
centrum ziskd také informovany souhlas se
zpracovanim osobnich daju, ktery bude v souladu
s platnymi zakony a Resitelskému centru umozni
predavat Zadavateli, spoleCnosti PRA a dalSim
osobam ur¢enym Zadavatelem vyplnéné formulare
zdznamu subjekti hodnoceni (v papirové, nebo
clektronické podobé, jak wur¢i Zadavatel),
zdrojovou dokumentaci a veskeré dalsi informace
a Biologické materidly (definice viz nize)
pozadované podle Protokolu. Resitelské centrum
k tomu bude pouzivat formulaf informovaného
souhlasu se zpracovanim osobnich udajii dodany
Zadavatelem, ktery tako odpovida za jeho souhlas
s platnymi pravnimi pfedpisy. Pokud Zadavatel
a/nebo spolecnost PRA ziskaji néjaké osobni udaje
Subjektii studie, budou moci takové osobni tidaje
pouzivat pouze zpusobem povolenym
v informovaném  souhlasu se  zpracovanim
osobnich udaji podepsaném Subjektem hodnoceni
a v souladu s platnymi zakony a ptedpisy.

2. UHRADA.

(a) Zadavatel zaplati Zdravotnickému zafizeni a
Zkousejici uhradu v souladu s platebnim rozvrhem,
ktery je k tomuto dokumentu pfipojen jako ptiloha
A (dale jen ,,Rozvrh plateb®), a s rozpoctem, ktery
je k tomuto dokumentu pfipojen jako piiloha B
(dale jen ,,Rozpocet”), a to na zaklad¢ doruceni
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therein.

(b) The Institution and Investigator as payees
(“Payee” or “Payees”) shall provide full payment
instructions and bank details, in writing to Sponsor
in the Payee Account Information Form (“PAI
Form”), before any payment can be made. The
Payees are obliged to inform Sponsor, in writing,
of any changes or required updates of payment
instructions and/or bank details. The parties agree
that any change of or update to the Payees” bank
details contained in the PAI Form may be affected
through a written notice and shall not of itself
require a formal Amendment to this Agreement.

(¢) The Site is an independent contractor, and
neither PRA nor Sponsor is responsible for any
employee  benefits,  pensions, workers’
compensation, withholding, or employment-
related taxes as to the Institution or its personnel.

(d) The Investigator and any sub-investigators
will complete and sign a financial disclosure form
when reasonably requested to do so by Sponsor.
These forms shall be promptly updated as needed
to maintain their accuracy and completeness
during the Study and for one year after its
completion. The Institution and Investigator
acknowledge and agree that any payments made
under this Agreement will be disclosed to the local
regulatory authorities by Sponsor or PRA as
required under the EFPIA (European Federation of
Pharmaceutical Industries and Associations)
Disclosure Code or equivalent local legislation.

(e) The Institution hereby agrees that no third
party will be charged for any aspect of treatment or
subject care for which the Payee has invoiced or
been paid under this Agreement. The Institution
hereby agrees that neither participants in the Study
nor any third party will be charged for
Cabozantinib (XL184) and Atezolizumab (the
“Study Drug”) or any comparator drugs provided
for this Study, nor shall Payee include such cost in

Fakultni nemocnicie u sv. Anny v Brné / XXXXXXXX
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faktur a dalSich piislusnych dokladii v souladu s
Rozpoctem.

(b) Zdravotnické zatizeni a Zkousejici, jakoZzto
ptijemci platby (dale jen ,.Pfijemce platby“ nebo
,Prijemci platby”) poskytne pisemné Zadavateli
kompletni platebni pokyny a bankovni spojeni, a to
na formulafi Payee Account Information (dale jen
»PAI“) pfedtim, nez bude mozno uskutecnit
jakoukoliv platbu. Pfijemci platby jsou povinni
pisemn¢ informovat Zadavatele o jakychkoliv
zménach nebo pozadovanych aktualizacich
v platebnich pokynech a/nebo bankovnim spojeni.
Smluvni strany sjednavaji, Ze zmény nebo
aktualizace bankovniho spojeni Pfijemct plateb
obsazené na formulafi PAlmohou byt provadény
pisemnym ozndmenim a samy o sob& nevyzaduji
uzavieni dodatku k této Smlouvé.

(c) Resitelské centrum je nezavislym dodavatelem
a PRA ani Zadavatel nejsou odpovédni za
vyplaceni jakychkoli pozitki zaméstnanct,
dichodd, nahrad pracovniktim, srazek nebo dani
hrazenych za zaméstnance bud’ Zdravotnickému
zafizeni nebo jeho personalu.

(d) ZkousSejici a ptipadni spoluzkousejici na
pfimétenou zadost Zadavatele vyplni a podepisi
formulédf financnich udaji. Tyto formulafe musi
byt v ptipadé potieby neprodlené aktualizovany,
aby po dobu Studie a jednoho roku po jejim
skonceni zustaly spravné a Uplné. Zdravotnické
zafizeni a ZkousSejici berou na védomi a souhlasi
s tim, Ze veskeré platby provedené v ramci této
Smlouvy budou Zadavatelem nebo PRA sdéleny
mistnim regulatnim ufadim, jak je pozadovano
podle EFPIA (Evropska federace farmaceutického
pramyslu a asociaci) kodexem zvefejiiovani nebo
ekvivalentnim mistnim piedpisem.

(e) Zdravotnické zafizeni timto souhlasi s tim, ze
zadnému subjektu ani tfeti stran¢ nebude v zadném
ohledu uc¢tovana 1écba ani zdravotni péce, kterou
Prijemci platby fakturovali nebo ktera byla
uhrazena vramci této Smlouvy. Zdravotnické
zafizeni timto souhlasi s tim, ze Gi€astnikim Studie
ani zadné tfeti strané¢ nebude UcCtovan
Cabozantinib (XL184) a Atezolizumab (dale jen
»Hodnoceny 1€k“) nebo jiny srovnavaci Iék
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any cost report to third-party payers.

()  Unless otherwise agreed herein, payments
will be made for evaluable subjects and for eligible
subjects only in accordance with Exhibit A
(Payment Schedule) and Exhibit B (Budget). An
eligible subject is one who meets all of the
inclusion requirements and does not meet any of
the exclusion criteria of the Protocol, who was
enrolled by Investigator, and from whom informed
consent has been obtained. An evaluable subject is
one for whom case report forms (“CRFs”) have
been properly completed in accordance with the
Protocol, and who has completed the appropriate
Study procedures as set forth in the Protocol, and
undergone the evaluations required by the
Protocol.

(g) The parties acknowledge and agree that the
compensation provided for Site’s performance
under the Agreement represents the fair market
value for the services conducted by Site and has
been agreed independently from any business the
Institution or the Investigator has made or may
make in relation to the ordering of products or
services of the Sponsor.

(h)  The parties acknowledge that the expected
maximum amount of the total payment under this
Agreement is CZK 7,890,000.

3. RECORDKEEPING;
ACCESS.

REPORTING;

(a) Authorized representatives of Sponsor and/or
PRA have the right, upon reasonable advance
notice, and during regular business hours, to: (i)
audit and examine the Site’s facilities required
for performance of the Study; and (ii) review all
data, records and work products relating to the
Study, and if necessary, make copies of such
data, records and work products, provided such
copies do mnot include any unauthorized
individually-identifiable information of a Study
subject. The Site shall maintain complete and
accurate records related to the Study, and shall

Fakultni nemocnicie u sv. Anny v Brné / XXXXXXXX
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poskytnuty pro tuto Studii a Ze takovéto naklady
nebudou zahrnuty do zadného vykazu néaklada pro
platce-tieti strany.

(f) Pokud v této Smlouveé neni dohodnuto jinak,
platby budou provadény jen za vyhodnotitelné
subjekty a jen za zpasobilé subjekty podle
ustanoveni  Pfilohy A (Platebni podminky)
a Prilohy B (Rozpocet). Zpusobily subjekt je ten,
ktery splni vSechny podminky pro zafazeni a
nespliluje zadné z vyluCovacich kritérii uvedenych
Protokolu, ktery byl zatazen Zkousejicim, a ktery
udélil svtyj informovany souhlas. Subjekt, kterého
lze vyhodnotit, je ten subjekt, u n&jz byly
uspokojivé vyplnény vSechny formulate pro
zdznamy Subjektli hodnoceni (dale jen ,,CRF*)
v souladu s Protokolem, ktery absolvoval pfislusné
studijni tkony stanovené Protokolem a ktery
absolvoval vySetfeni pozadovana Protokolem.

(g) Smluvni strany uznéavaji a souhlasi s tim, ze
odména za plnéni Resitelského centra na zakladé
této Smlouvy predstavuje spravedlivou trzni
hodnotu sluzeb poskytnutych Resitelskym centrem
a byla sjedndna nezavisle na jinych obchodnich
vztazich,  stavajicich nebo  potencialnich,
Zdravotnického zafizeni nebo ZkouSejiciho
tykajicich se objednavek vyrobkt nebo sluzeb
Zadavatele.

(h) Smluvni strany berou na védomi, Ze
maximalni pfedpokladana hodnota plnéni dle této
Smlouvy je 7 890 000 K¢

3. ZAZNAMY: VYKAZY: PRISTUP.

(a) Zmocnéni zastupci Zadavatele, ptipadné
PRA, jsou opravnéni na zakladé pfiméreného
piedchoziho oznameni v pfimétené lhuté a béhem
obvyklé pracovni doby: (i) provadét audit a
provéfit vybaveni Regitelského centra potiebné k
provedeni Studie a (ii) zkontrolovat veskeré udaje,
zaznamy a vysledky prace souvisejicich
s provadénim Studie, a jestlize to je potiebné,
pofizovat si kopie takovych udaji, zdznami a
vysledkd prace, za predpokladu, ze takové kopie
neobsahuji nepovolené individualné
identifikovatelné informace o Subjektu hodnoceni.
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retain all such records resulting from the Study in
accordance with ICH GCP for the time required
by applicable laws and regulations. The Study
may be monitored/managed remotely. In this
circumstance, the Investigator and Institution
undertake to facilitate the remote evaluation
carried out by Sponsor/PRA personnel or
representatives in a timely manner to ensure
quality data collection and the safety of study
subjects._ Prior to destroying or otherwise
disposing of any records, Site will provide
Sponsor reasonable opportunity to take
possession of the Study records (excluding
medical documentation related to the Study
subject), at Sponsor’s reasonable expense.

(b) The Investigator will deliver CRFs to PRA
within five (5) days of Investigator’s review or in
accordance with Sponsor reasonable written
instructions, as the case may be. The Investigator
shall be available at reasonable times during
normal business hours to meet with Study
monitors and answer questions regarding the
conduct of the Study. If PRA must use or access
the Site’s computer systems, it will do so in
accordance with the Site’s instructions and will
only use acquired information for the purpose of
the Study and in accordance with applicable
laws. Institution and Investigator will comply
with Investigator obligations under ICH GCP
4.1.4. and 4.9.7. to ensure Study monitors are
granted direct access to Study Subject original
medical records for verification purposes,
including periodic access to allow comparison of
certified copies of medical records against the
original records to verify their authenticity. If
used at the Site, Site shall provide Study monitors
access to its electronic medical records system
related to this Study. Site shall ensure that only
Study Subject medical records shall be disclosed
to Study monitor and shall ensure that no access
to non-Study Subject records is possible. Where
this is not possible, Institution and Investigator
shall ensure certified paper copies are made
available for inspection. The Site shall ensure
sufficient access is granted to the monitor to
enable source data verification of the Study
Subjects.
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Regitelské centrum je povinno vést tiplné a spravné
zaznamy tykajici se Studie a zdznamy vzniklé ze
Studie je povinno archivovat v souladu s ICH GCP
po dobu, jakou stanovi prislusné zakony a pravni
predpisy. Studie mtze byt monitorovana / fizena
na dalku. Za téchto okolnosti se Zdravotnické
zafizeni zavazuje usnadnit vzdalenou kontrolu
provadénou Zadavatelem / PRA nebo jeho
zastupci tak, aby se zajistil v€asny sbér kvalitnich
udaji a bezpe¢nost subjektd Studie. Pied zni¢enim
zaznamil nebo jinym nalozenim s nimi umozni
Resitelské centrum Zadavateli v pfiméfené lhiite
zaznamy Studie (vyjma zdravotnické
dokumentace tykajici se Subjektu hodnoceni) na
vlastni pfiméfené naklady prevzit.

(b) Zkousejici zasle zaznamy CRF spoleénosti
PRA do péti (5) pracovnich dni od revize
Zkousejictho nebo v souladu s piiméfenymi
pisemnymi pokyny Zadavatele podle okolnosti.
Zkousejici bude v pfiméfenych hodinach v bézné
pracovni dob¢ k dispozici ke schiizkdm s monitory
Studie a bude odpovidat na jejich otazky tykajici
se provadéni Studie. Pokud musi PRA pouzit
pocitatové systémy Resitelského centra nebo do
nich vstoupit, u€ini tak v souladu s pokyny
Resitelského centra a ziskané informace pouzije
pouze pro ucely Studie a v souladu s pfislusnymi
pravnimi predpisy. Zdravotnické zafizeni a
ZkouSejici  budou  postupovat v souladu
s povinnostmi vyplyvajicimi z ICH GCP 4.14. a
4.9.7. a zajisti monitorovi Studie poskytnuti
ptimého  pfistupu  k plivodnim  1ékatfskym
zaznamUm Subjektd hodnoceni za Gi¢elem ovéteni,
véetn¢ pravidelného piistupu ke vzijemnému
porovnavani  ovétené  kopie  zdravotnické
dokumentace proti pivodnim zaznamidm, které
maji ovéfit jejich pravost. Pokud se pouziva v
misté Resitelského centra, Resitelské centrum
poskytne monitorovi Studie pfistup do své
elektronické databaze 1ékarskych zaznamu
tykajicich se této Studie. ReSitelské centrum
zajisti, aby byly zpfistupnény pouze ty 1ékaiské
zaznamy, které se tykaji Subjektd hodnoceni, a
zajisti, Ze monitor Studie nebude mit Zadny piistup
k dokumentaci, ktera se netykd Subjektd
hodnoceni, je-li toto mozné. Pokud toto neni
mozné, Zdravotnické zafizeni a ZkousSejici zajisti
ovétené tisténé kopie zaznaml a poskytne je
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(c) Site shall comply with any and all safety
reporting procedures and requirements, including
any such reporting procedures and requirements
relating to any serious or unexpected event,
injury, toxicity or sensitivity reaction associated
with the Study or the Study Drug, in each case as
set forth in the Protocol or any reasonable written
instruction from PRA or Sponsor.

(d) The Site will promptly notify Sponsor and
PRA if any regulatory authority (including the
FDA) notifies the Institution or Investigator of a
pending inspection or without scheduling, begins
an inspection at the Site, relating to the Study/
upon notification of an inspection, Site will
permit representatives of Sponsor and/or PRA to
be onsite prior to, and during inspection. In
addition, Site will promptly forward to Sponsor
and PRA copies of any written communication
received as a result of such inspection which are
related to the Study. The Site shall also provide
to Sponsor and PRA copies of any documents
provided to any inspector that relate to the Study.

(e) PRA or Sponsor are obligated to inform the
Institution through the Department of Clinical
Trials about planned date of initiation visit and
termination visit, an audit and about date of
enrollment beginning and enrollment closure via
e-mail xxxxxxxx. Sponsor and PRA are
obligated to obliged to conduct the wvisits
mentioned above during usual working hours of
the Institution after a mutual agreement with the
Investigator, or an authorized employee of the
Institution.

4. CONFIDENTIALITY.
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k dispozici pro kontrolu. Regitelské centrum zajisti
dostateCny pfistup pro studijniho monitora za
ucelem kontroly zdrojové dokumentace studijnich
Subjektd hodnoceni.

(¢) Resitelské centrum a bude dodrzovat veskeré
postupy apozadavky tykajici se hlaseni
bezpecnostnich piihod, mimo jiné postupy
apozadavky tykajici se hlaSeni zavaznych
nebo neocekavanych piihod, Ujmy na zdravi,
toxicity nebo reakci citlivosti v souvislosti se
Studii nebo s Hodnocenym lékem, ato vzdy
zpisobem  uvedenym v Protokolu  nebo
v piipadnych piiméfenych pokynech spolecnosti
PRA nebo Zadavatele.

(d) Resitelské centrum bude bezodkladné
informovat Zadavatele a PRA, jestlize bude néjaky
regulacni Gfad (v€etné FDA) informovat
Zdravotnické zafizeni nebo ZkouSejiciho o
chystané kontrole nebo auditu nebo bez
predchoziho upozornéni zah4ji kontrolu nebo audit
tykajici se Studie. Po oznameni takové kontroly
nebo auditu umozni Resitelské centrum zastupctim
Zadavatele a/nebo spolecnosti PRA pritomnost na
mist¢ pfed samotnou kontrolou nebo auditem
abdhem nich. Zaroven Resitelské centrum
bezodkladné postoupi Zadavateli a PRA kopie
veskerych pisemnych materialti, které obdrzi
v souvislosti s touto kontrolou a které souviseji se
Studii. Resitelské centrum déle pieda Zadavateli a
PRA kopie veskerych dokumenti, které poskytlo
kontroloriim a které se vztahuji ke Studii.

(e) PRA nebo Zadavatel jsou povinni informovat
Zdravotnické zafizeni prostfednictvim Oddéleni
ukoncovaci navstévy, auditu a dale o datu zahdjeni
a ukonceni naboru pacientli prostiednictvim e-
mailu zaslaného na adresu xxxxxxxx. Zadavatel i
PRA jsou dale povinni provadét vyse uvedené
navstévy v bézné pracovni dobé Zdravotnického
zafizeni po vzajemné domluvé se ZkouSejicim,
piipadné povéfenym pracovnikem Zdravotnického
zatizeni.

4. DUVERNOST INFORMACI.
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The Protocol, Study Drug(s), CRFs, and any and all
information, data, reports or documents, disclosed
to or generated by the Site or any Study Team
members regarding the work performed under this
Agreement (other than subject medical records) or
which  otherwise relates to this  Study
(“Confidential Information”) belong to Sponsor
and shall not be disclosed by the Site to any third
party or be used for any purpose other than the
performance of the Study without the prior written
consent of Sponsor, during a period of seven (7)
years after the termination of the performance of
the Agreement. The above obligations of
confidentiality shall not apply to the extent
Confidential Information:

(a) 1is or becomes, through no fault of the Site,
part of the public knowledge;

(b) the Site can demonstrate was already

lawfully in the Site’s possession on the

date of disclosure to the Site by or on

behalf of Sponsor or PRA, and not subject

to prior confidentiality obligations;

(c) 1is acquired by the Site from any third

party without restrictions on disclosure; or

(d) is developed by the Site independently,
without the use or benefit of Confidential
Information, and as evidenced by

competent written records.

Permitted Disclosures. The Site’s obligations of
non-disclosure and non-use of Confidential
Information shall not apply to the extent the Site is
required by law to disclose Confidential
Information, provided the Site promptly notifies
Sponsor of such a requirement prior to disclosure
to allow Sponsor the reasonable opportunity to
oppose the requirement or seek an appropriate
protective order. This Section 4 does not limit the
Site’s rights or obligations under Section 6
Publication.

5. PRIVACY AND DATA PROTECTION.
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XL184-315

Protokol, Hodnocené léky, ptipadové formulare
CRF a veskeré informace, udaje, zpravy nebo
dokumenty, které obdrzi nebo vytvoii Resitelské
centrum nebo ¢lenové Tymu Studie v souvislosti s
praci vykonavanou v souladu s touto Smlouvou
(kromé¢ 1ékaiskych zaznamt subjektil) nebo jinak
souvisejici se Studii (dale jen ,,Duvérné
informace®), jsou vlastnictvim Zadavatele a
Resitelské centrum neni opravnéno je sdélovat
jakékoli tieti osobé ani pouzivat k jakémukoli
jinému tcelu nez pti plnéni Studie bez predchoziho
pisemného souhlasu Zadavatele po dobu sedmi (7)
let po ukonceni Smlouvy. Vyse uvedeny zavazek
davérnosti informaci se nevztahuje na Davérné
informace v rozsahu, v jakém:

(a) jsou nebo budou zvefejnény bez zavinéni ze
strany Resitelského centra;

(b) mize Resitelské centrum prokézat, ze k datu
jejich sdéleni Resitelskému centru Zadavatelem
nebo spolecnosti PRA nebo z jejich povéfeni jiz
byly legalng Resitelskému centru znamy, aniz by
podléhaly ptfedchozimu zavazku davérnosti
informaci;

(c) je Resitelské centrum ziskalo od n&jaké tieti
osoby bez omezeni tykajicich se jejich sd€lovani;
nebo

(d) je Resitelské centrum vytvofilo nezavisle na
obdrzeni Duvérnych informaci podle této
Smlouvy, coz lze prokazat ptislusnymi pisemnymi
zédznamy.

Povolené vyzrazeni. Povinnosti Resitelského
centra ohledné utajeni a nepouZziti Duvérnych
informaci neplati v rozsahu, v jakém ma Regitelské
centrum zakonnou povinnost Dlveérné informace
vyzradit, ovSem s tim, Ze pfed vyzrazenim
Resitelské  centrum  bezodkladné  informuje
Zadavatele, aby mél Zadavatel prilezitost se
tomuto pozadavku branit nebo pozadat o vydani
prislusného ochranného opatteni. Tento ¢lanek 4
neomezuje prava a povinnosti Resitelského centra
dle ¢lanku 6 — Zvetejnovani.

5. OCHRANA SOUKROMIi A OSOBNICH
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The parties agree that each will comply with their
respective obligations as required under applicable
privacy and data protection laws, using appropriate
technical and organizational measures for the
processing, integrity, confidentiality and security
of personal information and Study Data.

The Investigator shall ensure to obtain the written
consent from the Study subject and using the Study
Subject's personal data for purposes of the Study,
including the sharing, transfer and processing of
personal data obtained under the Protocol, and in
accordance with applicable personal data
protection regulations. The Investigator will use
the informed consent form, as provided by the
Sponsor/PRA, and which is in accordance with
applicable law.

With regard to the activities in accordance with this
Agreement, the Institution and the Sponsor agree
that in the processing of personal data of the Study
subjects they will act in the role of independent data
controllers in accordance with the relevant
regulations on personal data protection. The
respective roles and responsibilities of the
Institution and the Sponsor as joint controllers is set
out in the Protocol, the informed consent form, and
by applicable data privacy law. The personal data
of the Study subjects will be provided to the
Sponsor in a pseudonymized form.

PRA will provide a personal information notice for
Study Team members advising them of the
collection, use, processing, holding and transfer of
their personal information to countries other than
their own, that may not have the same level of data
protection as their own country, however any
transfers of data will be in accordance with the
terms of Exhibit C. Institution and Investigator
agree to provide reasonable assistance to give this
form to members of Study Team. The parties agree
that where a proposed Study Team member objects
to processing of their personal data, he/she will not
be engaged in the Study.

The Institution and Investigator shall make

Fakultni nemocnicie u sv. Anny v Brné / XXXXXXXX
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UDAJU.

Smluvni strany se dohodly, ze budou plnit své
prislusné zavazky v souladu s pravnimi predpisy na
ochranu  soukromi a  osobnich  1daja,
prostfednictvim pouzivani odpovidajicich
technickych a organizacnich opatieni za ucéelem
integrity zpracovani, divérnosti a zabezpeceni
osobnich udaji a Udaji Studie.

Zkousejici zajisti ziskani pisemného souhlasu
Subjektu studie pro ucely k ziskédni a pouziti
osobnich udaji Subjektu studie pro ucely
souvisejici se Studii, a to véetné sdileni, pfevodu a
zpracovani osobnich Udaji ziskanych dle
Protokolu, a dale v souladu s pfislusnymi predpisy
na poli ochrany osobnich udaji. Zkousejici bude
pouzivat formulai informovaného souhlasu, ve
znéni dodaném Zadavatelem/PRA, a ktery je v
souladu s pfislusnymi pravnimi predpisy.

S ohledem na ¢innosti upravené touto Smlouvou,
souhlasi Zdravotnické zafizeni a Zadavatel, Ze pfi
zpracovani osobnich udaji Subjektt studie budou
vystupovat v roli samostatnych spravet v souladu
s ptislusnymi predpisy na ochranu osobnich udaju.
Prislusné role a povinnosti Zdravotnického
zafizeni a Zadavatele jako spolecnych spravci jsou
stanoveny v Protokolu, formuléfi informovaného
souhlasu a pfislusnym zakonem o zpracovani
osobnich udaji. Osobni udaje Subjektt studie
budou v pseudonymizované podobé poskytnuty
Zadavateli.

PRA poskytne ¢lenim Tymu Studie Oznédmeni o
ochrang¢ osobnich udajich za ucelem informovani o
shromazd’ovani, pouzivani, zpracovavani, drzeni a
predani jejich osobnich udajii mimo jejich vlastni
zemi, 1 kdyz tam neplati stejné piedpisy pro
ochranu osobnich udajt, jako v jejich vlastni zemi,
jakékoli prenosy udaju vsak budou v souladu s
podminkami pfilohy C. Zdravotnické zafizeni a
ZkouSejici  souhlasi stim, Ze poskytnou
pfiméfenou pomoc pii poskytovani tohoto
formuléte ¢lentm Tymu Studie. Smluvni strany se
dohodly, Ze pokud navrhovany ¢len Tymu Studie
odmitne zpracovani jeho/jejich osobnich tudaji,
nebude do Studie zapojen.

Zdravotnické zafizeni a ZkousSejici poskytnou
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available to Sponsor and/or PRA, all information
required to demonstrate and verify compliance
with obligations.

PRA is authorized to process personal data in
connection with the specific purpose of the Study
(as stated above), as defined by applicable law, and

all such processing shall be performed in
accordance with Personal Data Protection
Regulations.

The parties undertake to report to each other
personal data breaches that are likely to risk the
rights and freedoms of natural persons on the
Study, without undue delay after becoming aware
of such breach, so that the other party has the
opportunity to assess the incident and fulfill its
obligations to the supervisory authority. In the
event of a personal data breach that requires
notification, the Institution will notify the relevant
supervisory authority where feasible, no later than
forty-eight (48) hours from the moment it becomes
aware of the breach or provide explanation for the
delay if the notification falls outside the forty-eight
(48) hour window. If such a breach requiring
notification would pose a high risk to the rights of
the persons concerned, then the Institution will also
inform these persons concerned.

The parties undertake to cooperate with each other
and to assist in resolving any significant problems
that may arise in the performance of the Agreement
in connection with the protection of personal data.
The duty to cooperate also includes effective
cooperation in the event of control by the
supervisory authority, the handling of requests and
possible Study subjects complaints, and the
reporting of security incidents. The same applies in
the event of a legal dispute concerning the
protection of personal data or privacy.

As soon as the parties lose the legal grounds for
processing personal data in accordance with
applicable law and this Agreement, the parties will
confer prior to destroying any personal data, and if
a proper solution cannot be found within the legal
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Zadavateli a/mebo PRA veskeré informace
pozadované pro prokazani aovéfeni souladu
s jejich povinnostmi.

PRA je opravnéno zpracovavat osobni udaje
v souvislosti s konkrétnim ucelem Studie (viz
shora), jak jsou tyto definovany pfislusnymi
pravnimi pfedpisy, pficemz veSkera takova
zpracovani budou provadéna v souladu s Pravnimi
predpisy na ochranu osobnich udaju.

Smluvni strany se zavazuji si navzajem hlasit
naruSeni osobnich tudaji, které pravdépodobné
ohrozi prava a svobody fyzickych osob ve Studii, a
to bez zbyte¢ného odkladu potom, co se o takovém
poruseni dozvi, nejpozdéji do 24 hodin, tak, aby
druha strana mé¢la mozZnost incident posoudit a
splnit své povinnosti vii¢i dozorovému uradu,
pfipadné vuci subjektim tudaji. Pokud dojde k
poruSeni zabezpeCeni osobnich tudaji, které
vyzaduje oznameni, Zdravotnické zafizeni bez
zbyte¢ného prodleni uvédomi prislusny dozorovy
ufad, a to nejpozdéji do sedmdesati dvou (72)
hodin od okamziku, kdy se o daném poruseni dozvi
nebo poskytne vysvétleni pro zpozdéni, pokud
oznameni nebude provedeno ve vyse uvedené lhtité
sedmdesati dvou (72) hodin. Pokud by toto
poruseni vyzadujici oznameni ptfedstavovalo pro
dotcené osoby vysoké riziko pro jejich prava, pak
bude Zdravotnické zafizeni informovat také tyto
dotéené osoby.

Smluvni strany se zavazuji k vzajemné souc¢innosti
a pomoci pii feSeni vSech podstatnych problémd,
které mohou v ramci plnéni smlouvy vzniknout v
souvislosti s ochranou osobnich udaji. Povinnost
sou¢innosti zahrnuje 1 efektivni spolupraci v
pfipadé¢ kontroly ze strany dozorového turadu,
vyfizovéni zadosti a ptipadnych stiznosti subjekti
Studie, a oznamovani bezpecnostnich incidentd.
Totéz plati 1 v ptipad€ soudniho sporu, ktery by se
tykal ochrany osobnich idaji ¢i soukromi.

Jakmile smluvni strany pozbydou pravni divody
pro zpracovani osobnich udaji podle platnych
pravnich predpist a této Smlouvy, dohodnou se
pied zni¢enim jakychkoli osobnich udajt, a pokud
nelze nalézt vhodné feSeni v ramci dostupného
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framework available, the personal data will be
destroyed by the Institution by irreversibly
destroying key to link the pseudonymized data, so
the Study subjects become by identifiable.

6. PUBLICATION.

Where the Study is conducted in the EEA, Sponsor
is required by law to publicly disclose the
performance of the Study and publish the summary
results of the Study within 6 or 12 months
(depending on the type of trial) of its completion at
all sites and will do so without further notice to
Institution and Investigator. Institution and
Investigator hereby consent to allow Sponsor or
PRA to disclose or allow any competent authority
to disclose their name as well as the address of the
Institution and name of the Investigator where the
Protocol will be performed and its results,
following completion, in generally available trial
databases to the extent required by any applicable
laws and regulations.

The Study is part of a multi-site study, and
publication of the results of the Study conducted at
the Site shall not be made before the first multi-site
publication by Sponsor. Once the Sponsor’s multi-
site publication has taken place, the Site shall have
the right to publish its results from the Study,
subject to the notice requirements that follow. If
there is no multi-site publication within eighteen
(18) months after the Study has been completed or
terminated at all Study sites, and all data has been
received, the Site shall have the right to publish its
results from the Study, subject to the following
notice requirements. Prior to submitting or
presenting a manuscript or other materials relating
to the Study to a publisher, reviewer, or other
outside person, the Site shall provide to Sponsor a
copy of all such manuscripts and materials, and
Sponsor shall have sixty (60) days from receipt of
such manuscripts and materials to review and
comment. At Sponsor’s request the Site shall
remove any Confidential Information (other than
Study results) prior to submitting or presenting the
materials. The Site shall, upon Sponsor’s request,
further delay publication or presentation for a
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pravniho ramce, dojde k likvidaci osobnich udajt,
a to tak, Ze ze strany Zdravotnického zatizeni bude
nenavratné znic¢en kli¢ k propojeni
pseudonymizovanych udaji, takze subjekt tdaju
prestane byt identifikovatelnym.

6. ZVEREJNOVANI.

Pokud bude Studie provadéna v Clenské zemi
Evropského hospodaiského spolecenstvi (EHS),
Zadavatel je ze zakona povinen zvefejnit prubch
Studie a zvefejnit souhrnnou zpravu o ukonceni
Studie do 6 nebo 12 mésict (v zavislosti na typu
Studie) po jejim ukondeni na viech Resitelskych
centrech a ucini tak bez dalsiho upozornéni
Zdravotnického  zatizeni a  Zkousejiciho.
Zdravotnické zafizeni a ZkousSejici timto souhlasi,
aby Zadavatel nebo PRA zvetejnili nebo povolili
jakémukoli pfislusnému tradu zvetejnéni jejich
jména, stejné jako adresy Zdravotnického zafizeni
a jména Zkousejiciho, kde bude Studie provedena,
a jeji nasledné zkompletované vysledky v bézné
dostupnych  databazich studii v  rozsahu
pozadovaném podle platnych zakoni a predpisa.

Studie je soucasti multicentrického klinického
hodnoceni a zvetejnéni vysledkt Studie provadéné
v Regitelském centru nejsou dovoleny pred prvni
multicentrickou publikaci provedenou
Zadavatelem. Jakmile doSlo k multicentrické
publikaci, Resitelské centrum ma pravo publikovat
své vysledky ze Studie, s vyhradou pozadavka
oznameni, ktera budou nasledovat. Nebude-li
multicentricka publikace vydana do osmnacti (18)
mesici po dokonceni nebo predcasném ukonceni
Studie ve viech Resitelskych centrech a obdrzeni
vSech dat, ma Resitelské centrum pravo po
predchozim pisemném souhlasu Zadavatele a pod
podminkou nize uvedenych ohlasovacich
povinnosti své vysledky Studie zvefejnit. Pred
predlozenim nebo prezentaci rukopisu ¢i jinych
materiald tykajicich se Studie vydavateli, lektorovi
nebo jiné osobé zvenéi je Resitelské centrum
povinno piedlozit Zadavateli jednu kopii vSech
rukopist a  materidll k posouzeni a
pfipominkovani a Zadavatel ma na pfezkum a
pripominkovani $edesatidenni (60) lhitu od jejich
obdrzeni. Na zadost Zadavatele je Resitelské
centrum povinno pied predlozenim nebo
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period of up to one hundred twenty (120) days to
allow Sponsor to protect its interests in any
Sponsor Inventions (as defined below) described in
any such materials.

PRA and Sponsor acknowledge that with regard to
Act No. 340/2015 Coll., On the Register of
Contracts, as amended, the Institution is obliged to
publish this Agreement and any amendments
thereto in the Register of Contracts in a redacted
form. The Institution will publish a redacted
version of the Agreement, which will be approved
by the parties and provided by PRA and will redact
t Confidential Information, personal data, and other
sensitive information to the extent not prohibited
by applicable law. The Institution is responsible for
the publication of this Agreement. If the Institution
does not publish this Agreement within the
statutory period of thirty (30) days, the Agreement
may be published by the PRA or the Sponsor.

7. OWNERSHIP.

All documents, protocols, data, know-how,
methods, operations, formulas, Confidential
Information and Materials (as defined below)
provided to the Investigator or Institution pursuant
to this Agreement are and shall remain Sponsor’s
property. The completed CRFs, the final report (if
applicable) and all information and data resulting
from the Study including Study results (“Study
Data”), shall also be owned by Sponsor. The
Investigator assigns (and shall require all Study
Team members to assign) to Sponsor all rights, title
and interest, if any, in and to such Study Data.
Sponsor shall not own subject medical records.

8. INVENTIONS.

The existing inventions and technologies of
Sponsor or the Investigator are their separate
property and are not affected by this Agreement.
The entire right, title and interest in and to any
inventions, discoveries, know-how, copyrights or
other intellectual property rights that are
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prezentaci materidlu zné odstranit vSechny
Dtvémé informace (kromé vysledkd Studie). Na
7adost Zadavatele je Regitelské centrum povinno
publikaci nebo prezentaci pozdrzet o dalSich az sto
dvacet (120) dnd, aby mohl Zadavatel zajistit
ochranu svych prav k Vynaleziim Zadavatele (jak
jsou definovany nize) popsanym v téchto
materialech.

PRA a Zadavatel berou na védomi, Ze s ohledem
na zakon ¢. 340/2015 Sb., o registru smluv, ve
znéni pozdéjSich predpisid, je Zdravotnické
zafizeni povinno tuto Smlouvu a jeji pfipadné
dodatky zvefejnit v registru smluv v redigované
podobé.  Zdravotnické  zafizeni  zvefejni
redigovanou verzi Smlouvy, ktera bude schvalena
stranami a poskytnuta PRA, a anonymizuje
Dtvérné informace, osobni udaje a dalsi citlivé
informace v rozsahu, ktery je stanoven platnymi
zakony. Za zvefejnéni této smlouvy odpovida
Zdravotnické zafizeni. Pokud Zdravotnické
zafizeni nezvefejni tuto Smlouvu v zakonné lhuté
tficeti (30) dni, mdze byt Smlouva zvefejnéna PRA
¢1 Zadavatelem.

7. VLASTNICTVI.

Veskeré dokumenty, protokoly, udaje, know-how,
metody, postupy, vzorce, Divérné informace a
Materialy (jak je definovano nize), které Zkousejici
nebo Zdravotnické zatizeni obdrzi na zaklad¢ této
Smlouvy, jsou anadale zlstanou vlastnictvim
Zadavatele. Vlastnictvim Zadavatele jsou i
vyplnéné CRF, zavérecna zprava (pokud to pfipada
v uvahu) a dalsi ptipadné vysledky Studie (dale jen
,Udaje Studie®). Zkousejici postoupi Zadavateli (a
zajisti, aby tak ucinili vSichni ¢lenové Tymu
Studie) veskera piipadnd prava, naroky a podily
tykajici se Udajii Studie. Vlastnictvim Zadavatele
nejsou lékarské zpravy subjektd.

8. VYNALEZY.

Stavajici vynalezy a technologie Zadavatele nebo
Zkousejiciho  zakladaji  jejich  samostatné
vlastnictvi a Smlouva na né nema zadny vliv.
Kompletni prava, naroky a podily ohledné
veskerych vynalezi, autorskych prav nebo jinych
prav dusevniho vlastnictvi, know-how, které
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conceived, developed, or reduced to practice,
(including all improvements or modifications),
which (i) rely on, use, or incorporate the Study
Drug; (ii) incorporate or are anticipated by the
Protocol; or (iii) rely, use, or incorporate any
Confidential Information, shall be the exclusive
property of Sponsor (collectively referred to as
“Sponsor Inventions”). The Investigator shall
promptly disclose in writing to Sponsor each such
Sponsor Invention and hereby assigns (and shall
ensure that all Study Team members hereby assign)
to Sponsor all rights, title and interest, if any, in and
to each such Sponsor Invention. Investigator
agrees to provide, at Sponsor’s expense, reasonable
assistance to Sponsor to enable Sponsor to perfect
and enforce its rights in such Sponsor Inventions.
The Investigator shall have exclusive ownership of
any inventions or discoveries conceived or reduced
to practice solely by the Investigator that are not
Sponsor Inventions.

9. MATERIAL TRANSFER: RETURN OF
MATERIALS: EQUIPMENT.

(a)  During the Study, Sponsor or Sponsor’s
designee shall provide to the Site, at Sponsor’s
expense, the Study Drug, placebo and other
compounds, or agents for the performance of the
Study (collectively, the “Materials™). The Study
Drug will be delivered to the Institution’s hospital
pharmacy. The Materials will be used only by the
Site for performance of the Study in accordance
with the Protocol and this Agreement. The Site
shall handle, store, and ship or dispose of Materials
in accordance with the Protocol and any reasonable
written instructions provided by Sponsor (or
Sponsor’s designee), and in compliance with all
applicable, local and national laws, rules and
regulations including, but not limited to, those
governing hazardous substances.

(b)  Unless otherwise agreed by the parties, in
the event that the Protocol for a Study requires the
collection of blood, tissue or other biological
materials from subjects (“Biological Materials™)
the Site agrees that the use of such Biological
Materials shall be limited to those tests, analyses
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vzniknou, budou vyvinuty nebo pouzity v praxi,
vcetné veskerych zlepSeni nebo tUprav, které i)
pouzivaji, vyuzivaji nebo zahrnuji Hodnoceny 1€k;
(i1) jsou zahrnuty nebo piedvidany v Protokolu;
nebo (ili) pouzivaji, vyuZzivaji nebo zahrnuji
Duvérné informace, zakladaji vyluéné vlastnictvi
Zadavatele (spole¢né dale jen ,,Vynalezy
Zadavatele®). Zkousejici je povinen bezodkladné
pisemné¢ informovat Zadavatele o kazdém takovém
Vynalezu Zadavatele a pievede (a bude pozadovat
na vSech clenech Tymu Studie, aby prevedli) na
Zadavatele veskera prava, naroky a podily tykajici
se kazdého jednotlivého Vynalezu Zadavatele.
Zkousejici se zavazuje poskytnout Zadavateli na
jeho naklady pfiméfenou pomoc, aby mohl
Zadavatel smluvné zajistit a vykondvat sva prava
na takové Vyndlezy Zadavatele. ZkouSejici ma
vylucny vlastnicky titul ke v§em vynalezim nebo
objeviim, které vzniknou nebo budou pouzity v
praxi vyhradné zasluhou Zkousejiciho, které
nenalezi Zadavateli.

9. PREVODY A VRACENI MATERIALU:
VYBAVENI.

(a) V prubéhu Studie Zadavatel nebo zmocnénec
Zadavatele poskytnou Resitelskému centru na
naklady Zadavatele Hodnoceny 1€k, placebo nebo
jiné smési ¢i chemické latky k provedeni Studie
(spole¢né dale jen ,,Materialy*). Hodnocené 1é¢ivo
bude dodano do  nemocni¢ni  lékarny
Zdravotnického zaifizeni. Resitelské centrum bude
Materialy vyuzivat vyhradné pii provadéni Studie
v souladu s Protokolem a touto Smlouvou.
Resitelské centrum bude s Materidlem nakladat,
skladovat jej a zasilat nebo likvidovat v souladu s
Protokolem a priméfenymi pisemnymi pokyny
pfedanymi Zadavatelem (nebo jeho zmocnéncem)
a v souladu se vSemi platnymi mistnimi a
vnitrostatnimi zakony, pravidly a pfedpisy, véetné
mimo jiné predpisi upravujicich zachazeni s
nebezpecnymi latkami.

(b) Jestlize neni smluvnimi stranami dohodnuto
jinak, odbér krve, tkan¢ nebo jiného biologického
materialu od subjekti (dale jen ,,Biologicky
material“) bude probihat v souladu s Protokolem a
Resitelské centrum se zavazuje, e odbéry
Biologického materialu budou limitovany na testy,
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or procedures identified in the Protocol or
permitted under the informed consent as approved
by the IRB/EC.

(c) Upon completion or termination of the
Study, all Materials furnished to the Site by
Sponsor or Sponsor’s designee shall be promptly
returned or destroyed as directed by Sponsor or
PRA. Shipping costs relating thereto will be paid
by Sponsor.

(d) Tumor blocks provided by the Site will be
returned to the Study coordinator of the
Department of the Clinical trials after testing of
selected markers or, if necessary, on request.

(e) If Sponsor provides funding for low-value or
disposable equipment, or funding for any leased
equipment, whether such funding is paid directly
to the Site, or paid to a vendor engaged by Sponsor
to procure equipment for the Site, such equipment
(a) shall be used only by the Site for the
performance of the Study in accordance with the
Protocol and all instructions provided by the
equipment vendor and/or manufacturer; and (b)
upon completion of the Study, shall be (i) disposed
of or destroyed by the Site in accordance with all
Applicable Laws, including without limitation all
international and local environmental laws
applicable to such disposal or destruction, or (ii)
with respect to leased equipment, returned to the
vendor in accordance with the vendor’s
instructions. If equipment is provided to the Site,
a separate agreement will be provided, detailing
the requirements of this section. The parties agree
that no additional costs will be incurred by the
Institution in connection with the equipment
provided.

10. TERM: TERMINATION.

(a) This Agreement shall commence on the
Effective Date, subject to the approval of the Study
by the State Institute for Drug Control, the
Multicentric Ethics Committee and the Local
Ethics Committee, and shall continue in force until
the Study has been completed at the Institution
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analyzy nebo procedury v souladu s Protokolem
nebo povolené¢ ve formulafi informovaného
souhlasu schvaleného etickou komisi.

(c) Po ukonceni nebo zruseni Studie musi byt
vechny Materialy, které obdrzelo Regitelské
centrum od Zadavatele nebo jeho zmocnénce,
vraceny v souladu s instrukcemi Zadavatele nebo
PRA. Piislusné pirepravni naklady uhradi
Zadavatel.

(d) Poskytnuté tumorové blocky Resitelskym
centrem budou vraceny, a to k rukdm studijni
koordinatorky = Oddéleni  klinickych  studii
Resitelského centra po testovani vybranych
markert nebo v piipadé potfeby na vyzadani.

(e) Pokud Zadavatel poskytne  financni
prosttedky na zakoupeni nizko-nakladového
vybaveni nebo jednordzového vybaveni nebo na
pronajem vybaveni, bez ohledu na to zda budou
finanéni prostfedky vyplaceny piimo Resitelskému
centru nebo prodejci povéfeném od Zadavatele
k obstarani vybaveni, takové zafizeni (a) bude
pouzivano pouze Resitelskym centrem k provadéni
Studie v souladu s Protokolem a vSemi pokyny od
prodejce vybaveni ¢i od vyrobce; a (b) po ukonéeni
Studie bude (i) zlikvidovano Regitelskym centrem
v souladu se vSemi pfislusSnymi zakony, vcetné
zakonll mezinarodnich a narodnich o Zivotnim
prostfedi, které se na takovou likvidaci vztahuji,
nebo (ii) vraceno dodavateli v souladu s jeho
pokyny, pokud se jedna o pronajaté vybaveni. Je-li
poskytnuto Resitelskému centru vybaveni, bude o
tom uzavfena samostatna smlouva s podrobnym
popisem pozadavki dle tohoto clanku. Smluvni
strany se dohodly, Ze v souvislosti s poskytnutym
vybavenim nevzniknou Resitelskému centru zadné
dalsi naklady.

PLATNOST SMLOUVY; UKONCENI
SMLOUVY.

10.

(a) Tato Smlouva vstoupi v platnost k Datu
ucinnosti, pokud Studii schvali Statni ustav pro
kontrolu 1éCiv, Multicentricka eticka komise a
mistni eticka komise, a plati az do dokonceni
Studie ve Zdravotnickém zafizeni v ramci
priblizného casového ramce v trvani do Xxxxx.
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with an approximate timeframe of xxxxx. Copies
will be filed at the Institution by the Investigator
with the Study conduct documentation.

(b) This Agreement may be terminated by
Sponsor at any time and for any reason upon thirty
(30) days written notice, or immediately upon
written notice by any party for health or safety
reasons.

(©) Upon the effective date of termination of
this Agreement, an accounting shall be conducted
by the Site, subject to verification by Sponsor.
Following Sponsor’s receipt of adequate
documentation, Sponsor will pay for:

a. all services properly rendered and monies
properly expended by the Site, through the
effective date of termination which have not
yet been paid by Sponsor; and

b. non-cancelable obligations properly
incurred for the Study by the Site prior to
receipt of notice of termination.

(d) If the Site has been paid any amounts
which have not been earned hereunder as of the
date of termination, the Institution shall promptly
return to Sponsor all such unearned funds within
30 days.

(e) Immediately upon receipt of a notice of
termination, the Investigator shall stop screening
and enrolling subjects into the Study and shall, as
directed by Sponsor, cease conducting Study
procedures on subjects already enrolled in the
Study, to the extent medically permissible, and to
cease, to the extent reasonably feasible, from
incurring any additional Study expenses.

® This Agreement can be terminated by the
Institution by written notice if, as a result of the
occurrence of an impediment that occurred
independently of its will, the Institution will not be
able to complete the Study in the long term without
adversely affecting its main activity, which is the
provision of health care. The notice period shall be
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Kopie ziskanych schvalovacich dokumentti ulozi
Zkousejici u Zdravotnického zafizeni spolecné s
dokumentaci k provadéni Studie.

(b) Zadavatel je opravnén vypovedéet tuto Smlouvu
kdykoli a z jakéhokoli divodu na zaklad¢ pisemné
odtivodnéného oznameni ve lhité tiiceti (30) dnd
nebo kterdkoli smluvni strana je opravnéna tuto
Smlouvu zrusit s okamzitou platnosti na zaklad¢
pfiméfenych divodi ochrany zdravi nebo
bezpecnosti.

(¢) K Datu u¢innosti zruseni této Smlouvy provede
Resitelské centrum vyG&tovani, které oveii
Zadavatel. Jakmile Zadavatel obdrzi pfislusnou
dokumentaci, zaplati Zdravotnickému zafizeni:

a. za veSkeré poskytnuté sluzby a castky,
které Resitelské centrum fadné vynaloZi
do data zaniku Smlouvy, které Zadavatel
doposud neuhradil; a

b. nezrugitelné zavazky, které Resitelskému
centru ftadn€ vznikly v souvislosti
s provadénim Studie pfed tim, nezZ mu byla
dorucena vypoved.

(d) Jestlize Regitelské centrum obdrzelo n&jaké
zalohy, které nebyly do data zaniku fadné vyuzity,
Zdravotnické zafizeni veSkeré tyto nevyuzité
zalohy bezodkladné vrati Zadavatel do 30 dnu.

(e)  Okamzit€ po obdrZzeni vypovédi Zkousejici
zastavi screening a nabor subjektti do Studie a, jak
je nafizeno Zadavatelem, pfestane s provadénim
studijnich procedur na subjektech jiz zatazenych
do Studie v 1ékaftsky pfipustném rozsahu a prestane
v priméfené proveditelném rozsahu vytvaret
jakékoli dalsi naklady na Studii.

® Zdravotnické zafizeni je opravnéno
ukon¢it tuto Smlouvu pisemnou vypovédi, jestlize
v dtsledku vzniku ptekdzky, jez nastala nezévisle
na jeho vuli, nebude Zdravotnické zafizeni
dlouhodobé schopno dokoncit Studii, aniz by tim
nebyla negativné ovlivnéna jeho hlavni ¢innost,
kterou je poskytovani zdravotni péce. Vypovédni
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30 days and shall begin to run on the day following
the date of delivery of written notice to the other
Parties.

11. INSURANCE.

The parties hereto acknowledge that Sponsor has
obtained the insurance required by Article 52 para.
3(f) of Act No. 378/2007 Coll.; on Medicinal
Products (as amended).

The Institution warrants that in conformance with
Article 45 (2) (n) of the Act No. 372/2011 on
Health Services and conditions of their provision,
as amended, the Institution concluded an insurance
policy for the liability insurance for damage caused
by the provision of health care, this insurance
policy is concluded in the extent required by the
law and does not include liability insurance for the
damage caused by the conduct of the clinical trial.
Site certifies that it maintains sufficient financial
resources to meet its obligations under this
Agreement.

Neither the Sponsor nor PRA is entitled to admit
the fault of the Institution or the Investigator in the
settlement of third party claims without the prior
written consent of the Institution.

12. LIABILITY.

The Site is and shall remain liable for any harm,
claims, actions or expenses (including legal
expenses) resulting from or connected with the
negligence, omission or fault on the part of the
Institution, Investigator or any Study Team
members.

13. CERTIFICATIONS.

a) The Institution and the Investigator hereby
individually certify that they have not been
debarred or disqualified from participating in
clinical research under any laws or regulations. If
during the term of this Agreement, the Institution
or the Investigator (i) becomes debarred or
disqualified or (ii) receives notice or threat of an
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lhita ¢ini 30 dnt a pocind bézet dnem nasledujicim
po dni doruceni této vypovédi ostatnim smluvnim
strandm.

11.  POJISTENI.

Smluvni strany berou na védomi, Ze si Zadavatel
sjednal pojisténi v souladu s §52 odst. 3 pism. f)
Zakona ¢. 378/2007 Sb. o lécivech (v platném
znéni).

Zdravotnické zatizeni prohlasuje, ze ma dle § 45
odst. 2 pism. n) Zakona ¢. 372/2011 Sb. o
zdravotnich sluzbach a podminkach jejich
poskytovani, ve znéni pozdgjSich predpist,
uzavienou pojistnou smlouvu na pojisténi
odpovédnosti za Skodu zplsobenou  pii
poskytovani zdravotni péce, tato pojistna smlouva
je uzaviena v zdkonem pozadovaném rozsahu a
neobsahuje pojisténi odpovédnosti za Skodu
zpusobenou pii provadéni klinického hodnoceni.
Resitelské centrum potvrzuje, ze méa dostateéné
finan¢ni zdroje pro splnéni svych zavazku dle této
Smlouvy.

Zadavatel ani PRA nejsou opravnéni pii vyfizovani
narokii  tfetich  stran  pfiznat  pochybeni
Zdravotnického zafizeni nebo Zkousejiciho bez
predchoziho pisemného souhlasu Zdravotnického
zafizeni.

12. ODPOVEDNOST.

Resitelské centrum je a bude zodpovédné za
veskeré skody, naroky, zaloby nebo vydaje (véetné
soudnich vydaji) vyplyvajici nebo souvisejici se
zanedbanim, opomenutim nebo pochybenim na
stran¢ Zdravotnického zafizeni, Zkousejiciho nebo
kteréhokoliv ¢lena Tymu Studie.

13.  POTVRZENI.

a) Zdravotnické zafizeni a ZkouSejici timto
individualné potvrzuji, ze nebyli zddnym pravnim
ani jinym piedpisem zbaveni prava ani prohlaseni
nezpusobilym  provadét klinickd hodnoceni.
Jestlize po dobu platnosti této Smlouvy bude
Zdravotnickému zafizeni nebo Zkousejicimu (i)
zastavena ¢innost nebo bude diskvalifikovan, nebo
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action with respect to its debarment or
disqualification, the Institution and/or the
Investigator, as the case may be, shall notify PRA
immediately.

b) The Institution and the Investigator hereby
individually certify that they have not and will not
use in any capacity the services of any individual
or entity which has been debarred or disqualified
from participating in clinical research under any
laws or regulations. In the event that the Institution
or the Investigator becomes aware of the
debarment, threatened debarment, disqualification
or threatened disqualification of any such
individual or entity, the Institution and/or the
Investigator, as the case may be, shall notify
Sponsor immediately.

c) The Institution and Investigator individually
warrant and promise that, in connection with this
Agreement, it/he/she has not and will not take any
action that would result in a violation of any local
or international applicable anti-bribery or anti-
corruption laws, rules or regulations (collectively
the “Anti-Corruption Laws”), and that it/he/she
will conduct their respective activities in
compliance with the Anti-Corruption Laws. The
Institution and Investigator further individually
warrant and promise that: (i) (i) it/he/she has not
and will not (directly or indirectly) make any
improper payment or offer (or authorizing another
to pay or offer) money or anything of value to a
government official or any other person connected
with the provision of services under this
Agreement, in order to improperly influence any
act or decision of such official or person, to induce
such official or person to do or omit to do any act
in violation of his or her relevant duty, to obtain
any improper advantage, to procure improper
performance of a function or activity associated
with this Agreement or in the case of a government
official, to induce such official to use his or her
influence improperly to affect or influence any act
or decision of a government and (ii) it/he/she has
not and will not (directly or indirectly) request,
accept or receive money or anything of value to
procure improper performance of a function or
activity associated with this Agreement. Institution
warrants and promises that Institution has and will
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(i1) obdrzi oznameni o Zalobé nebo hrozbé¢ zbaveni
prava nebo  prohlaSeni za  nezpisobilé,
Zdravotnické zafizeni a/nebo ZkouSejici o tom
bude bezodkladné¢ informovat PRA.

b) Zdravotnické zafizeni a ZkouSejici timto
potvrzuji, ze nevyuzivali ani nebudou vyuzivat v
zadném ohledu jakékoli sluzby jednotlivcd nebo
sdruzeni, které jsou =zbaveny prava nebo
prohlaSeny za nezpisobilé provadét klinicka
hodnoceni na zakladé¢ jakychkoli zakond ¢i
predpist. Jestlize se Zdravotnické zatizeni nebo
Zkousejici dozvi o skuteéném nebo hrozicim
zbaveni prava nebo o skuteéném ¢i hrozicim
prohldseni nezpusobilosti nekterych jednotlivcl
nebo sdruzeni, bezodkladné o tom bude informovat
Zadavatele.

c) Zdravotnické zafizeni a Zkousejici kazdy
za sebe prohlasuji a slibuji, Ze v souvislosti s touto
Smlouvou neéini a nebude ¢init nic, co by vedlo
k poruseni mistnich nebo mezinarodnich platnych
zakond, pravidel nebo ptedpist proti uplaceni nebo
korupci (spole¢né dale ,,Protikorupéni zakony*), a
ze bude svoji Cinnost vykonavat v souladu
s takovymi Protikorup¢énimi zakony. Zdravotnické
zafizeni a Zkousejici se dale kazdy za sebe zarucuji
a prohlasuji, ze: (i) neposkytli ani neposkytnou,
nenabidli ani nenabidnou (pfimo ani nepiimo)
zadnou nedovolenou platbu (ani nedovoli jinym
osobam, aby ji poskytly nebo nabidly), penize ani
jiné hodnotné plnéni statnimu ufednikovi nebo jiné
osob¢ spojené s poskytovanim sluzeb podle této
Smlouvy s cilem nedovolené ovlivnit ikon nebo
rozhodnuti takové ufedni nebo jiné osoby, pfimét
ufedni nebo jinou osobu, aby v rozporu se svymi
povinnostmi provedla uréity tkon nebo se jej
zdrzela, ziskat neopravnénou vyhodu, vyvolat
neopravnény vykon funkce nebo Cinnost
souvisejici s touto Smlouvou anebo podnitit
statniho ufednika k nedovolenému pouziti jeho
vlivu ke zméné nebo ovlivnéni tkonu nebo
rozhodnuti statniho organu a (ii) nemaji a nebudou
(pfimo ¢i nepiimo) pozadovat, pfijimat nebo
dostavat penize nebo cokoli hodnotného k vyvolani
neopravnéného vykonu funkce nebo cCinnosti
spojené s touto Smlouvou. Zdravotnické zafizeni
se zaruCuje a prohlasuje, Ze uplatiuje a bude
uplatiiovat nezbytné postupy, které vSem clenim
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have necessary procedures in place to prevent
bribery and corrupt conduct by all Study Team
members, including Investigator, and that
Institution will keep accurate books, records, and
accounts related to the Study. Without limiting any
other remedies at law, PRA or Sponsor, at
Sponsor’s discretion, terminate this Agreement for
any violation of the Anti-Corruption Laws or
breach of this Section 13(c).

14. ASSIGNABILITY.

Site may not assign any of its rights or delegate any
performance under this Agreement, voluntarily or
involuntarily, whether by merger, consolidation,
dissolution, operation of law, or any other manner
except with the prior written consent of Sponsor,
and any purported assignment or delegation
without Sponsor’s written consent is void.

15. NOTICES.

With the exception of Study funds paid by Sponsor
pursuant to Section 2 hereof, all notices required or
permitted to be given under this Agreement shall
be in writing and shall be (a) delivered personally,
(b) sent by certified mail, or (c) sent by a
nationally-recognised courier guaranteeing next-
day delivery, to the recipients below. The parties
agree that changes to the addresses below for
receipt of notices under this Section may be
effected by a letter signed by the relevant party and
does not require an amendment to this Agreement
signed by all parties:

If to the Sponsor:

Exelixis, Inc.

1851 Harbor Bay Parkway
Alameda, CA 94502
United States

If to PRA:

Pharmaceutical Research Associates CZ, s.r.o.
C/O Pharm Research Associates (UK) Ltd
500 South Oak Way, Green Park

Reading, Berkshire, RG2 6AD
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Tymu studie vcetné Zkousejiciho brani v uplaceni
a korupcnim jednani, a Ze o Studii povede pfesnou
evidenci, zaznamy a GCetnictvi. Bez omezeni
pravnich prostiedkii podle platnych pravnich
predpistt mize spolecnost PRA nebo Zadavatel
podle vlastniho uvazeni tuto Smlouvu vypovédét
v piipad¢ jakéhokoli poruseni Protikorupcnich
zakonid nebo poruseni tohoto ¢lanku 13 bod (c).

14. POSTUPITELNOST.

Resitelské centrum neni opravnéno postoupit sva
prava ani delegovat né&jaké vykony dobrovolné ¢i
nedobrovolng, at’ jiz na zakladé fuze, slouceni,
zruseni, pusobenim prava nebo jakymkoli jinym
zpisobem vyjma s piedchozim pisemnym
souhlasem Zadavatele, a jakékoli domnélé
postoupeni nebo delegovani bez pisemného
souhlasu Zadavatele je neplatné.

15. OZNAMOVANI.

S vyjimkou prostifedkii na provadéni Studie, které
uhradi Zadavatel v souladu s c¢lankem 2 této
Smlouvy, musi byt veskera oznameni, kterd maji
nebo mohou byt podavana podle této Smlouvy, v
pisemné forme a musi byt a) doruceny osobné, b)
zaslany postou jako doporucend zasilka nebo c)
zaslany celostatné uznavanou kuryrni sluzbou
zarucujici doruCeni nasledujiciho dne, a to
pfijemcim uvedenym nize. Smluvni strany se
dohodly, Ze zmény adres uvedenych nize pro
pfijem oznameni dle tohoto ¢lanku mohou byt
sdéleny dopisem podepsanym pfislusnou smluvni
stranou a nevyzaduji dodatek k této Smlouvée
podepsany vsemi smluvnimi stranami:

Pokud jsou urceny Zadavateli:
Exelixis, Inc.

1851 Harbor Bay Parkway
Alameda, CA 94502

Spojené staty americké

Pokud jsou uréeny pro PRA:

Pharmaceutical Research Associates CZ, s.r.o.
C/O Pharm Research Associates (UK) Ltd
500 South Oak Way, Green Park

Reading, Berkshire, RG2 6AD
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United Kingdom
Attention: Director of Global Contracts

If to the Institution:

Fakultni nemocnice u sv. Anny v Brné¢
Pekaiska 53

656 91 Brno

Czech Republic

Attention: Oddéleni klinickych studii

If to the Investigator:

Fakultni nemocnice u sv. Anny v Brné¢
XXXXXXXXXXX

Pekaiska 53

656 91 Brno

Czech Republic

Attention: XXXXXXXXXXXX

16. USE OF NAMES.

The Institution and Investigator shall not use the
name, symbols and/or trademarks of PRA or the
Sponsor in any form of publicity in connection with
the Study unless explicitly approved by PRA or the
Sponsor in advance. Institution and Investigator
agree that, in accordance with applicable law,
Sponsor may make public the amount of funding
provided hereunder for the conduct of the Study
and may identify Institution and Investigator as
part of this disclosure.

17. INFORMATION TECHNOLOGY
SECURITY AND SYSTEMS

(a) The Institution and Investigator shall maintain
IT and organisational security measures
sufficient to protect the personal information,
when in their possession and whilst being
transferred to PRA, Sponsor or other third
parties. The Institution and Investigator shall
ensure that all Study Team members comply
with the obligations imposed upon them by
applicable medical subject privacy data
protection laws of the Czech Republic,
including without limitation the removal of
patient personal identifiers from any
communications external to the site unless
necessary for safety purposes or required by

Fakultni nemocnicie u sv. Anny v Brné / XXXXXXXX
XL184-315

United Kingdom
K rukam: Globalni feditel pro smluvni oddéleni

Pokud jsou uréeny pro Zdravotnické zafizeni:
Fakultni nemocnice u sv. Anny v Brn¢
Pekaiska 53

656 91 Brno

Ceska republika

K rukam: Oddé¢leni klinickych studii

Pokud jsou uréeny pro Zkousejiciho:
Fakultni nemocnice u sv. Anny v Brn¢
XXXXXXXXXXX

Pekaiska 53

656 91 Brno

Ceska republika

K rukdm: XXXXXXXXXXXX

16. UZIVANI NAZVU.

Zdravotnické zafizeni a ZkouSejici nejsou
opravnéni pouzivat v jakékoli form¢ publicity v
souvislosti se Studii nazev, symboly, pfipadné
ochranné znamky PRA nebo Zadavatele, pokud to
vyslovné pfedem PRA nebo Zadavatel neschvali.
Zdravotnické zafizeni a Zkousejici souhlasi s tim,
ze v souladu s platnymi predpisy muze Zadavatel
zvefejnit vySi prostfedkl  poskytnutych na
provadéni Studie na zakladé této Smlouvy a v
ramci tohoto zvefejnéni mulze identifikovat
Zdravotnické zatizeni a Zkousejiciho.

BEZPECNOS]: A SYSTEM ]
INFORMACNICH TECHNOLOGII.

17.

(a) Zdravotnické zafizeni a Zkousejici budou
spravovat informacni technologie a zajisti
organizacné bezpecnostni opatieni dostate¢na
pro ochranu osobnich udaji, ktera jsou v jeho
vlastnictvi a zaroven jsou postoupena PRA,
Zadavateli nebo jinym tfetim  stranam.
Zdravotnické zatizeni a Zkousejici zajisti, aby
vsichni &lenové Resitelského tymu postupovali
v souladu s povinnostmi, které jsou ukladané
platnymi zakony Ceské republiky na ochranu
soukromi pacienti, mimo jiné zakony, které se
tykaji  odstranéni identifikatord  Subjektu
hodnoceni z jakékoliv externi komunikace
mimo Regitelské centrum, pokud to neni
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law.

(b) Mobile health (mHealth) applications, where
used in the pursuit or provision of the services,
shall comply with applicable electronic
security  requirements, medical device
legislation, if applicable and all applicable data
protection laws to ensure the security of all
confidential and patient personal information
transmitted in this manner. Study data obtained
through mobile applications shall be securely
stored as long as required by applicable
legislation and regulations.

18. WAIVER: SEVERABILITY.

No waiver of any term or condition of this
Agreement whether by conduct or otherwise in any
one or more instances shall be deemed to be or
construed as a further or continuing waiver of such
term or condition, or of any other term or condition
of this Agreement. No waiver will be effective
unless in writing and signed by the party to be
charged therewith. If any terms or conditions of
this Agreement are held to be invalid, illegal or
unenforceable the remaining terms and conditions
contained herein shall not be affected. Waivers of
any rights held by Sponsor in its capacity as a third-
party beneficiary of this Agreement must be signed
by Sponsor.

19. ENTIRE AGREEMENT; EXHIBITS;
COUNTERPARTS.

This Agreement, including the Exhibits attached
hereto, constitutes the full understanding of the
parties with respect to the subject matter hereof and
a complete and exclusive statement of the terms of
their agreement, and no terms, conditions,
understanding or agreement purporting to amend,
modify, vary or waive the terms of this Agreement
shall be binding unless made in writing and signed
by an authorised representative of each party

Fakultni nemocnicie u sv. Anny v Brné / XXXXXXXX
XL184-315

nezbytné z bezpeCnostnich dlivodd, nebo
vyzadované zakonem.

(b) Aplikace Mobilni zdravi (Mobile health -
mHealth), v pfipad¢, ze byly vyuzity v ramci

poskytovani  sluzeb, musi byt v souladu
s platnymi  elektronickymi  bezpecnostnimi
pozadavky, legislativou  souvisejici  se
zdravotnickymi  prostiedky,  pokud  je

aplikovatelna, a vSemi platnymi zakony na
ochranu osobnich udaji, tak aby byla zajisténa
bezpecnost vSech davémych a osobnich
informaci  pacienti  pfedavanych  timto
zpusobem. Udaje Studie obdrzené pies mobilni
aplikace musi byt bezpecné ulozeny v souladu
s platnymi pravnimi pfedpisy a nafizenimi.

VZDANI SE PBAV; ODDELITELNOST
USTANOVENI.

18.

Zadné prominuti spInéni nékterych podminek nebo
ustanoveni této Smlouvy, at’ uz jednanim nebo
jinak, se nepovazuje nebo nebude vykladano jako
dalsi nebo trvalé prominuti takovych podminek
nebo jinych podminek dle této Smlouvy. Aby bylo
vzdani se prava ucinné, musi mit pissmnou formu
amusi byt podepsano Smluvni stranou, ktera se
prava vzdava. V pripad¢ Ze nékteré podminky nebo
nalezitosti této Smlouvy se stanou neplatnymi,
nezakonnymi nebo nevynutitelnymi, potom
platnost, zakonnost a vynutitelnost zbyvajicich
podminek a nélezitosti obsazenych v této Smlouvé
nebude dotéena nebo timto narusena. Pokud
Zadavatel jedna jako opravnéna tieti osoba v této
Smlouveé, musi byt vzdani se prava podepsano
Zadavatelem.

UPLNOST _SMLOUVY; PRILOHY,
VYHOTOVENI.

19.

Tato Smlouva, vcetn¢ priloh, zaklada tplnou
dohodu smluvnich stran ohledné predmétu
Smlouvy a Uplné vyjadieni podminek jejich
ujednani a zadné podminky, ujednani ani dohody,
o kterych se ma za to, Ze dopliiuji, méni, upravuji
nebo promijeji podminky této Smlouvy, nejsou
platné, ledaze jsou v pisemné formé a podepsané
zmocnénymi zastupci smluvnich stran. Tato
Smlouva je vyhotovena v anglickém a ceském
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hereto. This Agreement is made in the English and
Czech language versions. In the event of any
discrepancy between the two language versions,
the Czech version shall prevail, provided that the
English version shall be sufficiently consulted to
determine the genuine intention of the parties with
respect to the discrepancy.

20. CONTINUING OBLIGATION;
SURVIVAL OF PROVISIONS.

Except as otherwise specifically provided herein,
termination of this Agreement shall not relieve any
party hereto from any obligation under this
Agreement that accrued or arose from facts and
circumstances in existence prior thereto. In
addition, the provisions of this Agreement that by
their nature contemplate continuing obligations
shall survive expiration or termination of this
Agreement.

21. GOVERNING LAW; DISPUTE
RESOLUTION.
(a) This Agreement and any non-contractual

obligations arising out of or in connection with it
are governed by and must be construed in
accordance with Czech law. Any disputes arising
in connection with this Agreement will be dealt
with by a competent and locally competent court of
the Czech Republic.

(b) In accordance with Section 558 (2) of Act No.
89/2012 Coll., The Civil Code, as amended, the
parties expressly exclude the use of business
practices in their legal relations in connection with
this Agreement.

The Sponsor and PRA hereby undertake not to
enter into any other agreement with any employee
of the Institution at the Institution in a connection
with this Study.

This Agreement is drawn up in three (3) copies,
each party will receive one. Amending and
supplementing this Agreement is only possible in
the form of written Amendments signed by all
parties.

The integral parts of this Agreement are also the

Fakultni nemocnicie u sv. Anny v Brné / XXXXXXXX
XL184-315

jazykovém znéni. V piipad¢ jakéhokoli rozporu
mezi obéma jazykovymi verzemi je rozhodujici
Ceska verze za predpokladu, ze v pfipadé
nesrovnalosti  bude provedeno  dostatecné
porovnani s anglickou verzi k urceni skute¢ného
zaméru Smluvnich stran.

TRVALE ZAVAZKY:
USTANOVENI.

20. PLATNOST

Pokud neni v této Smlouvé konkrétné uvedeno
jinak, zanikem této Smlouvy neni zadna smluvni
strana osvobozena od svych zavazkt podle této
Smlouvy, které vznikly nebo vyplynuly ze
skute¢nosti a okolnosti existujicich pred jejim
zanikem. Mimo to, ustanoveni této Smlouvy, které
ze své povahy dopliuji pretrvavajici zavazky, plati
i po uplynuti platnosti nebo po zaniku této
Smlouvy.

21. ROZHODNE _PRAVO; RESENI
SPORU.
a) Tato Smlouva i jakékoli mimosmluvni

povinnosti z ni nebo v souvislosti s ni vyplyvajici
se fidi a musi byt vykladany v souladu s ¢eskym
pravem. Pripadné spory wvzniklé v souvislosti
s touto smlouvou budou feSeny u vécné a mistné
piislusného soudu Ceské republiky.

b) Smluvni strany timto v souladu s § 558
odst. 2 zakona ¢. 89/2012 Sb, obcanského
zakoniku, v platném znéni, vyslovné vylucuji
pouziti obchodnich zvyklosti ve svém pravnim
styku v souvislosti s touto Smlouvou.

Zadavatel a PRA se timto zavazuji, ze v souvislosti
s touto Studii u Zdravotnického zafizeni neuzaviou
zadnou jinou smlouvu s Zadnym zaméstnancem
Zdravotnického zafizeni.

Tato Smlouva je vypracovana ve tiech (3)
vyhotovenich, z nichZ kazda smluvni strana obdrzi
po jednom. Ménit a dopliovat tuto Smlouvu je
mozné pouze formou pisemnych, v§emi smluvnimi
stranami podepsanych Dodatkii.

Nedilnou této

soucasti smlouvy jsou také
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following exhibits:
o Exhibit A — Payment Schedule
o Exhibit B — Budget
o Exhibit C — Equipmnet provided to
the Site
o Standard contractual clauses

SIGNATURES APPEAR ON FOLLOWING
PAGE

Fakultni nemocnicie u sv. Anny v Brné / XXXXXXXX
XL184-315

nasledujici ptilohy:

Ptiloha A — Rozvrh plateb

Ptiloha B — Rozpocet

Ptiloha C — Vybaveni poskytnuté
Resitelskému centru

Standardni smluvni dolozky

PODPISY  JSOU UVEDENY NA
NASLEDUJICI STRANE
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IN WITNESS WHEREOF, the parties have NA DUKAZ TOHO tadnd zmocnéni zastupci
caused this Agreement to be executed by their duly smluvnich stran podepsali tuto Smlouvu dne, jak je
authorized representatives on the date(s) indicated uvedeno dale, ale s G¢innosti pro v§echny tcely k
below, but effective for all purposes as of the Datu Gi¢innosti.

Effective Date.

PHARMACEUTICAL RESEARCH ASSOCIATES CZ, S.R.O.
acting as authorized representative of Exelixis, Inc / jednajici jako zmocnény zastupce spole¢nosti

Exelixis, Inc.

By/Podepsal:
Authorized Signature / Podpis zmocnéného zastupce

Name/Jméno: XXXXXXXXXXXXXX

Title/Funkce: XXXXXXXXXXXXXX
7.4.2021

Date/Datum:

FAKULTNI NEMOCNICE U SV. ANNY V BRNE

By/Podepsal:
Authorised Signature / Podpis zmocnéného zastupce

Name/Jméno: Ing. Vlastimil Vajdak

Title/Funkce: Director / Reditel

16.4.2021
Date/Datum:
XXXXXXXXXXXXXX
By/Podepsal:

Name/Jméno: XXXXXXXXXXXXXX

Title/Funkce: Principal Investigator / Hlavni zkouSejici

Date/Datum: 22-4.2021
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EXHIBIT A / PRILOHA A

XXXXXXXXXXXXXX
XXXXXXXXXXXXXX
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EXHIBIT B/ PRILOHA B
BUDGET FOR INSTITUTION / ROZPOCET PRO ZDRAVOTNICKE ZARIZENI

XXXXXXXXXXXXXX
XXXXXXXXXXXXX

BUDGET FOR INVESTIGATOR / ROZPOCET PRO ZKOUSEJICI

XXXXXXXXXXXXXX
XXXXXXXXXXXXXX
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EXHIBIT C / PRILOHA C
Standard Contractual Clauses / Standardni smluvni dolozky

Standard Contractual Clauses

Standardni smluvni dolozky

within the meaning of Article 26 par. 2 of Directive
95/46/EC for the transfer of personal data to third
countries which do not ensure an adequate level
of protection

ve smyslu ¢l. 26 odst. 2 smérnice 95/46/ES pro
predavani osobnich udajt do tretich zemi,
které nezajistuji odpovidajici uroven ochrany

Fakultni nemocnice u sv. Anny v Brné, located at
Pekarska 664/53, 656 91 Brno, Czech Republic,
Identification number: 00159816, Tax Identification
Number: CZ00159816, represented by Ing. Vlastimil
Vajdak, Director

Fakultni nemocnice u sv. Anny v Brné, se sidlem
Pekaiska 664/53, 656 91 Brno, Ceska republika,
Identifika¢ni ¢islo: 00159816, Danové identifikacni
¢islo: CZ00159816, zastoupena Ing. Vlastimilem
Vajdakem, feditelem

("Data Exporter")

(,,vyvozce udaju‘)

and

a

Exelixis, Inc., with its registered office at 1851 Harbor
Bay Parkway, Alameda, CA 94502, United States, Tax
Identification Number: 04-3257395

represented under a special Power of Attorney issued on
24 April 2020, by Pharmaceutical Research
Associates CZ, s.r.o., located at Praha 7, Jankovcova
1569/2¢, Post Code (PSC): 170 00, Czech Republic, IC
(company ID number): 27636852, the limited liability
company duly registered in the Commercial Register of
the Czech Republic maintained by the Municipal Court
in Prague, Section C, Entry 120574, represented by
XXXXXXXXXXXXXXXX

Exelixis, Inc., se sidlem 1851 Harbor Bay Parkway,
Alameda, CA 94502, Spojené staty americké, Danové
identifikacéni ¢islo: 04-3257395

zastoupena na zaklad¢ zvlastni pIné moci vydané dne 24.
dubna 2020 spolec¢nosti Pharmaceutical Research
Associates CZ, s.r.o., se sidlem Praha 7, Jankovcova
1569/2¢c, PSC 170 00, Ceska republika, IC: 27636852,
spoleCnosti s ru¢enym omezenym fadné zapsanou v
Obchodnim  rejstitku ~ Ceské  republiky  vedeném
Megéstskym soudem v Praze oddil C vlozka 120574,
Zastoupenou XXXXXXXXXXXXXXXX

(hereinafter referred to as the "data importer")

(dale jen ,,dovozce udaju‘)

HAVE AGREED to provide sufficient safeguards with
regard to the protection of privacy and the fundamental
rights and freedoms of persons in the transfer of personal
data listed in Appendix 1 by the data exporter to the data
importer on these contractual Clauses ("Clauses").

SE DOHODLY vzajmu poskytnuti dostate¢nych
ochrannych opatieni s ohledem na ochranu soukromi a
zakladni prava a svobody osob pii piredavani osobnich
udaji uvedenych v dodatku 1 vyvozcem udaju dovozci
udaji na téchto smluvnich dolozkach (,,dolozky*).

Clause 1 Dolozka 1
Definitions Definice
For the purposes of the Clauses: Pro tcely dolozek:
a) "personal data", "special categories of data", | a) ,,osobni udaje“, ,zvlaStni kategorie udaja‘,

"process/processing", "controller", "processor",
"data subject”, and "supervisory authority" shall

LZpracovavat/zpracovani®, "spravce",
"zpracovatel", "subjekt udaju", a "organ dozoru"
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have the same meaning as in Directive 95/46/EC of
the European Parliament and of the Council of
24 October 1995 on the protection of individuals
with regard to the processing of personal data and on
the free movement of such data (hereinafter
"the Directive");

maji stejny vyznam jako ve smérnici Evropského
parlamentu a Rady 95/46/ES ze dne 24. fijna 1995 o
ochran¢ fyzickych osob v souvislosti se zpracovanim
osobnich tidaju a o volném pohybu téchto tdaji (dale
jen "smérnice");

b) "the data exporter" shall mean the controller who
transfers the personal data;

b) "vyvozcem udaju" se rozumi spravce, ktery predava
osobni udaje;

c) "the data importer" shall mean the data controller
who agrees to receive personal data from the data
exporter for further processing in accordance with the
terms of these Clauses and who is not subject to a
third country’s system ensuring adequate protection.

c) "dovozcem udaji" se rozumi spravce udaju, ktery se
zavazuje pfijimat od vyvozce udaji osobni udaje za
ucelem jejich dal§iho zpracovani v souladu s
podminkami téchto dolozek a ktery nepodléha
systému tieti zemé zajist'ujici odpovidajici ochranu.

Clause 2
Details of the Transfer

Dolozka 2
Podrobnosti piredavani

The details of the transfer and, in particular, the
categories of personal data and the purposes of their
transfer are specified in Appendix 1, which forms an
integral part of the Clauses.

Podrobnosti pfedavani a zejména kategorie osobnich
udaji a ucely jejich predavani jsou uvedeny v dodatku 1,
ktery tvoii nedilnou soucast dolozek.

Clause 3
Third Party Clause

Dolozka 3
Dolozka ve prospéch treti strany

Data subjects may apply this Clause as authorised third
parties, Clause 4 b), ¢) and d), Clause 5 a), b), ¢) and ¢),
Clause 6 par. 1 and 2, and Clauses 7, 9 and 11.
The parties do not object to the data subjects being
represented by associations or other entities if they so
wish and if permitted by the national law.

Subjekty udaji mohou uplatnit jako opravnéné treti
strany tuto dolozku, dolozku 4 pism. b), ¢) a d), dolozku
S pism. a), b), ¢) a e), dolozku 6 odst. 1 a 2, a dolozky 7,
9 a 11. Strany nemaji namitek proti tomu, aby byly
subjekty udajii zastupovany sdruZenim nebo jinymi
subjekty, je-li to jejich pfanim a povoluje-li to
vnitrostatni pravo.

Clause 4
Obligations of the Data Exporter

Dolozka 4
Povinnosti vyvozce udaji

The data exporter undertakes and warrants that:

Vyvozce udaju se zavazuje a zarucuje, Ze:

a) the processing of personal data, including the transfer
itself, has been and will continue to be carried out in
accordance with the relevant rules of the Member
State where the data exporter is established (and,
where applicable, notified to the competent
authorities of that State) and does not infringe the
relevant national regulations;

a) jim provadéné zpracovani osobnich udaju, véetné
predavani samotného bylo a do okamziku jejich
pfedani bude i nadale provadéno v souladu se
souvisejicimi predpisy ¢lenského statu, ve kterém je
vyvozce Udaju usazen (a pripadné bylo oznameno
prislusnym organim tohoto statu) a Ze neporusSuje
souvisejici predpisy daného statu;
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b) if special categories of data are included in the
transfer, the data subject has been or will be informed
before the transfer that the data may be transferred to
a third country which does not provide adequate
protection;

b) budou-li soucasti predavani i zvlastni kategorie
udaji, subjekt udaji byl nebo bude sezndmen pied
uskuteénénim piedani o tom, Ze tyto idaje mohou byt
pfedavany do tfeti zemé, ktera neposkytuje
odpovidajici ochranu;

¢) upon request, provide the data subjects with a copy
of the Clauses as agreed; and

c) napozadani poskytne subjektim udajii kopii dolozek
tak, jak byly dohodnuty; a

d) answer, within a reasonable time and to a reasonable
extent, the inquiries of the supervisory authority
regarding the processing of the personal data by the
data importer as well as the inquiries of the data
subject concerning the processing of these personal
data by the data importer.

d) zodpovi v pfiméfeném Case a v priméeném rozsahu
dotazy organu dozoru ohledné zpracovéani danych
osobnich udaji dovozcem tudaji jakoz i dotazy
subjektu udaji tykajici se zpracovani téchto osobnich
udaji dovozcem udaja.

Clause 5
Obligations of the Data Importer

Dolozka 5
Povinnosti dovozce udaji

The data importer undertakes and warrants that:

Dovozce udaju se zavazuje a zarucuje, Ze:

a) has no reason to assume that the legislation to which
he is subject prevents him from fulfilling his
obligations under the contract and that, in the event
of a change in that legislation which could have
a significant adverse effect on the safeguard
measures provided for in the Clauses, he shall notify
the supervisory authority of the change in the place
where the data exporter is established; in such a case,
the data exporter is entitled to suspend the transfer of
data and/or withdraw from the contract;

a) nema divod se domnivat, Ze mu pravni piedpisy,
kterym podléha, brani plnit povinnosti vyplyvajici ze
smlouvy a ze v pripadé zmeény téchto pravnich
predpist, ktera by mohla mit vyrazné nepfiznivy
dopad na ochrannd opatieni stanovena doloZkami,
oznami zmeénu vyvozci Udaji a organu dozoru v
misté, kde je vyvozce udaji usazen; v takovém
pfipadé je vyvozce udaji opravnén pozastavit
predavani udajii a/nebo odstoupit od smlouvy;

b) he shall process the data in accordance with the
mandatory data protection principles set out in
Appendix 2; or,

b) osobni udaje bude zpracovavat v souladu s
povinnymi zasadami ochrany 0daji, stanovenymi
v dodatku 2; nebo,

if the parties expressly give their consent by marking
the following and comply with the mandatory data
protection principles set out in Appendix 3, shall in
all other respects process the data in accordance with:

jestlize strany vyslovné projevi souhlas oznacenim
niZze uvedeného a jestlize budou dodrzovat povinné
zasady ochrany udaju stanovené v dodatku 3, bude ve
vSech ostatnich ohledech zpracovavat tudaje v
souladu s:

- the corresponding national legislation (attached
to these Clauses) protecting the fundamental
rights and freedoms of individuals, and in
particular their right to privacy with regard to the
processing of personal data to which the data

- odpovidajicimi vnitrostatnimi pravnimi predpisy
(piipojenymi k témto dolozkam) chranicimi
zékladni prava a svobody fyzickych osob,
a zejména jejich pravo na soukromi v souvislosti
se zpracovanim osobnich tdajt, kterym podléha
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controller is subject in the country where the data
exporter is established, or

spravce udaju v zemi, ve které je usazen vyvozce
udaji, nebo

- the relevant provisions of any Commission
decision pursuant to Article 25 par. 6 of Directive
95/46 /EC which shall find that a third country
provides an adequate level of protection only in
certain areas of activity if the data importer is
established in that third country and is not subject
to those provisions if those provisions are of such
a nature that: are applicable in the field
of transfer;

- odpovidajicimi ustanovenimi jakéhokoli
rozhodnuti Komise podle ¢l. 25 odst. 6 smérnice
95/46/ES, jimz bude shledano, ze tfeti zemé
poskytuje odpovidajici Groven ochrany pouze v
uréitych oblastech Cinnosti, jestlize dovozce
udaji ma sidlo v této tfeti zemi a nevztahuji se na
n¢j dana ustanoveni, pokud jsou tato ustanoveni
takové povahy, Ze jsou pouzitelnd v oblasti
predavani;

¢)

shall handle without delay and duly any factual
inquiries from the data exporter or data subject
concerning the processing of personal data which is
the subject of the transfer, and cooperate with the
competent supervisory authority in any inquiries and
follow the opinion of the supervisory authority;

c)

vyfidi neprodlené a fadné vesSkeré vécné dotazy
vyvozce udajii nebo subjektu udaji tykajici se jim
provadéného zpracovani osobnich udaju, které jsou
pfedmétem predani, a ze bude spolupracovat
s piislusnym organem dozoru pifi veskerych jeho
dotazech a tidit se v souvislosti se zpracovanim
predavanych udaji ndzorem organu dozoru;

d)

at the request of the data exporter, shall allow for a
review in its data processing facilities by the data
exporter or by a control authority composed of
independent members with the required professional
qualifications, to be selected by the data exporter,
where appropriate in agreement with the supervisory
authority;

d)

na zadost vyvozce udaji umozni piezkoumani ve
svych zafizenich na zpracovani udaji, které provede
vyvozce udaji nebo kontrolni organ slozeny
znezavislych ¢lent s pozadovanou odbornou
kvalifikaci, ktefi budou vybrani vyvozcem udaju,
popiipade po dohodé s organem dozoru;

upon request, shall provide the data subjects with
a copy of the Clauses and indicate the office dealing
with complaints.

na pozadani poskytne subjektu tidaji kopii dolozek a
uvede ufad, ktery se zabyva stiznostmi.

Clause 6
Responsibility

Dolozka 6
Odpovédnost

The parties agree that the data subject who has
suffered damage as a result of the breach of the
provisions set out in Clause 3 is entitled to receive
compensation from the parties for the damage
suffered. The parties agree that they may be relieved
of this liability only if they can prove that neither of
them is liable for the breach of these provisions.

Strany se dohodly, Ze subjekt udaji, ktery utrpél v
dasledku poruseni ustanoveni uvedenych v dolozce 3
Skodu, je opravnén obdrzet od stran za utrpénou
Skodu nahradu. Strany se dohodly, Zze mohou byt
zbaveny této odpovédnosti pouze tehdy, pokud
prokézi, ze zadnd z nich neodpovidd za poruseni
téchto ustanoveni.

The data exporter and importer shall agree to be
jointly and severally liable for damage caused to the
data subject as a result of the breach referred to in
paragraph 1. In the event of such a breach, the data

Vyvozce a dovozce udaju se dohodli, ze budou
spoleén¢ a nerozdiln¢ odpovédni za Skodu
zpusobenou subjektu udaji v disledku poruseni
uvedeného v odstavci 1. V piipadé takového poruseni
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subject may take legal action against the data
exporter, the data importer or both.

se miiZze subjekt udaji obratit na soud s zalobou proti
vyvozci udajl, dovozci udajii nebo proti obéma.

3. The parties agree that if one of the parties is found
liable for the infringement referred to in paragraph 1
committed by the other party, the other party shall
reimburse the first party to the extent that it is liable
for any costs, fees, damages, expenses or losses
incurred by the first party.

3. Strany se dohodly, ze bude-li jedna ze stran shledana
odpovédnou za poruSeni uvedené v odstavci 1,
kterého se dopusti druha strana, druha strana nahradi
prvni strané v rozsahu, ve kterém je odpovédna,
veSkeré naklady, poplatky, Skody, vydaje nebo
ztraty, které prvni stran¢ vznikly.

Clause 7
Mediation and Jurisdiction

Dolozka 7
Mediace a soudni prisluSnost

1. The parties undertake that in the event of a dispute
between the data subject and any of the parties which
has not been settled amicably, and if the data subject
applies the provisions in favour of a third party in
Clause 3, shall accede to the decision of the data
subject:

1. Strany se zavazuji, Ze nastane-li spor mezi subjektem
udaji a kteroukoli ze stran, ktery nebyl vyfeSen
smimé, a uplatni-li subjekt udaji ustanoveni ve
prospéch tieti strany v doloZce 3, pfistoupi na
rozhodnuti subjektu udaji:

a) refer the dispute to mediation by an independent
person or, where appropriate, by a supervisory
authority;

a) predat spor k mediaci provadéné nezavislou
osobou nebo popftipade organem dozoru;

b) refer the dispute to the courts in the Member
State in which the data exporter is established,
i.e. the courts of the Czech Republic.

b) piedat spor soudim v ¢lenském staté, ve kterém
je usazen vyvozce udaju, tj. soudim Ceské
republiky.

2. The parties agree that, by agreement between the data
subject and the party concerned, the dispute may be
referred to an arbitral authority if that party is
established in a country which has ratified the New
York Convention on the Recognition and
Enforcement of Foreign Arbitral Awards.

2. Strany souhlasi s tim, ze po dohodé mezi subjektem
udaji a dotenou stranou muze byt spor piedan
rozhod¢imu organu, je-li tato strana usazena v zemi,
ktera ratifikovala Newyorskou Umluvu o uznani a
vykonu cizich rozhod¢ich nalezu.

3. The parties agree to apply paragraphs 1 and 2 without
prejudice to the substantive or procedural rights of
the data subject when bringing legal actions in
accordance with other provisions of national or
international law.

3. Strany se dohodly, Ze se pouZziji odstavce 1 a 2,
aniz by tim byla dotcena hmotna nebo procesni prava
subjektu udaji pti podavani soudnich Zzalob v souladu
s ostatnimi ustanovenimi vnitrostatniho nebo
mezinarodniho prava.

Clause 8
Cooperation with Supervisory Authorities

Dolozka 8
Spoluprace s organy dozoru

The parties undertake to deposit a copy of this
Agreement with the supervisory authority where
required by that authority or by national law.

Strany se zavazuji uloZit kopii této smlouvy u organu
dozoru, vyzaduje-li to tento organ nebo vnitrostatni
pravo.
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Clause 9
Termination of Clauses

Dolozka 9
Vypovézeni doloZek

The parties agree that the termination of these Clauses at
any time, in any circumstances and for whatever reason
does not exempt them from the obligations and/or
conditions under the Clauses as regards the processing of
the personal data transferred.

Strany se dohodly, ze vypovézeni dolozek kdykoli, za
jakychkoli okolnosti a z jakéhokoli diivodu je nezbavuje
povinnosti a/nebo podminek podle téchto dolozek, co se
tyCe zpracovani predanych udajt.

Clause 10
Applicable Law

Dolozka 10
Rozhodné pravo

The Clauses shall be governed by the law of the Member
State in which the data exporter is established, i.e. the
law of the Czech Republic.

Dolozky se tidi pravem clenského statu, ve kterém je
usazen vyvozce udaji, tj. pravem Ceské republiky.

Clause 11
Change of Contract

Dolozka 11
Zména smlouvy

The parties undertake not to make any changes or
modifications to the conditions of the Clauses.

Strany se zavazuji, Ze nebudou provadét zadné zmeény
ani upravy v podminkach dolozek.
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PHARMACEUTICAL RESEARCH ASSOCIATES CZ, S.R.O.
acting as authorized representative of Exelixis, Inc / jednajici jako zmocnény zastupce spolecnosti Exelixis,
Inc.

By/Podepsal:
Authorized Signature / Podpis zmocnéného zastupce

Name/Jméno: XXXXXXXXXXXXXXXXXXXXX

Title/Funkce: XXXXXXXXXXXXXXXXXXXXX

Date/Datum:

FAKULTNI NEMOCNICE U SV. ANNY V BRNE

By/Podepsal:
Authorised Signature / Podpis zmocnéného zastupce

Name/Jméno: Ing. Vlastimil Vajdak

Title/Funkce: Director / Reditel

Date/Datum:
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Appendix 1
to the Standard Contractual Clauses

Dodatek 1
ke standardnim smluvnim dolozkam

This Appendix forms part of the Clauses and must
be completed and signed by both parties

Tento dodatek tvori soucast dolozek a musi byt vyplnén
a podepsan obéma stranami

Data Exporter

Vyvozce udajit

The data exporter is a state contributory organization, the
founder of which is the Ministry of Health of the Czech
Republic. The Caregiver is an entity authorized to
provide healthcare.

Vyvozce udaju je statni prispévkova organizace, jejimz
ziizovatelem je Ministerstvo zdravotnictvi Ceské
republiky.  Poskytovatel je subjekt opravnény
k poskytovani zdravotni péce.

Data Importer

Dovozce udaju

The Data Importer is the 'sponsor' of clinical trials within
the meaning of the Medicines Act, as amended and
within the meaning of Directive 2001/20/EC of the
European Parliament and of the Council on the
approximation of the laws, regulations and
administrative provisions of the Member States relating
to the introduction of good clinical practice in the
conduct of clinical trials of medicinal products for
human use.

Dovozce udaji je ,,zadavatelem* klinickych zkousek ve
smyslu zédkona o 1é¢ivech, ve znéni pozdéjsich predpisii
a ve smyslu Smérnice Evropského parlamentu a Rady
2001/20/ES, o sblizovani pravnich a spravnich ptedpisi
clenskych statl tykajicich se zavedeni spravné klinické
praxe pifi provadéni klinickych hodnoceni humannich
1é¢ivych pripravki.

Data Subjects

Subjekty udajii

The personal data transferred relate to these categories of
data subjects (a) patients of the exporter classified for
clinical testing within the meaning of the contract,
(b) employees of the exporter participating in the clinical
trial within the meaning of the contract.

Predavané osobni udaje se tykaji téchto kategorii
subjektl udaji (a) pacienti vyvozce zafazeni do
klinického zkouseni ve smyslu smlouvy, (b) zaméstnanci
vyvozce Ucastnici se klinického zkouseni ve smyslu
smlouvy.

Purposes of Transfer(s)

Ucely preddavani

The transfer is necessary for the purpose of clinical trial
under the title: A Phase 3, Randomized, Open-Label,
Controlled Study of Cabozantinib (XL184) in
Combination with Atezolizumab vs Second Novel
Hormonal Therapy (NHT) in Subjects with
Metastatic Castration-Resistant Prostate Cancer”, as
stated in the agreement.

Predani je nezbytné pro ucel klinického zkouseni pod
nazvem: ,,Randomizovana, otevi‘ena, kontrolovana
studie faze 3 kombinace kabozantinibu (XL184)
s atezolizumabem v porovnani s druhou novou
hormonalni terapii (NHT) u subjekti
s metastatickym malignim nadorem prostaty
rezistentnim na kastraci®, tak jak je uvedeno ve
smlouve.
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Categories of Data

Kategorie udajii

The personal data transferred relate to these categories of
data (a) address and identification data, (b) sensitive
data, (c) descriptive data.

Predavané osobni udaje se tykaji téchto kategorii udaji
(a) adresni a identifikacni udaje, (b) citlivé udaje, (c)
popisné udaje.

Sensitive Data (if subject to transfer)

Citlivé udaje (jsou-li predmétem predavaini)

The personal data transferred relate to the following
categories of sensitive data: (i) all identification numbers
issued by the State (e.g. social security number, passport,
national ID card or driving licence, (ii) all account
numbers (including payment or credit card numbers and
bank account numbers), (iii) health records that allow
personal identification, hereinafter referred to as
"personal health records" (PHR), (iv) biometric
information, (v) all data obtained from the consumer
agency (e.g. reports from the investigation of an
employee, solvency reports and solvency scores), (vi)
information indicating race, ethnicity, national origin,
religion, trade union membership, sex life or sexual
orientation, and criminal records or criminal charges.

Predavané osobni udaje se tykaji téchto kategorii
citlivych udaji: (i) vSechna identifikacni Cisla vydana
statem (napf. Cislo socialniho zabezpeCeni, pasu,
narodniho ob¢anského priikazu nebo fidi¢ského prukazu,
(i) vSechna Ccisla uctd (vCetné cisel platebnich ¢i
kreditnich karet a Cisel bankovnich ctl), (iii) zdravotni
zaznamy, které umoznuji osobni identifikaci, dale pouze
,,osobni zdravotni ﬁdaje“(,,OZU“), (iv) biometrické
informace, (v) vSechny udaje ziskané od spotiebitelské
agentury (napf. zpravy z prosSetifovani zameéstnance,
zpravy o solventnosti a skore solventnosti), (vi) data
uvadeéjici rasu, etnickou pfisluSnost, narodnostni ptivod,
nabozenstvi, ¢lenstvi v odborové organizaci, sexualni
zivot nebo sexualni orientaci a trestni zaznamy Ci
obvinéni z trestnych Cind.

Recipients

Prijemci

The personal data transferred may be disclosed only to
the recipients or categories of recipients indicated in the
applicable approved informed consent form.

S prfedavanymi osobnimi udaji mohou byt seznameni
pouze piijemci nebo kategorie piijemct (uvedenych v
prislusném schvaleném formulati informovaného
souhlasu.

Retention Period

Doba uchovani

The transferred personal data may be kept for no longer
than allowed by applicable law, as indicated in the
Agreement above.

Predavané osobni idaje mohou byt uchovavany ne déle
nez je povoleno prisluSnymi zakony, jak je
specifikovano vyse ve Smlouve .
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PHARMACEUTICAL RESEARCH ASSOCIATES CZ, S.R.O.
acting as authorized representative of Exelixis, Inc / jednajici jako zmocnény zastupce spolecnosti Exelixis,
Inc.

By/Podepsal:
Authorized Signature / Podpis zmocnéného zastupce

Name/Jméno: XXXXXXXXXXXXXXXXXXXXX

Title/Funkce: XXXXXXXXXXXXXXXXXXXXX

Date/Datum:

FAKULTNI NEMOCNICE U SV. ANNY V BRNE

By/Podepsal:
Authorised Signature / Podpis zmocnéného zastupce

Name/Jméno: Ing. Vlastimil Vajdak

Title/Funkce: Director / Reditel

Date/Datum:

protocol version 0.0 - 20 Dec-2019
Page 35 of 40
4841-4518-5490, v. 6



Confidential

Czech Republic/ Institution & Investigator Clinical Trial Agreement

Fakultni nemocnicie u sv. Anny v Brné / XXXXXXXX
XL184-315

Appendix 2
to the Standard Contractual Clauses

Dodatek 2
ke standardnim smluvnim dolozkam

The mandatory data protection principles referred
to in the first paragraph of Clause 5 b)

Povinné zasady ochrany tudaji uvedené v prvnim
odstavci doloZKky 5 pism. b)

Those data protection principles should be read and
interpreted in the light of the provisions (principles and
corresponding exceptions) of Directive 95/46/EC.

Uvedené zasady ochrany udajt by se mély ¢ist a vykladat
ve svétle ustanoveni (zasady a odpovidajici vyjimky)
smérnice 95/46/ES.

They shall apply subject to the mandatory requirements
of national law applicable to data importers which do not
go beyond what is necessary in a democratic society,
on the basis of one of the interests referred to in
Article. 13 par. 1 Directive 95/46 /EC, i.e. if they
constitute measures necessary to ensure the security of
the State, defense, public security, the prevention and
investigation of criminal offenses, the detection and
prosecution or non-compliance with the ethical rules of
the profession, the significant economic or financial
interest of the State or the data subject's rights or
freedoms of others.

Budou se uplatiiovat s vyhradou zavaznych pozadavki
vnitrostatnich pravnich predpist vztahujicich se na
dovozce udaji, které neprekracuji ramec toho, co je
nezbytné v demokratické spoleCnosti, na zaklad¢
jednoho ze zajml uvedenych v ¢l. 13 odst. 1 smérnice
95/46/ES, tzn. predstavuji-li opatfeni nezbytna
k zajisténi  bezpeCnosti  statu, obrany, vefejné
bezpecnosti, predchdzeni trestnym c¢inim a jejich
vySetfovani, odhalovani a stihani nebo nedodrzovani
deontologickych pravidel pro povolani upravena
pravnimi ptedpisy, vyznamného hospodarského nebo
finan¢niho zajmu statu nebo ochrany subjektu udaji
nebo prav a svobod druhych.

1. Purpose limitation: the data may be processed and
subsequently used or further communicated only for
purposes described in for the specific purposes listed
in Appendix 1 to the Clauses. The data may not be
kept longer than it is strictly necessary for the
purposes for which they are transferred.

1. Omezeni Gcelu: tdaje se musi zpracovat a nasledné
pouzivat nebo dale sdélovat pouze pro konkrétni
Ggely uvedené v dodatku 1 k dolozkam. Udaje se
nesméji uchovavat déle, nez je nezbytné nutné pro
ucely, pro které jsou predavany.

2. Data quality and proportionality: the data must be
accurate and, where necessary, kept up to date.
The personal data must be adequate, relevant and not
excessive in relation to the purposes for which they
are transferred and further processed.

2. Kovalita a pfiméfenost tidajti: udaje musi byt piesné a
tam, kde to je nutné, aktualni. Udaje musi byt
pfimétene, relevantni a nikoli pfebytecné ve vztahu k
ucelim, pro které jsou predavany a dale
zpracovavany.

3. Transparency: data subjects must be informed of the
purposes of the processing and the identity of the data
controller in the third country, and must be provided
with additional information to the extent necessary to
ensure proper processing, if this information has not
already been provided by the data exporter.

3. Prihlednost: subjekty udaji musi byt informovany o
ucelech zpracovani a totoznosti spravee udaji ve treti
zemi, a musi jim byt poskytnuty dalsi informace v
mife nezbytné pro zajisténi fadného zpracovani,
pokud jiz tyto informace nebyly poskytnuty
vyvozcem udajl.

4. Security and confidentiality: technical and
organisational security measures must be taken by
the data controller that are appropriate to the risks
which are proportionate to the risks associated with

4. Bezpecnost a diveérnost: spravee udaji musi piijmout
technicka a organiza¢ni bezpecnostni opatfeni, ktera
jsou pfiméfena rizikim vyskytujicim se v souvislosti
se zpracovanim, jako je napfiklad neopravnény

protocol version 0.0 - 20 Dec-2019

4841-4518-5490, v. 6

Page 36 of 40




Confidential

Czech Republic/ Institution & Investigator Clinical Trial Agreement

Fakultni nemocnicie u sv. Anny v Brné / XXXXXXXX
XL184-315

the processing, such as an unauthorized access. Any
person acting under the authority of the data
controller, including a processor, may process data
only on the basis of instructions from the data
controller.

pristup. Kazda osoba jednajici na zakladé opravnéni
spravce udajii, vcetn¢ zpracovatele, smi udaje
zpracovavat pouze na zakladé pokynu spravce udaju.

. Right of access, rectification, erasure and blocking of
data: as provided for in Article 12 of Directive
95/46/EC, the data subject shall have the right of
access to all processed data relating to him or her at
the end of the Study, and, where appropriate, the right
to rectify, the data the processing of which does not
comply with the principles set out in this Appendix,
in particular for reasons of incomplete or inaccurate
nature of such data. The data subject should also be
entitled to object to the processing of his personal
data for serious legitimate reasons relating to his
personal situation.

Pravo na pfistup, opravu, vymaz a blokovani udaji:
jak je stanoveno v ¢lanku 12 smérnice 95/46/ES,
subjekt idaji musi mit pravo na pfistup ke vSem
zpracovavanym udajim, které se ho tykaji, na konci
Studie, a poptipad¢ téZ pravo na opravu udaju, jejichz
zpracovavani neni v souladu se zasadami
stanovenymi v tomto dodatku, zejména z divoda
neuplné nebo nepresné povahy téchto udaja. M¢l by
byt také opravnén vznést z vaznych legitimnich
divodu souvisejicich s jeho osobni situaci namitky
proti zpracovani svych osobnich tidaja.

. Restrictions on further transfers: the further transfer

of personal data from the data importer to another
data controller which is established in the third
country not providing an adequate level of protection
or not covered by a decision taken by the
Commission pursuant to Article 25 par. 6 of
Directive 95/46/EC (further transfer) may only take
place if:

Omezeni dalSich pfedavani: dalsi pfedavani osobnich
udajti od dovozce tdaji k jinému spravci udaja, ktery
je usazeny ve tfeti zemi neposkytujici odpovidajici
urovenn ochrany nebo na kterého se nevztahuje
rozhodnuti piijaté Komisi podle ¢l. 25 odst. 6
smérnice 95/46/ES (dalsi predavani), se mohou
uskute¢nit pouze tehdy, jestlize:

a) the data subjects have given their explicit
consent to further transfer in case of specific
categories of data or, in other cases, they had the
opportunity to raise objections.

a) subjekty 0daju daly v pfipadé zvlaStnich
kategorii udaji jednoznacny souhlas k dal$imu
pfedavani nebo v jinych pfipadech mély
moznost vznést namitky.

The information provided to data subjects must
contain at least the following information in a
language understood by them:

Informace poskytnuté subjektim udaji musi
obsahovat v jazyce pro n¢ srozumitelném
alespoti tyto informace:

= purposes of further transfer(s)

= Gcely dalsiho ptedavani,

= identification of the data exporter
established in the Community,

» identifikaci vyvozce udaji usazeného
ve Spolecenstvi,

= the category of other data recipients and
the country of destination, and

= kategorie dal$ich pfijemct udajii a zemé
urceni, a

= an explanation that, upon further
transfer, the data may be processed by a
controller established in a country

= vysvétleni, ze po dal$im pifedani mohou
byt udaje zpracovany spravcem
usazenym Vv zemi, ve které neni
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where an adequate level of protection of
the privacy of individuals is not
ensured; or

zajisténa odpovidajici uroven ochrany
soukromi jednotlivcli; nebo

b) the exporter and the data importer agree to the
accession of another data controller to the
Clauses, which will thus become a party to the
Clauses and to which the same obligations as the
data importer will be subject.

b) vyvozce a dovozce udaji souhlasi s
pfistoupenim dal$iho spravce udaji k dolozkam,
ktery se tim stane stranou dolozek a na n¢hoz
prechazeji stejné povinnosti, jaké ma dovozce
udaju.

Special categories of data: when processing data
revealing racial or ethnic origin, political opinions,
religious or philosophical beliefs or trade union
membership, as well as data on health or sexual life
and data relating to offenses, criminal convictions or
security measures, additional safeguards should be
put in place within the meaning of Directive
95/46/EC, in particular adequate security measures,
such as strict encryption for the purpose of
transferring or keeping records of access to sensitive
data.

Zvlastni kategorie idaji: zpracovavaji-li se udaje,
které odhaluji rasovy ¢i etnicky pavod, politické
nazory, nabozenské nebo filosofické presvédéeni
nebo odborovou prislusnost, jakoz i udaje o zdravi
nebo sexualnim 7Zivot¢ a Udaje tykajici se
protipravniho jednani, rozsudkd v trestnich vécech
nebo bezpeCnostnich opatfeni, mély by byt
predlozena dodate¢na ochranna opatieni ve smyslu
smérnice 95/46/ES, zejména pfimétend bezpecnostni
opatieni, jako je piisné Sifrovani pro ucely pfenosu
nebo vedeni evidence piistupu k citlivym udajtim.

. Direct marketing: when data are processed for direct
marketing purposes, there should be -effective
procedures to allow the data subject to "opt-out" at
any time so that this data is no longer used for such
purposes.

Piimy marketing: zpracovavaji-li se udaje pro ucely
pfimého marketingu, mély by existovat ucinné
postupy umoznujici subjektu udaju kdykoli "opt-
out/zvolit vynéti", aby udaje o ném jiz nebyly
vyuzivany k takovym uceltm.

. Automated individual decisions: data subjects have
the right not to be subject to a decision based solely
on automated data processing, unless other measures
are taken to safeguard the legitimate interests of the
individual as set out in Article 15 par. 2 Directive
95/46/EC. Where the purpose of the transfer is to
adopt an automated decision within the meaning of
Article 15 of Directive 95/46/EC which has legal
effects vis-a-vis or significantly affects an individual
and which is based exclusively on automated data
processing designed to assess certain aspects of his or
her person, such as performance, credibility,
reliability, behavior, etc., the natural person should
have the right to know the reasons for this decision.

. Automatizovana individualni rozhodnuti: subjekty

udaji maji pravo nepodléhat rozhodnuti, které
vychazi pouze z automatizovaného zpracovani udaju,
pokud nejsou pfijata jind opatfeni k zajiSténi
legitimnich z4jma jednotlivee, jak je stanovi ¢l. 15
odst. 2 smérnice 95/46/ES. Je-li ucelem piedani
prijeti automatizovan¢ho rozhodnuti ve smyslu
¢lanku 15 smérnice 95/46/ES, které s sebou nese
pravni U¢inky viéi jednotlivei nebo které se ho
vyznamné dotykd a které je vyluéné zaloZeno na
automatizovaném zpracovani udaji ureném k
hodnoceni urcitych hledisek jeho osoby, naptiklad
pracovniho vykonu, divéryhodnosti, spolehlivosti,
chovéni atd., méla by mit fyzickéd osoba pravo znat
dtvody pro toto rozhodnuti.
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Appendix 3
to the Standard Contractual Clauses

Dodatek 3
ke standardnim smluvnim dolozkam

The mandatory data protection principles referred
to in the second paragraph of Clause 5 b)

Povinné zasady ochrany udaji uvedené v druhém
odstavci doloZKky 5 pism. b)

1. Purpose limitation: the data may be processed and
subsequently used or further communicated only for
purposes described in for the specific purposes listed
in Appendix 1 to the Clauses. The data may not be
kept longer than it is strictly necessary for the
purposes for which they are transferred.

1.

Omezeni ucelu: Gdaje se musi zpracovat a nasledné
pouzivat nebo dale sdélovat pouze pro konkrétni
Ggely uvedené v dodatku 1 k dolozkam. Udaje se
nesméji uchovavat déle, nez je nezbytné nutné pro
ucely, pro které jsou predavany.

2. Right of access and rectification, of data: as provided
for in Article 12 of Directive 95/46/EC, the data
subject shall have the right of access to all processed
data relating to him or her and, where appropriate, the
right to rectify the data the processing of which does
not comply with the principles set out in this
Appendix, in particular for reasons of incomplete or
inaccurate nature of such data. The data subject
should also be entitled to object to the processing of
his personal data for serious legitimate reasons
relating to his personal situation.

Pravo na pfistup, opravu, vymaz a blokovani udaji:
jak je stanoveno v ¢lanku 12 smérnice 95/46/ES,
subjekt udaji musi mit pravo na piistup ke vSem
zpracovavanym udajim, které se ho tykaji, a
popiipadé¢ téZz pravo na opravu, vymaz nebo
blokovani tidaju, jejichZ zpracovavani neni v souladu
se zasadami stanovenymi v tomto dodatku, zejména
z divodi nelplné nebo nepiesné povahy téchto
udaji. M¢l by byt také opravnén vznést z vaznych
legitimnich divodd souvisejicich s jeho osobni
situaci namitky proti zpracovani svych osobnich
udaja.

3. Restrictions on further transfers: the further transfer
of personal data from the data importer to another
data controller which is established in the third
country not providing an adequate level of protection
or not covered by decisions taken by the Commission
pursuant to Article 25 par. 6 of Directive 95/46/EC
(further transfer) may only take place if:

Omezeni dalSich pifedavani: dalsi pfedavani osobnich
udajt od dovozce tdaji k jinému spravci udaja, ktery
je usazeny ve tfeti zemi neposkytujici odpovidajici
urovenn ochrany nebo na kterého se nevztahuje
rozhodnutim piijaté Komisi podle ¢l. 25 odst. 6
smérnice 95/46/ES (dalsi predavani), se mohou
uskute¢nit pouze tehdy, jestlize:

a) the data subjects have given their explicit
consent to further transfer in case of specific
categories of data or, in other cases, they had the

opportunity to raise objections.

subjekty udaji daly v pfipadé zvlastnich
kategorii udaju jednozna¢ny souhlas k dal§imu
pfedavani nebo v jinych pfipadech mély
moznost vznést namitky.

a)

The information provided to data subjects must
contain at least the following information in a
language understood by them:

Informace poskytnuté subjektim udaji musi
obsahovat v jazyce pro né srozumitelném
alespoti tyto informace:

= purposes of further transfer(s)

= ucely dalsiho predavani,

= jidentification of the data
established in the Community,

exporter

= identifikaci vyvozce Udaji usazeného ve
Spolecenstvi,
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= the category of other data recipients and

the country of destination, and

= kategorie dalSich pfijemci udaji a zemé
urceni, a

an explanation that, upon further transfer,
the data may be processed by a controller
established in a country where an
adequate level of protection of the privacy
of individuals is not ensured; or

= vyysvétleni, Ze po dal§im pfedani mohou
byt udaje  zpracovany  spravcem
usazenym v zemi, ve které neni zajisténa
odpovidajici Groven ochrany soukromi
jednotlivei; nebo

b) the exporter and the data importer agree to the b) vyvozce a dovozce udaji souhlasi s
accession of another data controller to the pfistoupenim dal$iho spravce udaji k dolozkam,
Clauses, which will thus become a party to the ktery se tim stane stranou dolozek a na n¢hoz
Clauses and to which the same obligations as the pfechazeji stejné povinnosti, jaké ma dovozce
data importer will be subject. udaju.
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