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CLINICAL TRIAL AGREEMENT

This CLINICAL TRIAL AGREEMENT (the
“Agreement”) is effective by the date of
publication in register of contract (the “Effective

MasarykQv onkologicky Ustav / XXXXXXXXXXXX
B0O40729

SMLOUVA O PROVEDENI
KLINICKEHO HODNOCENI

Tato SMLOUVA O  PROVEDENI
KLINICKEHO HODNOCENI (dale jen
»dmlouva®) nabyva uc¢innosti dnem uvefejnéni

Date”), and is executed by and between

Masarykiiv onkologicky tstav located at Zluty
kopec 7, 656 53 Brno, Czech Republic, ICO
(Company ID): 00209805, DIC (Tax ID):
CZ00209805, represented by prof. MUDr. Marek
Svoboda, Ph.D., Director (the “Provider”™),

and

Pharmaceutical Research Associates CZ, s.r.o0.,
located at Praha 7, Jankovcova 1569/2c, Post
Code (PSC): 170 00, Czech Republic, ICO
(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, bank account number:
3131400008 /  7910,T  represented by
xxxxxxxxxxxxx (“PRA”) (PRA is an affiliate of
Pharm Research Associates, (UK) Ltd., located at
500 Oak Way, Green Park, Reading, Berkshire
RG2 6 AD, United Kingdom and with registred
address at Cannon Place, 78 Cannon Street,
London, EC4N 6AD, UK (“PRA UK”), acting as
an independent contractor for F. Hoffman-La
Roche Ltd. located at Grenzacherstrasse 124,
4070 Basel, Switzerland, ICO (company ID).:
CHE-105.815.381, VAT ID.: CHE-105.815.381
MwsSt, registered with the Commercial Register
kept by the Registries of Commerce of
Switzerland, Section 81803 (the “Sponsor”). PRA
will perform on behalf of this Agreement certain
obligations and duties of PRA UK in respect of
the conduct of the clinical trial in Czech Republic;

v registru smluv (dale jen ,,Datum ucinnosti®), a
uzavira se mezi

Masarykovym onkologickym ustavem se sidlem
Zluty kopec 7, 656 53 Brno, Ceské republika, ICO:
00209805, DIC: CZ00209805, zastoupeny prof.
MUDr. Markem Svobodou, Ph.D., feditelem (dale

jen ,,Poskytovatel),

a

spole¢nosti Pharmaceutical Research Associates
CZ, s.r.o., sc sidlem Praha 7, Jankovcova 1569/2c,
PSC 170 00, Ceska republika, ICO: 27636852,
spolecnosti s ru¢enym omezenym fadné zapsanou v
Obchodnim rejstifku Ceské republiky vedeném
Meéstskym soudem v Praze, oddil C, vlozka
120574, ¢islo 0ctu: 3131400008 / 7910,
zastoupenou XxxXxxxxxxxxxx (dale jen ,,PRA*)
(PRA je pobockou spolecnosti Pharm Research
Associates, (UK) Ltd., se sidlem 500 Oak Way,
Green Park, Reading, Berkshire RG2 6 AD,
Spojené  kralovstvi, s registrovanou adresou
Cannon Place, 78 Cannon Street, London, EC4N
6AD, UK (dale jen ,PRA UK®), jednajici jako
nezavisly dodavatel spolecnosti F. Hoffman-La
Roche Ltd. se sidlem Grenzacherstrasse 124, 4070
Bazilej, Svycarsko, ICO: CHE-105.815.381, DIC:
CHE-105.815.381 MwSt, zapsana v obchodnim
rejstitku vedeném Obchodnimi registry Svycarska,
vlozka cislo 81803 (dale jen ,Zadavatel).
Spolecnost PRA bude na zakladé této Smlouvy
plnit urcité zavazky a povinnosti spolecnosti PRA
UK tykajici se provadéni klinického hodnoceni v
Ceské republice;

and a

XXXXXXXXXXXX, an employee of the XXXXXXXXXXXX, zameéstnancem
Provider, acting within the scope of his/her Poskytovatele, jednajictho v rozsahu jeho
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employment, who shall serve as the principal
investigator (“Investigator”) for the Study as
defined below.

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

1.

(a)

(b)

STATEMENT OF WORK.

PRA, a contract clinical organisation, has
been duly authorized by the Sponsor to
conduct certain obligations of the Sponsor
with regard to the clinical trial detailed
below, in accordance with the terms and
conditions herein.

The Investigator will conduct the clinical
study of the medicinal product for human
use entitled AN OPEN LABEL
MULTICENTER EXTENSION STUDY
IN PATIENTS PREVIOUSLY
ENROLLED IN A GENENTECH
AND/OR F. HOFFMANN-LA ROCHE
LTD SPONSORED ATEZOLIZUMAB
STUDY (IMBRELLA B) (the “Study”),
bearing protocol number BO40729, as
may be amended from time to time (the
“Protocol”), the provisions of which are
incorporated herein by reference which
was handed over to Investigator before
execution of this Agreement. The
Investigator 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 of the
Study subjects and any data arising from
the Study (iii) the Protocol, (iv) the FDA
Form 1572, and (v) all applicable
legislations including, but not limited to,
those governing the conduct of the Study.

Masarykdv onkologicky Ustav /|

BO40729

zaméstnani, ktery bude vystupovat jako hlavni
zkousejici (dale jen ,,ZkousSejici) odpovidajici za
Studii, jak je definovano nize.

Poskytovatel a Zkousejici mohou byt dale spole¢né
oznacovani jen jako ,,ReSitelské centrum®.

1.

(@)

(b)

POPIS PROJEKTU.

PRA, smluvni klinickd organizace, byla
Zadavatelem opravnéna ke splnéni urcitych
zavazkii ~ Zadavatele  ohledné  nize
uvedeného klinického hodnoceni, ato
v souladu s podminkami uvedenymi v této
Smlouve.

Zkousejici provede klinické hodnoceni
humanniho 1é¢ivého piipravku pod nazvem
OTEVRENA MULTICENTRICKA
PRODLOUZENA STUDIE U PACIENTU
DRIVE ZARAZENYCH DO STUDIE
ATEZOLIZUMABU, JEJIMZ
ZADAVATELEM JE SPOLECNOST
GENENTECH A/NEBO F. HOFFMANN-
LA ROCHE LTD (IMBRELLA B) (déle
jen ,,Studie®), s Cislem protokolu BO40729
ve znéni pripadnych zmén (dale jen
»Protokol),  jehoz  ustanoveni  jsou
nedilnou soucasti této Smlouvy a ktery byl
Zkousejicimu a Poskytovateli pfedan pred
uzavienim této Smlouvy. Zkousejici bude
provadét Studii v souladu s: (i) vSeobecné
akceptovanymi standardy spravné klinické
praxe (GCP), (ii) etickym jednanim a
zplisobem  zahrnujicim  mimo  jiné
dodrzovani vSeobecné platnych
profesionalnich standardi, které primérené
chrani bezpecnost subjektll Studie a udaji
ziskanych ze Studie, (iii) Protokolem, (iv)
FDA formuldfem 1572 a (v) vSemi
pfislusnymi pravnimi pfedpisy vcetné

The Provider shall not reassign the mimo jiné predpist upravujicich provadéni
conduct of the Study to another Studie. Poskytovatel neni opravnén poveétit
investigator without PRA’s express vykonem Studie jiného Zkousejiciho bez
written consent. If the Investigator is vyslovného pisemného souhlasu PRA.
unable to perform the duties required by Nemuze-li Zkousejici vykonavat
Revised July 2018 Page 2 of 33
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this Agreement, the Provider shall povinnosti  vyplyvajici ze  Smlouvy,

(c)

(d)

promptly notify PRA in writing. If a
mutually acceptable replacement is not
available, this Agreement may be
terminated as provided herein.

The Provider 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. Provider and Investigator agree
to promptly notify PRA in the event any
Study Team Member is in a proceeding
conducted by the Czech Medical Chamber
for breach of duties of a member of the
Chamber 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 PRA consents in writing to
the continued use of such personnel,
which such consent shall not be
unreasonable 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.

Sponsor or PRA shall ensure any and all
safety or toxicology data relating to the
IMP which the Sponsor or PRA is aware
of or which comes to the attention of
Sponsor or PRA from time to time and
which may, in the reasonable opinion of
the Sponsor, be materially relevant to the

(c)

(d)

Poskytovatel je o tom povinen PRA
neprodlené pisemné vyrozumét. Nelze-li
nalézt nahradu pfijatelnou pro obé& strany,
mize nékterd strana od této Smlouvy
odstoupit  zpisobem v této Smlouve
stanovenym.

Poskytovatel poskytne vhodné zdroje a
moznosti, aby ZkouSejici mohl Studii
provést véas aodborné a v souladu s
podminkami této Smlouvy. Poskytovatel
zajisti, ze pii provadéni Studie budou
napomocni pouze vyskoleni a kompetentni
spolupracovnici. Poskytovatel odpovida za
zajisténi  toho, Zze veskery personal
ucastnici se Studie (dale jen ,,Tym Studie®)
spliiuje podminky  této  Smlouvy, s
vyjimkou personalu, ktery poskytne PRA
nebo Zadavatel. Poskytovatel a Zkousejici
souhlasi, ze neprodlen¢ oznami PRA,
pokud je ¢len Tymu Studie ucastnikem
fizeni vedeném Ceskou lékaiskou komorou
pro poruseni povinnosti ¢lena komory nebo
ohlaSen licenéni komisi, nezavislé etické
komisi nebo piezkoumaci komisi nebo jimi
vySetfovan, a vnavaznosti na takové
Setfeni bude stakovym c¢lenem Tymu
Studie  ukonCena  veSkera  Cinnost
souvisejici s provadénim Studie, pokud
spolecnost PRA nepoda pisemny souhlas,
ktery nesmi byt nepfiméfené opozdény,
podminény nebo odmitnuty,
s pokracovanim  spoluprace s danym
¢lenem. Pokud neni stranami sjednano
pisemné n&co jiného, Resitelské centrum
bude provadét Studii jen v zafizenich
uvedenych v této Smlouvé.

Zadavatel nebo spoleCnost PRA zajisti
veskera data o bezpecnosti a toxikologicka
data ohledné Hodnoceného 1éCivého
pripravku, kterd jsou Zadavateli nebo
spole¢nosti PRA zndma nebo o nichz se
Zadavatel ¢i spolecnost PRA béhem casu
dozvi aktera mohou dle ptfiméreného
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conduct of the Study.

2. PAYMENT.

(a)

(b)

(©)

(d)

PRA will pay the Provider for the
performance of the Study, i.e. for the
visits, examinations and other services
provided on the basis of the Agreement,
according to the Payment Terms attached
hereto as Exhibit A (“Payment Terms”)
and the Budget attached hereto as Exhibit
B (“Budget”), upon receipt of invoices
and other appropriate documentation as
specified therein.

The Provider as payee (“Payee”) shall
provide full payment instructions and
bank details, in writing to PRA in the
Payment Information Checklist (“PIC”),
before any payment can be made. The
Payee is obliged to inform PRA, 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 Payee’s bank
details contained in the PIC may be
effected 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
Provider or its personnel.

The Investigator and any sub-investigators
will complete and sign a financial
disclosure  form  when  reasonably

Masarykdv onkologicky Ustav /|
BO40729

uvazeni Zadavatele mit podstatny vyznam
pro provadéni Studie.

2. UHRADA.

(a)

(b)

(©)

(d)

PRA zaplati Poskytovateli za provadeni
Studie, tj. za navstévy, vySetfeni a dalsi
sluzby poskytnuté na zakladé Smlouvy,
thradu v  souladu s  platebnimi
podminkami, které jsou k tomuto
dokumentu ptipojeny jako priloha A (dale
jen ,.Platebni podminky*), a s rozpoc¢tem,
ktery je k tomuto dokumentu pfipojen jako
priloha B (dale jen ,,Rozpocet”), a to na

zakladé doruCeni faktur a dalSich
pfislusnych  dokladi  vsouladu s
Rozpoctem.

Poskytovatel, jakozto piijemce platby
(dale jen ,Pfijemce platby”) poskytne
pisemné spolecnosti PRA  kompletni
platebni pokyny a bankovni spojeni, a to
na formulafi platebnich daji (dale jen
»PIC*) pfedtim, nez bude mozZno
uskutecnit jakoukoliv platbu. Piijemce
platby je povinen pisemné informovat
PRA o jakychkoliv zméndch nebo
pozadovanych aktualizacich v platebnich
pokynech a/mebo bankovnim spojeni.
Smluvni strany sjednévaji, ze zmény nebo
aktualizace bankovniho spojeni Ptijemce
platby obsazené v PIC mohou byt
provadény pisemnym oznadmenim a samy
o0 sob¢ nevyzaduji uzavieni dodatku k této
Smlouvé.

Resitelské  centrum  je  nezavislym
dodavatelem a PRA ani Zadavatel nejsou
odpovédni za vyplaceni jakychkoli
pozitki zaméstnancli, ddchodd, nahrad
pracovniktim, srdzek nebo dani hrazenych
za zaméstnance bud’ Poskytovateli, nebo
jeho personalu.

Zkousejici a pripadni spoluzkousejici na
pfimétenou zadost PRA nebo Zadavatele
vyplni a podepisi formular financnich

Revised July 2018
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(e)

&)

requested to do so by PRA or 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 Provider
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.

The Provider 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 Provider hereby agrees
that neither participants in the Study nor
any third party will be charged for
Atezolizumab and/or any comparator

drugs  provided for this  Study
(collectively, the “Investigational

Medicinal Product” or “IMP”), nor shall
Payee include such cost in any cost report
to third-party payers.

Unless otherwise agreed herein, payments
will be made for evaluable subjects and
for eligible subjects only. 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, for the time he/she participated
in the Study.

(e)

®

Masarykdv onkologicky Ustav /
BO40729

udaju. Tyto formulare musi byt v pripadé
potieby neprodlené aktualizovany, aby po
dobu Studie a jednoho roku po jejim
skon¢eni zlstaly spravné a TUplné.
Poskytovatel a ZkouSejici berou na
védomi a souhlasi s tim, Ze veskeré platby
provedené vramci této Smlouvy budou
Zadavatelem nebo PRA sdéleny mistnim
regulatnim Ufadim, jak je pozadovano

podle EFPIA  (Evropska  federace
farmaceutického pramyslu a asociaci)
kodexem zvetejiiovani nebo

ekvivalentnim mistnim piedpisem.

Poskytovatel timto souhlasi stim, Ze
zadnému subjektu ani tieti strané nebude
v zadném ohledu tuctovana 1écba ani
zdravotni péce, kterou Prijemce platby
fakturoval nebo ktera byla uhrazena
v ramci této Smlouvy. Poskytovatel timto
souhlasi s tim, ze uCastnikim Studie ani
zadné tfeti stran¢ nebude uctovan
Atezolizumab a/nebo jiny srovnavaci 1ék
poskytnuty pro tuto Studii (dale spole¢né
jen ,,Hodnoceny 1éCivy pripravek®) a ze
takovéto naklady nebudou zahrnuty do
zadného vykazu nakladti pro platce-tieti
strany.

Pokud v této Smlouvé neni dohodnuto
jinak, platby budou provadény jen za
vyhodnotitelné subjekty a jen za zptisobilé
subjekty. Zpusobily subjekt je ten, ktery
splni vSechny podminky pro zafazeni a
nesplituje zadné z vylucovacich kritérii
uvedenych Protokolu, ktery byl zafazen
hlavnim ZkouSejicim a ktery ud¢lil svij
informovany souhlas. Subjekt, kterého 1ze
vyhodnotit, je ten subjekt, u ng&jz byly
uspokojivé vyplnény vsechny formulafre
pro zaznamy Subjektd hodnoceni (dale jen
»CRF“) vsouladu s Protokolem, ktery
absolvoval pfislusné studijni ukony
stanovené Protokolem a ktery absolvoval
vySetfeni poZadovana Protokolem, a to
podobu, po kterou se ucastnil Studie.
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(2

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 Provider or the Investigator has made
or may make in relation to the ordering of
products or services of the Sponsor.

3. RECORDKEEPING; REPORTING:;
ACCESS.
(a) Authorized representatives of Sponsor

and/or PRA have the right, upon
reasonable advance notice, and during
regular business hours (Monday — Friday,
from 7am to 3.30pm), 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
not include any unauthorized individually-
identifiable information of a Study
subject. The Site shall maintain complete
and accurate records related to the Study,
and shall retain all such records resulting
from the Study in accordance with ICH
GCP for the time required by applicable
laws and regulations, as amended from
time to time.

(2

Masarykdv onkologicky Ustav /
BO40729

Smluvni strany uznavaji a souhlasi s tim,
7e odména za plnéni Resitelského centra
na zakladé¢ této Smlouvy predstavuje
spravedlivou  trzni  hodnotu  sluzeb
poskytnutych Resitelskym centrem a byla
sjednana nezavisle na jinych obchodnich
vztazich, stavajicich nebo potencialnich,
Poskytovatele nebo Zkousejiciho
tykajicich se objednavek vyrobki nebo
sluzeb Zadavatele.

3. ZAZNAMY: VYKAZY: PRISTUP.

(@)

Zmocnéni zastupci Zadavatele, ptipadné
PRA, jsou opravnéni na zakladeé
pfiméfeného  predchoziho  oznameni

v pfimétené lhiaté a beéhem obvyklé
pracovni doby (po — pa od 7:00 do 15:30
hod.): (i) provadét audit a provefit
vybaveni Regitelského centra potiebné k
provedeni Studie a (ii) zkontrolovat a
vytvofit si  kopie vesSkerych udaju,
zaznamil a vysledki prace souvisejicich
s provadénim Studie, a jestlize to je
pottebné, potizovat si kopie takovych
udaji, zaznamt a vysledkd prace, za
predpokladu, ze takové kopie neobsahuji
nepovolené individualn¢ identifikovatelné
informace o  Subjektu  hodnoceni.
Resitelské centrum je povinno vést uplné a
spravné zaznamy tykajici se Studie a
zaznamy vzniklé ze Studie je povinno
archivovat v souladu s ICH GCP po dobu,
jakou stanovi pfislusné zakony a pravni
predpisy v platném znéni.

(b) Unless shorter timelines are specified in (b) Nebude-li v Protokolu upfesnéna kratsi
the Protocol, the Investigator will: (i) for lhata, Zkousejici bude: (i) pro ucely
purposes of monitoring by Sponsor or monitorovani Zadavatelem nebo
PRA, deliver eCRFs to Sponsor or PRA spole¢nosti PRA dodavat Zadavateli nebo
within seven (7) business days of each spolecnosti PRA formulafe eCRF vzdy do
Subject’s visit date. The Investigator shall sedmi (7) pracovnich dni od data
be available at reasonable times during navstévy kazdého subjektu. Zkousejici
normal business hours (Monday — Friday, bude v priméfenych hodinach v bézné
from 7am to 3.30pm) to meet with Study pracovni dobé (po — pa od 7:00 do 15:30
monitors and answer questions regarding hod.) k dispozici ke schtizkdm s monitory
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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.
Provider 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. If used at the Site,
Site shall provide Study monitors access
to its electronic medical records system
(“spot-check”) however only in presence
of authorized employees of the Provider.
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,
Provider 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.

Masarykdv onkologicky Ustav /
BO40729

Studie a bude odpovidat na jejich otazky
tykajici se provadéni Studie. Pokud musi
PRA  pouzit  pocitatové  systémy
Resitelského centra nebo do nich vstoupit,
ucini tak v souladu s pokyny Regitelského
centra a ziskané informace pouZije pouze
pro ucely Studie a v souladu s pfislusSnymi
pravnimi  predpisy. Poskytovatel a
Zkousejici budou postupovat v souladu
s povinnostmi vyplyvajicimi z ICH GCP
4.1.4. a 4.9.7. a zajisti monitorovi Studie
poskytnuti pifimého pfistupu k pivodnim
lékatskym zaznamtim Subjektti hodnoceni
za ucelem ovéfeni. Pokud se pouziva v
mist¢ Resitelského centra, Regitelské
centrum poskytne monitorovi Studie
pristup do své elektronické databaze
1ékatskych zaznamu (,,spot-check™), ale
pouze v piitomnosti opravnénych
zaméstnanci  Poskytovatele. Regitelské
centrum zajisti, aby byly zpfistupnény
pouze ty lékaiské zaznamy, které se tykaji
Subjektt hodnoceni, a zajisti, Ze monitor
Studie nebude mit zadny pristup
k dokumentaci, ktera se netyka Subjektl
hodnoceni, je-li toto mozné. Pokud toto
neni mozné, Poskytovatel a ZkouSejici
zajisti ovétené tisténé kopie zdznami a
poskytne je kdispozici pro kontrolu.
Poskytovatel zajisti dostate¢ny piistup pro
studijniho monitora za ucelem kontroly
zdrojové dokumentace studijnich Subjektt
hodnoceni.

(¢) The Site will promptly notify Sponsor and (c) Resitelské centrum bude bezodkladné
PRA if any regulatory authority notifies informovat Zadavatele a PRA, jestlize
the Provider or Investigator of a pending bude néjaky regulacni ufad informovat
inspection relating to the Study, and will Poskytovatele nebo Zkousejiciho o
promptly forward to Sponsor and PRA chystané kontrole nebo auditu tykajiciho
copies of any written communication se Studie, a bezodkladné¢ postoupi
received as a result of such inspection Zadavateli a PRA kopie veskerych
which are related to the Study. The Site pisemnych  materiald, které obdrzi
shall also provide to Sponsor and PRA v souvislosti s touto kontrolou a které
copies of any documents provided to any souviseji se Studii. ReSitelské centrum
inspector that relate to the Study. dale preda Zadavateli a PRA kopie

veskerych dokumentl, které poskytlo
kontrolortim a které se vztahuji ke Studii.
Revised July 2018 Page 7 of 33
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(d) Adaptive Monitoring: If the Study is
designed to comply with Risk Based
Monitoring (RBM) or  Adaptive
Monitoring (AM) principles, in addition to
on-site  monitoring  activities,  the
significant portion of the Study may be
monitored/managed remotely. In this
circumstance, the Investigator and
Provider undertake to facilitate the remote
evaluation carried out by Sponsor/PRA
personnel or representatives (e.g., clinical
monitors, Data Management personnel, or
statisticians) in a timely manner to ensure
quality data collection and the safety of
study subjects. RBM an AM monitoring
activities might include and are not limited
to: communication with the Study Site
Team member, review of Site’s processes,
procedures, records and corroboration. For
clarity, remote evaluation refers to
evaluation activities that are performed in
a location other than where the Study is
being conducted.

4. CONFIDENTIALITY.

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
and which will be marked as “confidential”
(“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,

Masarykdv onkologicky Ustav /
BO40729

(d) Adaptivni monitoring: Pokud je Studie
navrZzena tak, aby spliiovala kromé
¢innosti monitoringu v fesitelském centru
izasady monitoringu zaméfeného na
rizika (RBM) nebo adaptivniho
monitoringu (AM), mtze byt vyznamna
cast Studie monitorovana/fizena vzdalen¢.
V takové situaci se Zkousejici
a Poskytovatel zavazuji, ze v€as umozni
vzdalené vyhodnoceni provadéné
pracovniky nebo zastupci Zadavatele/
spolecnosti  PRA  (napf. klinickymi
monitory, pracovniky spravy dat nebo
statistiky) tak, aby bylo zajiSténo
shromézdéni kvalitnich udajt
a bezpecnost subjektii studie.
Monitorovaci ¢innosti RBM a AM mohou
zahrnovat mimo  jiné:  komunikaci
sélenem Tymu Studie Resitelského
centra, hodnoceni procest, postupd,
zdznamil a potvrzeni Resitelského centra.
Pro vysvétleni uvadime, Zze vzdalené
hodnoceni se tykd vyhodnocovacich
¢innosti, které jsou provadény na jiném
misté, nez kde je provadéna Studie.

4. DUVERNOST INFORMACI.

Protokol, Hodnocené Iléky, ptipadové
formulare a veskeré¢ informace, udaje, zpravy nebo
dokumenty, které obdrzi nebo vytvori Regitelské
centrum nebo ¢lenové Tymu Studie v souvislosti s
praci vykonavanou v souladu s touto Smlouvou
(krom¢ 1€kaiskych zaznamt subjekt) nebo jinak
souvisejicich se Studii a které budou oznaceny jako
,»davérné™ (dale jen ,,Divérné informace®), jsou
vlastnictvim Zadavatele a Regitelské centrum neni
opravnéno je sdélovat jakékoli tfeti osob& ani
pouzivat k jakémukoli jinému ucelu nez pti plnéni
Studie bez piedchoziho pisemného souhlasu
Zadavatele po dobu sedmi (7) let po ukoncéeni
Smlouvy. Vyse uvedeny zavazek duvérnosti
informaci se nevztahuje na Divérné informace v
rozsahu, v jakém:

(a) jsou nebo budou zvefejnény bez zavinéni

Revised July 2018
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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 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

In connection with the performance of the
Agreement, personal data is processed by the
Parties. The Parties undertake to treat personal data
in accordance with Regulation (EU) 2016/679 of
the European Parliament and of the Council on the
protection of individuals with regard to the
processing of personal data and on the free
movement of such data and repealing Directive
95/46 / EC ("GDPR") and in accordance with Act
No. 110/2019 Coll., on the processing of personal
data, as amended. At the same time, the Parties are
obliged to ensure that the Study subject does not
suffer damage to their rights, in particular the right
to preserve human dignity, and also to ensure
protection against unauthorized interference with

Masarykdv onkologicky Ustav /|
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ze strany Resitelského centra;

muze Resitelské centrum prokazat, ze k
datu jejich sdéleni Resitelskému centru jiz
byly legalné Resitelskému centru znamy,
aniz by podléhaly ptfedchozimu zavazku
duvérnosti informaci;

(b)

je Resitelské centrum ziskalo od né&jaké
tfeti osoby bez omezeni tykajicich se
jejich sdélovani; nebo

(c)

je Regitelské centrum vytvofilo nezavisle
na obdrzeni Davérnych informaci podle
této  Smlouvy, coz Ize prokézat
ptislusnymi pisemnymi zaznamy.

(d)

Povolené vyzrazeni. Povinnosti Resitelského centra
ohledné utajeni a nepouziti Divérnych informaci
neplati v rozsahu, v jakém maé ReSitelské centrum
zakonnou povinnost Duvérné informace vyzradit,
oviem s tim, e pied vyzrazenim ReSitelské
centrum bezodkladné informuje Zadavatele, aby
mel Zadavatel pfilezitost se tomuto pozadavku
branit nebo pozaddat o vydani pfislusného
ochranného opatieni. Tento ¢lanek 4 neomezuje
prava a povinnosti Resitelského centra dle ¢lanku 6
— Zveftejiiovani.

5. OCHRANA SOUKROMI A OSOBNICH
UDAJU.

V souvislosti s plnénim Smlouvy dochazi ke
zpracovani osobnich udaji smluvnimi stranami.
Smluvni strany se zavazuji nakladat s osobnimi
udaji v souladu s nafizenim EP a Rady (EU)
2016/679 o ochrané fyzickych osob v souvislosti se
zpracovanim osobnich udaji o a volném pohybu
téchto udaji a o zruSeni smérnice 95/46/ES (dale
jen ,,GDPR®) a v souladu se zdkonem ¢. 110/2019
Sb., o zpracovani osobnich udaji, ve znéni
pozdgjsich predpisi. Smluvni strany jsou pfitom
povinny dbat, aby subjekt hodnoceni neutrpél ujmu
na svych pravech, zejména na pravu na zachovani
lidské dustojnosti, a také dbat na ochranu pted
neopravnénym zasahovanim do jeho soukromého a
osobniho zivota.
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their private and personal life.

Masarykdv onkologicky Ustav /
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The Sponsor will process the following Zadavatel bude v souvislosti se Studii jako Spravce
personal data in connection with the Study zpracovévat tyto osobni udaje:

as the Administrator :Controller:

a) personal data of the Investigator, sub-
investigators and other members of the
study team to the extent: name and surname,
address, date of birth, telephone, e-mail, for

the purposes of (i) fulfilling legal
obligations arising from special legal
regulations, in particular the Act on

Medicinal Products (ii) the conduct and

interpretation of the clinical trial; (iii)
review by governmental or regulatory
authorities; (iv) satisfying legal or

regulatory requirements; (v) publication on
www.clinicaltrials.gov and websites and
databases that serve a comparable purpose;
and (vi) storage in databases for use in
selecting sites in future clinical trials. The
Information obligation of the Sponsor
pursuant to Article 14 of the GDPR towards
the Investigator, sub-investigators and other
members of the Study team will be fulfilled
through the Site. The Site hereby confirms
that at the latest at the time of providing
personal data, the Provider will transmit to
Investigator, sub-investigators and other
members of the Study team information
pursuant to Article 14 of the GDPR, which
is available on the Provider’'s website in the
Personal Data Protection section and
especially on the Personal Data Processing -
Medical Preventive Care Department
website, and will inform them that more
detailed information on the conditions of
processing their personal data can be found
on the website of the Provider.

b) personal data of the Study subjects required
in the record sheets of the subjects of
evaluation ("CRE") and results of
examinations required by the Protocol to the
extent: identification code, year of birth,
age, ethnicity, sex, racial affiliation, health

a)

b)

osobni udaje Zkousejiciho, spoluzkousejicich a
dalsich ¢lent studijniho tymu v rozsahu: jméno
a pfijmeni, adresa, datum narozeni, telefon, e-
mail, a to za ucelem plnéni pravnich povinnosti
vyplyvajicich ze zvlastnich pravnich pfedpist,
zejména Zakona o lécivech:(i) provadeéni
klinického  hodnoceni; (ii) prezkoumani
vladnimi nebo regula¢nimi organy; (iii) splnéni
zakonnych nebo regulac¢nich pozadavku; (iv)
zvefejnéni na  www.clinicaltrials.gov  a
webovych strankach a databazich, které slouzi
srovnatelnému ucelu; a (v) ukladani do databazi
slouzicich pfi vybéru studijnich center v
budoucich klinickych studiich. Informacni
povinnost Zadavatele podle ¢l. 14 GDPR vuci
Zkousejicimu, spoluzkousejicim a  dal§im
Clentim tymu  Studie  bude  splnéna
prostiednictvim Resitelského centra. Centrum
timto potvrzuje, ze nejpozdéji v okamziku
poskytnuti osobnich udaji Poskytovatel preda
zaméstnancum informace dle ¢l. 14 GDPR,
které jsou dostupné na webovych strankach
Poskytovatele v sekci Ochrana osobnich udajt a
predevsim pak na webové strance Zpracovani
osobnich udaji — Odbor 1é¢ebné¢ preventivni
péce a informuje je, Ze bliz§i informace o
podminkach zpracovani jeho osobnich udaji lze
nalézt na webovych strankach Poskytovatele.

osobni udaje subjekti hodnoceni vyzadované v
zdznamovych listech subjektd hodnoceni (dale
»CRF“) a vystupy vySetieni pozadovanych
Protokolem v rozsahu: identifika¢ni kdéd, rok
narozeni, ve&k, etnickd pfislusnost, pohlavi,
rasova prislusnost, udaje o zdravotnim stavu a
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data and other data required for the proper
conduct of the Study.

- For the purposes of the Study, the Site, as
the processor of personal data, will process
for the Sponsor as the controller of personal
data, the personal data of the Study subjects
according to this Section 5 point b) of this
Agreement.

- Personal data are obtained according to the
requirements of the Protocol from the
source  documentation (e.g. medical
documentation of the Study subjects,
medical reports from the Investigator)
and/or directly from the Study subjects (e.g.
on the basis of interviews and/or
questionnaires) by the Investigator and/or
other study team members, and these
persons are inserted in a pseudonymized
form into the CRF, that are made available
by PRA or the Sponsor, which further
processes them by sorting, evaluating and
storing them in particular. Personal data are
further processed in such a way that,
through the authorized persons of the
Sponsor, the conformity between the
records in the CRF and the source
documentation is verified at the Site's
workplace in the presence and cooperation
of the Investigator and/or other members of
the study team. The processing of personal
data by the Site will therefore consist mainly
in their: collection, recording, arrangement,
retrieval, viewing, use, disclosure by
transmission, storage, disposal.

The Site, as a processor of personal data, keeps
records of processing activities performed for the
Sponsor pursuant to Article 30 (2) of the GDPR.

For the purposes of this processing, the Site
undertakes to:

(a) process personal data pursuant to section 5 point
b) of this Agreement solely on the basis of
documented instructions of the Sponsor, unless

Masarykdv onkologicky Ustav /
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dalsi udaje pozadované pro fadné provedeni
Studie.

- Resitelské centrum jako zpracovatel
osobnich udaji bude pro ucely provedeni
Studie zpracovavat pro Zadavatele jako
spravce osobnich 1daji osobni udaje
subjektll hodnoceni dle tohoto ¢lanku 5
pism. b) této Smlouvy.

- Osobni udaje jsou ziskdvany podle
pozadavkli  Protokolu ze zdrojové
dokumentace (napf. zdravotnicka
dokumentace subjekti  hodnoceni,
lékarské zpravy z vySetieni) a/nebo
pfimo od subjektti hodnoceni (napf. na
zaklad¢ rozhovorti a/mebo dotaznikil)
ZkouSejicim  a/nebo  dalSimi  ¢leny
studijniho tymu a témito osobami jsou
vkladany v pseudonymizované podobé
do CRF zpfistupnénych PRA nebo
Zadavatelem, ktery je dale zpracovava
tak, ze je zejména tfidi, vyhodnocuje a
uchovava. Osobni tdaje jsou dale
zpracovavany tak, ze prostiednictvim
povéfenych osob Zadavatele dochazi na
pracovisti Centra k ovéfovani shody mezi
zaznamy v CRF a zdrojové dokumentaci
za pritomnosti a soucinnosti Zkousejiciho
a/nebo dalsich c¢lentt studijniho tymu.
Zpracovani osobnich udaji Resitelskym
centrem bude tedy spocivat hlavné v

jejich: sbéru (shromézdéni),
zaznamenavani, uspofadani, vyhledani,
nahliZeni, pouziti, zptistupnéni

prenosem, uloZeni, likvidaci.

Resitelské centrum jako zpracovatel osobnich
udaji vede zaznamy o cinnostech zpracovani
provadénych pro Zadavatele dle ¢l. 30 odst. 2
GDPR.

Resitelské centrum se pro ucely tohoto zpracovani
zavazuje:

(a) zpracovavat osobni udaje dle ¢lanku 5 pism. b)
této Smlouvy vyhradné na zakladé dolozenych
pokyni Zadavatele, ledaze mu zpracovani
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the processing is required by the relevant legal
regulations that apply to the Site, in which case
the Site is obliged to inform the Sponsor;

(b)ensure that the Study subjects are informed by
the Investigator and sign a consent to participate
in the Study as sent by the Sponsor;

(c) not involve other processors in the processing of
personal data without the prior consent of the
Sponsor. When another processor is involved,
the Site is obliged to impose the same
obligations on the other processor on the basis
of an agreement as specified in this Agreement.

(d) the transfer of personal data to a third country is
only possible if the conditions set out in Articles
44 to 49 of the GDPR are met and upon the
prior written consent of the Sponsor.;

(e) ensure that the staff of the Site process personal
data only under the conditions and to the extent
appropriate to this Agreement and that they are
bound by professional secrecy;

(f) ensure that the personal data transmitted to the
Sponsor are up-to-date, accurate and true;
(g) take measures to secure personal data in
accordance with Article 28 Paragraph 3 Point c,
and Article 32 GDPR in particular in conjunction
with Article 5 Paragraph 1, and Paragraph 2 GDPR.
The measures to be taken are measures of data
security and measures that guarantee a protection
level appropriate to the risk concerning
confidentiality, integrity, availability and resilience
of the systems. The state of the art, implementation
costs, the nature, scope and purposes of processing
as well as the probability of occurrence and the
severity of the risk to the rights and freedoms of
natural persons within the meaning of Article 32
Paragraph 1 GDPR must be taken into account and
to be reflected in the Technical and Organisational
Measures described in Exhibit D (“Technical and

Masarykdv onkologicky Ustav /
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ukladaji pfislusné pravni predpisy, které se na
Resitelské centrum vztahuji, v takovém piipadé
ma Resitelské centrum povinnost Zadavatele
informovat;

(b) zajistit, ze subjekty hodnoceni  budou
informovany Zkousejicim a podepisi souhlas se
svou ucasti ve Studii ve znéni zaslaném
Zadavatelem,;

(c) nezapojit do zpracovani osobnich tdaji dalsi
zpracovatele bez  pfedchoziho  souhlasu
Zadavatele. Pti zapojeni dalSiho zpracovatele je
Resitelské centrum povinno dalsimu
zpracovateli ulozit na zakladé smlouvy stejné
povinnosti, jaké jsou uvedeny v této Smlouve.

(d) ptedani osobnich udaju do tieti zem¢ je mozné
pii splnéni podminek uvedenych v ¢l. 44 az 49
GDPR a po piedchozim souhlasu Zadavatele;

(e) zajistit, Ze zamdstnanci Resitelského centra
budou zpracovavat osobni udaje pouze za
podminek a v rozsahu odpovidajicim této
Smlouvé a Ze budou vazani povinnosti
mlcenlivosti;

(f) zajistit, ze osobni udaje piredavané Zadavateli
budou aktualni, pfesné a pravdivé;

(g) ptijmout opatieni k zabezpeceni osobnich udajl
dle clanku 28 odst. 3 pism. c) a ¢lanku 32
GDPR, zejména ve spojeni s ¢l. 5 odst. 1 a odst.
2 GDPR. Opatieni, ktera je tfeba pfijmout, jsou
opatienimi pro zabezpeceni udajii a opatfenimi,
ktera zarucCuji uroven ochrany odpovidajici
riziku spojenému s davérnosti, integritou,
dostupnosti a odolnosti systému. Je tfeba vzit v
uvahu soucasny stav, ndklady na implementaci,
povahu, rozsah a ucely zpracovani, jakoz i
pravdépodobnost vyskytu a zavaznost rizika pro
prava a svobody fyzickych osob ve smyslu ¢l.
32 odst. 1 GDPR zohlednit a promitnout do
technickych a  organiza¢nich  opatfeni
popsanych v Piiloze D (,,Technickd a
organizacni opatieni®).

organizational measures”).

(1) without delay inform the Sponsor about Study
subject’s request on the exercise of its rights
under Articles 15 to 20 of the GDPR and
provide Sponsor with the necessary

(1) bez prodleni informovat Zadavatele o zadosti
subjektu hodnoceni o uplatnéni svych prav dle
¢l. 15 az 20 GDPR a poskytovat Zadavateli
nezbytnou soucinnost ke splnéni povinnosti
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cooperation to fulfill the Sponsor's obligation
to process such requests.

(j) provide co-operation to the Sponsor in fulfilling
the obligations under Articles 32 to 36 of the
GDPR, taking into account the nature of the
processing and information available to the
Site;

(k) without delay, inform the Sponsor of
inspections by the Office for Personal Data
Protection or another supervisory authority
concerning personal data specified in Section
5 point b) of this Agreement;

(I) provide the Sponsor with all information
necessary to demonstrate that the obligations
set out in this contract have been fulfilled
and enable and contribute to audits,
including inspections, carried out by the
Sponsor or another auditor designated by the
Sponsor;

(m) upon completion of processing pursuant to this
Agreement, submit to the Sponsor all
personal data processed in accordance with
the Agreement, or destroy them together
with all copies, according to the Sponsor's
instruction, unless it is obliged to further
process personal data on the basis of relevant
legal regulations;

(n) process personal data specified in Section 5
point b) of this Agreement for the period of
conducting the Study according to the
Protocol and the Agreement and further for
the period of mandatory archiving of the
Study documentation in accordance with
Section 3 of the Agreement. The Provider is
also entitled to process personal data
specified in Section 5Spoint (b) of this
Agreement only if such processing is
required by the relevant legislation.

The Site is obliged to keep and store documentation
of the Study to the extent stipulated by the Act on
Medicinal Products and Decree No. 226/2008
Coll.,, on good clinical practice and detailed
conditions for clinical trials of medicinal products,
as amended. As part of this activity, the Site
processes personal data as a controller, for the
purpose of fulfilling legal obligations (Article 6 (1)

Masarykdv onkologicky Ustav /
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Zadavatele.

(j) poskytovat Zadavateli soucinnost pfi plnéni
povinnosti dle ¢l. 32 az 36 GDPR, a to pii
zohlednéni povahy zpracovani a informaci, jez
ma Resitelské centrum k dispozici;

(k) bez prodleni informovat Zadavatele o
kontrolich ze strany Ufadu pro ochranu
osobnich udaji ¢i jiného dozorového turadu,
ktery se tyka osobnich udaju specifikovanych v
¢lanku 5 pism. b) této Smlouvy;

() poskytnout Zadavateli veSkeré informace
potiebné k dolozeni toho, Ze byly splnény
povinnosti stanovené v této smlouvé a umozni
audity, vCetné inspekci, provadéné Zadavatelem
nebo jinym auditorem, kterého Zadavatel
povéril, a k témto auditim prispét;

(m) po skonceni zpracovéni dle této Smlouvy
odevzdat Zadavateli vSechny osobni tudaje
zpracované dle Smlouvy, nebo je zniéit spolu se
vSemi kopiemi, dle pokynu Zadavatele, ledaze
je povinen osobni udaje dale zpracovavat na
zaklad¢ prislusnych pravnich piedpist;

(n) zpracovavat osobni tudaje specifikované v
¢lanku 5 pism. b) této Smlouvy po dobu
provadéni Studie dle Protokolu a Smlouvy a
dale po dobu povinné archivace studijni
dokumentace v souladu s ¢l. 3 Smlouvy. Déle je
Poskytovatel opravnén zpracovavat osobni
udaje specifikované v ¢lanku 5.2 pism. b) této
Smlouvy, pouze pokud mu toto zpracovavani
ukladaji prislusné pravni predpisy.

Resitelské centrum je povinno vést a uchovavat
dokumentaci Studie v rozsahu stanoveném
Zakonem o lé¢ivech a vyhlaskou ¢. 226/2008
Sb., o spravné klinické praxi a blizsich
podminkach klinického hodnoceni 1éc¢ivych
pripravkl, ve znéni pozdé&jSich predpisi. V
ramci  této  CGinnosti  ReSitelské  centrum
zpracovava osobni udaje jako spravce, a to za
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(¢) of the GDPR) and for reasons of public interest
in the field of public health, which is to ensure the

quality and safety of medicinal products (Art.
Article 9 (2) (i) of the GDPR);

The Site is obliged to follow the provisions of this
article even after the termination of the Agreement.

6. PUBLICATION.

Where the Study is conducted in the EEA, Sponsor
is required by law to publically 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
Provider and Investigator.  Provider 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
Provider 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
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ucelem plnéni pravnich povinnosti (¢l. 6 odst. 1
pism. ¢) GDPR a z divodu vefejného zajmu v
oblasti vetfejného zdravi, kterym je zajisténi
kvality a bezpecnosti 1é¢ivych piipravka (¢l. 9
odst. 2 pism. i) GDPR);

Resitelské centrum je povinno Fidit se ujednanimi
tohoto ¢lanku i po zaniku Smlouvy.

6. ZVEREJNOVANI.

Pokud bude Studie provadéna v clenské zemi
Evropského hospodarského spolecenstvi (EHS),
Zadavatel je ze zdkona povinen zvefejnit prubéh
Studie a zvefejnit souhrnnou zpravu o ukonceni
Studie do 6 nebo 12 mésict (v zavislosti na typu
Studie) po jejim ukonéeni na viech Resitelskych
centrech a ucini tak bez dalSiho upozornéni
Zdravotnického zafizeni a Zkousejiciho.
Poskytovatel a Zkousejici timto souhlasi, aby
Zadavatel nebo PRA zvefejnili nebo povolili
jakémukoli pfislusnému ufadu zvefejnéni jejich
jména, stejné jako adresy Poskytovatele a jména
Zkousejiciho, kde bude Studie provedena, a jeji
nasledné  zkompletované  vysledky v bézné
dostupnych  databazich  studii v  rozsahu
pozadovaném podle platnych zakona a predpist.

Studie je soucasti multicentrického
klinického hodnoceni a zvetejnéni vysledkd Studie
provadéné v Resitelském centru nejsou dovoleny
pfed prvni multicentrickou publikaci provedenou
Zadavatelem. Jakmile doslo k multicentrické
publikaci, Regitelské centrum ma pravo publikovat
své vysledky ze Studie, svyhradou pozadavku
oznameni, ktera budou nasledovat. Nebude-li
multicentrickd publikace vydana do osmnacti (18)
meésicl po dokonceni nebo piedéasném ukoncéeni
Studie ve vSech Resitelskych centrech, obdrZeni
viech dat a uzavfeni databaze Studie, ma Resitelské
centrum pravo po piedchozim pisemném souhlasu
Zadavatele a pod podminkou niZze uvedenych
ohlasovacich povinnosti své vysledky Studie
zvefejnit. Pred predlozenim nebo prezentaci
rukopisu ¢i jinych materidlt tykajicich se Studie
vydavateli, lektorovi nebo jiné osob& zvenéi je
Resitelské centrum povinno piedlozit Zadavateli
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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
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. No party hereto shall use any
other party’s name in connection with any
advertising, publication or promotion without prior
written permission.

7. OWNERSHIP.

All documents, protocols, data, know-how,
methods, operations, formulas, Confidential
Information and Materials (as defined below)
provided to the Investigator 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. In
the event that the Provider requires prior
assignment(s) by the Investigator in relation to the
aforementioned, the Provider hereby assigns any
and all employee inventions relating to the Study.

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 conceived,
developed, or reduced to practice, (including all
improvements or modifications), which (i) rely,

Masarykdv onkologicky Ustav /
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jednu kopii vSech rukopist a materialti k posouzeni
a pfipominkovani a Zadavatel ma na prezkum a
pfipominkovani Sedesatidenni (60) lhiitu od jejich
obdrzeni. Na 7adost Zadavatele je ReSitelské
centrum povinno pied predlozenim nebo prezentaci
materialu  zn& odstranit vSechny Duvérné
informace (krom¢ vysledki Studie). Na Zzadost
Zadavatele je Resitelské centrum povinno publikaci
nebo prezentaci pozdrzet o dalSich az sto dvacet
(120) dnii, aby mohl Zadavatel zajistit ochranu
svych prav k Vynalezim Zadavatele (jak jsou
definovany nize) popsanym v téchto materialech.
Z4dna smluvni strana nesmi pouZit nizev druhé
strany v souvislosti s jakoukoli reklamou, publikaci
nebo propagaci bez pifedchoziho pisemného
souhlasu.

7. VLASTNICTVI.

Veskeré dokumenty, protokoly, udaje,
know-how, metody, postupy, vzorce, Duvérné
informace a Materidly (jak je definovano nize),
které ZkouSejici obdrzi na zakladé této Smlouvy,
jsou anadale zlstanou vlastnictvim Zadavatele.
Vlastnictvim Zadavatele jsou i vyplnéné CREF,
zaveéreCna zprava (pokud to pfipada v uvahu) a
dalsi piipadné vysledky Studie (dale jen ,,Udaje
Studie®). Zkousejici postoupi Zadavateli (a zajisti,
aby tak ucinili vSichni ¢lenové Tymu Studie)
veskera ptipadna prava, naroky a podily tykajici se
Udajii Studie. Vlastnictvim Zadavatele nejsou
Iékatské  zpravy  subjekti.  V pfipade, Ze
Poskytovatel vyzaduje predchozi postoupeni
Zkousejiciho v souvislosti s vyse uvedenym, timto
Poskytovatel postupuje jakékoli a vSechny objevy
zamestnanci souvisejici se Studii.

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
ohledn¢ veskerych vynalezili, autorskych prav nebo
jinych prav dusevniho vlastnictvi, know-how, které
vzniknou, budou vyvinuty nebo pouzity v praxi,
vCetné veskerych zlepSeni nebo uprav, které (i)
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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”). Materials
(especially sunitinib) will be delivered to
Institution Pharmacy of the Provider, on
business days between 7 am to 3,30 p.m.
Materials will be clearly identified and
addressed to the employee of the Provider
responsible for the pharmaceutical part of
the Study. A good faith attempt will be
made to deliver Materials to the address
entered into the Study’s IRT, and to the
extent that the address entered into the
Study’s IRT and local signage facilitates
the delivery. The Provider will dispose of
the collected and unused Study Drug
immediately after the preparation of the
Study Drug. 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,
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pouzivaji, vyuzivaji nebo zahrnuji Hodnoceny 1¢k;
(i) jsou zahrnuty nebo predvidany v Protokolu;
nebo (iii) pouzivaji, vyuzivaji nebo zahrnuji
Divérné informace, zakladaji vylu¢né vlastnictvi
Zadavatele (spoletn¢ dale jen , Vynalezy
Zadavatele). Zkousejici je povinnen bezodkladné
pisemn¢ informovat Zadavatele o kazdém takovém
Vynalezu Zadavatele a ptevede (a bude pozadovat
na vSech Clenech Tymu Studie, aby pfevedli) 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 smluvn¢ zajistit a vykonavat sva prava
na takové Vynalezy Zadavatele. ZkouSejici ma
vyluény vlastnicky titul ke vS§em vynalezim nebo
objevim, které vzniknou nebo budou pouzity v
praxi vyhradné¢ zasluhou Zkousejiciho, které
nenalezi Zadavateli.

9. PREVODY A VRACENI MATERIALU;

VYBAVENI.

a) V pribéhu Studie, Zadavatel nebo
zmocnénec Zadavatele poskytnou
Resitelskému  centru, na  naklady

Zadavatele, Hodnoceny l€k, placebo nebo
jiné smé&si ¢i chemické latky k provedeni
Studie (spolecné dale jen ,Materialy®).
Materialy (zejména 1éCivo sunitinib)
budou dodavany vyhradnd do Ustavni
1ékarny Poskytovatele, a to v pracovni dny
v dobé od 7:00 do 15:30 hod. Materialy
budou jednoznacn¢ identifikovany a
adresovany zaméstnanci Poskytovatele
odpovédnému za farmaceutickou cast
Studie. Dodani materiald bude provadéno
v dobré vife na adresu zadanou do IRT
systému Studie, s odkazem na fakt, Zze
adresa a oznaceni zadané do IRT systému
Studie usnadni doruceni. Likvidaci
nacatych a nespotiebovanych
hodnocenych 1écivych pripravka zajisti
Poskytovatel, a to ihned po piiprave ¢i
upravé hodnoceného 1éCivého piipravku.
Resitelské  centrum  bude Materialy
vyuzivat vyhradné pii provadéni Studie v
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store, and ship or dispose of Materials in
accordance with the provision mentioned
above and 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.

Masarykdv onkologicky Ustav /|
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souladu s Protokolem a touto Smlouvou.
Resitelské centrum bude s Materidlem
nakladat, skladovat jej a zasilat nebo
likvidovat v souladu s vySe uvedenym a
Protokolem a pfiméfenymi pisemnymi
pokyny pfedanymi Zadavatelem (nebo
jeho zmocnéncem) a v souladu se vSemi
platnymi  mistnimi a  vnitrostatnimi
zakony, pravidly a pfedpisy, vCetné mimo
jiné predpisit upravujicich zachazeni s
nebezpeénymi latkami.

(b) The Site must not release any Materials to b) Resitelské centrum nesmi vydat Zadné
any third party without prior written Materidly zadné tfeti stran¢ Dbez
approval from Sponsor or PRA, except in piedchoziho pisemného souhlasu
cases where the Site is required by law to Zadavatele nebo PRA, s vyjimkou
release the IMP to a regulating agency or piipadi, kdy Resitelské centrum je ze
authority operating under the scope of its zakona povinno vydat Hodnoceny 1é¢ivy
regulatory powers. In all cases, Site shall ptipravek regulacnimu tfadu nebo organu
promptly notify Sponsor and/or PRA of pusobicimu v ramci svych regulacnich
such action before releasing any Materials. pravomoci. Ve viech ptipadech Resitelské
Furthermore Site warrants it shall not centrum neprodlené uvédomi Zadavatele
administer the IMP to any person other a/nebo PRA o takovém kroku pfedtim, nez
than subjects from whom the Site has jakékoli Materidly vyda. Regitelské
obtained informed written consent for centrum dale zaruCuje, ze neaplikuje
administration of the IMP. Hodnoceny 1é¢ivy piipravek zadné jiné

osobé nez subjektu, od n¢hoz Resitelské
centrum ziskalo informovany pisemny
souhlas s aplikaci Hodnoceného 1écivého
ptipravku.

(¢) Unless otherwise agreed by the parties, in c) Jestlize neni smluvnimi  stranami
the event that the Protocol for a Study dohodnuto jinak, odbér krve, tkan€ nebo
requires the collection of blood, tissue or jiného biologického materidlu od subjektd
other biological materials from subjects (dale jen ,,Biologicky material) bude
(“Biological Materials™) the Investigator probihat  vsouladu s Protokolem a
agrees that the use of such Biological ZkousSejici se zavazuje, Ze odbéry
Materials shall be limited to those tests, Biologického materialu budou limitovany
analyses or procedures identified in the na testy, analyzy nebo procedury
Protocol and informed consent as v souladu s Protokolem a se souhlasem
approved by the IRB/EC. schvalenym etickou komisi.

(d) Upon completion or termination of the d) Po ukonceni nebo zruseni Studie musi byt
Study, all Materials furnished to the Site vSechny = Materidly, které obdrzelo
by Sponsor or Sponsor’s designee shall be Resitelské centrum od Zadavatele nebo
promptly returned or destroyed as directed jeho zmocnénce, vraceny v souladu s
by PRA, if not destroyed in accordance instrukcemi PRA, nebyly-li zlikvidovany
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(e)

10. T

with the provision mentioned above.
Shipping costs relating thereto will be paid
by PRA.

If Sponsor provides equipment to the Site,
such equipment shall be used only by the
Site for the performance of the Study and
in accordance with any  written
instructions of wuse and/or training
provided by the equipment manufacturer
or Sponsor. Such equipment is property of
the Sponsor or Sponsor’s designee and
shall be returned, at Sponsor’s expense, to
Sponsor (or Sponsor’s designee), upon
Sponsor’s  written request or upon
completion of the Study. The equipment
to be provided is listed at Exhibit C. Site
will use reasonable care to maintain such
equipment while in its possession,
provided that Sponsor shall be responsible
for maintenance and repair costs due to
normal wear and tear. In the event that
equipment is damaged for reasons not due
to correct usage or normal wear and tear,
Site shall be liable for the cost of repair or
replacement of the affected equipment.

ERM: TERMINATION.

(a)

(b)

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
Provider with an approximate timeframe
of xxxxxxxxx. Copies will be filed at the
Provider by the Investigator with the
Study conduct documentation.

This Agreement may be terminated by
PRA at any time and for any reason upon

10.

(a)

(b)
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vsouladu svySe uvedenym. Pfislusné
prepravni naklady uhradi PRA.

Poskytuje-li ~ Zadavatel — Regitelskému
centru vybaveni, bude Regitelské centrum
toto vybaveni pouzivat vyhradné k
provadéni Studie a v souladu s veskerymi

pisemnymi navody k pouziti a/nebo
Skolenimi poskytnutymi vyrobcem
vybaveni nebo Zadavatelem. Takové

vybaveni je vlastnictvim Zadavatele nebo
jeho zmocnénce a na pisemnou zadost
Zadavatele nebo po dokonceni Studie
musi byt na naklady Zadavatele vraceno
Zadavateli (nebo jeho zmocnénci). Souhrn
poskytovaného vybaveni je uveden
v ptiloze C. Resitelské centrum vynalozi
pfimétenou péci, aby zajistilo udrzbu
vybaveni v dobé¢, kdy je ma v drZeni, za
ptedpokladu, Ze naklady na udrzbu a
opravy spojené s béznym opotiebenim
nese Zadavatel. V pfipad¢ poskozeni
vybaveni vzniklého nikoliv z divodu
spravného nakladani nebo béZzného
opotfebeni, bude Poskytovatel
zodpovédné za néklady souvisejici
sopravou nebo nahradou postizeného
vybaveni.

PLATNOST SMLOUVY: UKONCENI

SMLOUVY.

Tato Smlouva vstoupi v platnost k Datu
ucinnosti, pokud Studii schvali Statni
ustav pro kontrolu 1é¢iv, Multicentricka
etickda komise a mistni eticka komise, a
plati az do dokonceni Studie u
Poskytovatele v ramci ptiblizného
Casového ramce v trvani do XXXXXXXXX.
Kopie ziskanych schvalovacich
dokumentt ulozi Zkousejici u
Poskytovatele spolecné s dokumentaci k
provadéni Studie.

PRA je opravnéna vypoveédét tuto
Smlouvu kdykoli a z jakéhokoli diivodu
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(©)

(d)

(e)

written notice of thirty (30) days from the
delivery of the notice, or immediately
upon written notice by any party for health
or safety reasons of Study subjects.

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

1) all services properly rendered and
monies properly expended by the
Site, through the effective date of
termination which have not yet
been paid by PRA; and

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

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

Immediately upon receipt of a notice of
termination, the Investigator shall stop
screening and enrolling subjects into the
Study and shall, as directed by PRA, 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.

11. INSURANCE.

The parties hereto acknowledge that

(©)

(d)

(e)
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na zakladé¢ pisemné oddvodnéného
oznameni s vypovédni lhitou v délce
tficeti (30) dnti od doruceni vypovédi nebo
kterakoli smluvni strana je opravnéna tuto
Smlouvu ukonéit na zaklad¢ pisemné
vypoveédi s okamzitou platnosti na zaklade
primétenych dtvodii ochrany zdravi nebo
bezpecnosti subjektl Studie.

K Datu ucinnosti zruSeni této Smlouvy
provede Resitelské centrum vyGétovani,
které oveéti PRA. Jakmile PRA obdrzi
ptislusnou dokumentaci, zaplati:

1) za veSkeré poskytnuté sluzby a
castky, které Resitelské centrum
fadné¢ vynalozi do data zaniku

Smlouvy, které PRA doposud
neuhradila; a
i)  nezrusitelné zavazky, které

Resitelskému centru fadné vznikly
v souvislosti s provadénim Studie
pfed tim, nez mu byla dorucena
vypoved.

Jestlize Regitelské centrum obdrzelo
néjaké zalohy, které nebyly do data zaniku
fadné vyuzity, Poskytovatel veSkeré tyto
nevyuzité zalohy bezodkladné vrati PRA
do 30 dnt.

Okamzité po obdrzeni vypovédi Zkousejici

zastavi screening a nabor subjekti do
Studie a, jak je nafizeno PRA, piestane s
provadénim  studijnich procedur na
subjektech jiz zafazenych do Studie v
1ékatsky pripustném rozsahu a piestane v
pfiméfene proveditelném rozsahu vytvaret
jakékoli dalsi ndklady na Studii.

11. POJISTENI.

Smluvni strany berou na védomi, Ze si

Sponsor has obtained the insurance required by Zadavatel sjednal pojisténi v souladu s ¢l. 52 odst.
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Article 52 para. 3(f) of Act No. 378/2007 Coll.; on
Medicinal Products (as amended).

The Provider warrants that in conformance
with Article 45 (2) (n) of the Act No. 372/2011 on
Health Services, the Provider maintains insurance
to cover its professional liability to the extent
required by law.

12. LIABILITY
INDEMNIFICATION.

AND

Liability and indemnification is covered by
a separate Indemnification Agreement between the
Sponsor, Provider and the Investigator.

13. WARRANTIES

(a) The Parties acknowledge and agree that
this Agreement provides for the carrying
out of experimental research and the use
of  experimental  materials  whose
properties and safety may not have been
established. Accordingly specific results
cannot be guaranteed and any results,
materials, information or intellectual
property provided under this Agreement
are provided without any express or
implied warranties, representations or
undertakings.

(b) The Parties acknowledges that, in entering
into this Agreement, they do so without
reliance on any representation, warranty or
other provision except as expressly
provided in this Agreement, and any
conditions, warranties or other terms
implied by statute or common law are
excluded from this Agreement to the
fullest extent permitted by law.

14. CERTIFICATIONS.

(a) The Provider and the Investigator hereby
individually certify that they and their
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3 pism. f) zakona ¢. 378/2007 Sb. o 1éCivech (v
platném znéni).

V souladu s ¢l. 45 odst. 2 pism. n) zdkona
¢. 372/2011 Sb. o zdravotnich sluzbach je
Poskytovatel povinen udrzovat dostatecné pojisténi
profesni odpovédnosti v rozsahu vyzadovanym
pravnimi predpisy.

12. ODPOVEDNOST A ODSKODNENI.

feseno
mezi

Odpovédnost a odskodnéni je
samostatnou Dohodou o odSkodnéni
Zadavatelem, Poskytovatelem a Zkousejicim.

13. ZARUKY

(a) Strany uznavaji a souhlasi, Ze tato Smlouva
stanovi provadéni experimentalniho vyzkumu
a pouziti experimentalnich materialt, jejichz
vlastnosti a bezpecnost nemusely byt dosud
stanoveny. Konkrétni vysledky tudiz nelze
zaru¢it avesSkeré¢  vysledky, materidly,
informace nebo dusevni vlastnictvi poskytnuté
na zakladé¢ této Smlouvy se poskytuji bez
jakychkoli vyslovnych ¢i predpokladanych
zaruk, prohlaseni nebo slibi.

(b) Strany uznavaji, ze tuto Smlouvu uzaviraji,
aniz by se spoléhaly na jakékoli prohlaseni,
zéaruku ¢i jiné ujednani kromé vyslovné
stanovenych v této Smlouvé, a veskeré
podminky, zaruky ¢i jiné podminky
implikované zakonem ¢i zvykovym pravem se
z této Smlouvy vylucuji v maximalnim pravné
pripustném rozsahu.

14.POTVRZENI.

(a) Poskytovatel a  ZkouSejici  timto
individualné potvrzuji, ze nebyli zadnym
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(b)

(©)

employees, agents or other persons
performing the Study have not been
debarred or disqualified from participating
in clinical research under any laws or
regulations. If during the term of this
Agreement, the Provider or the
Investigator (i) becomes debarred or
disqualified or (ii) receives notice or threat
of an action with respect to its debarment
or disqualification, the Provider and/or the
Investigator, as the case may be, shall
notify PRA immediately.

The Provider 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 Provider
or the Investigator becomes aware of the

debarment, threatened debarment,
disqualification or threatened
disqualification of any such individual or
entity, the Provider and/or the
Investigator, as the case may be, shall
notify PRA immediately.

The Provider and Investigator individually
warrant and promise that, in connection
with this Agreement, (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

(b)

(©)

Masarykdv onkologicky Ustav /
BO40729

pravnim ani jinym pfedpisem zbaveni
prava ani  prohlaSeni nezpusobilym
provadeét klinickd hodnoceni aze totéz
plati pro jejich zaméstnance, zastupce
nebo jiné osoby provadéjici Studii. Jestlize
po dobu platnosti této Smlouvy bude
Poskytovateli nebo Zkousejicimu (i)
zastavena ¢innost nebo bude
diskvalifikovan, nebo (ii) obdrzi oznameni
o zalobé nebo hrozbé zbaveni prava nebo
prohlaseni za nezpusobilé, Poskytovatel
a/nebo  ZkouSejici o tom  bude
bezodkladné informovat PRA.

Poskytovatel a ZkousSejici timto potvrzuji,
ze nevyuzivali ani nebudou vyuzivat v
zadném ohledu jakékoli sluzby jednotlivcl
nebo sdruzeni, které jsou zbaveny prava
nebo prohlaseny za nezptsobilé provadét
klinicka hodnoceni na zaklad¢ jakychkoli
zékoni ¢ predpist.  Jestlize  se
Poskytovatel nebo Zkousejici dozvi o
skute¢ném nebo hrozicim zbaveni prava
nebo o skute¢ném ¢i hrozicim prohlaseni
nezpusobilosti nékterych jednotlivcl nebo
sdruzeni, bezodkladné o tom bude
informovat PRA.

Poskytovatel a Zkousejici kazdy za sebe
prohlasuji a slibuji, Ze v souvislosti s touto
Smlouvou (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
osobé spojené s poskytovanim sluzeb
podle této Smlouvy s cilem nedovolené
ovlivnit tkon nebo rozhodnuti takové
ufedni nebo jiné osoby, piimét uiedni
nebo jinou osobu, aby v rozporu se svymi
povinnostmi provedla urcity tikon nebo se
jej zdrzela, ziskat neopravnénou vyhodu,
vyvolat neopravnény vykon funkce nebo
¢innost souvisejici s touto Smlouvou
anebo  podnitit  statntho  ufednika
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induce such official to use his or her
influence improperly to affect or influence
any act or decision of a government and
(i1) 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.

15. 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 PRA or the Sponsor, and any purported
assignment or delegation without PRA or the
Sponsor’s written consent is void.

16. NOTICES.

With the exception of Study funds paid by
PRA 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 courier, 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 PRA:

Pharmaceutical Research Associates CZ,
S.I.0.

C/O Pharm Research Associates (UK) Ltd
500 South Oak Way, Green Park
Reading, Berkshire, RG2 6AD

United Kingdom

Attention: Director of Global Contracts

Masarykdv onkologicky Ustav /
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k nedovolenému pouziti jeho vlivu ke
zmén¢ nebo ovlivnéni Ukonu nebo
rozhodnuti statniho organu a (ii) nemaji a
nebudou (pfimo ¢i nepiimo) pozadovat,
pfijimat nebo dostavat penize nebo cokoli
hodnotného k wvyvolani neopravnéného
vykonu funkce nebo cCinnosti spojené s
touto Smlouvou.

15. POSTUPITELNOST.

Regitelské  centrum neni opravnéno
postoupit svd prava ani delegovat néjaké vykony
dobrovolné ¢i nedobrovolné, at’ jiz na zakladé fuze,
slouceni, zruseni, plisobenim prava nebo jakymkoli
jinym zplsobem vyjma s predchozim pisemnym
souhlasem PRA nebo Zadavatele, a jakékoli
domnélé postoupeni nebo delegovani bez
pisemného souhlasu PRA nebo Zadavatele je
neplatné.

16. OZNAMOVANI.

S vyjimkou prostftedkdi na provadéni
Studie, které uhradi PRA v souladu s ¢lankem 2
této Smlouvy, musi byt veSkera oznameni, ktera
maji nebo mohou byt podavana podle této
Smlouvy, v pisemné form¢ a musi byt (a) doruceny
osobng, (b) zaslany postou jako doporucena zasilka
nebo (c) zaslany kuryrni sluzbou, a to pfijemciim
uvedenym nize. Smluvni strany se dohodly, Ze
zmény adres uvedenych nize pro piijem oznameni
dle tohoto c¢lanku mohou byt sdéleny dopisem
podepsanym  pfisluSnou smluvni stranou a
nevyzaduji dodatek k této Smlouvé podepsany
vSemi smluvnimi stranami:

Pokud jsou ur€eny pro PRA:
Pharmaceutical Research Associates CZ,
S.I.0.
C/O Pharm Research Associates (UK) Ltd
500 South Oak Way, Green Park
Reading, Berkshire, RG2 6AD
United Kingdom

K rukam: Director of Global
(Globalni feditel pro smluvni oddéleni)

Contracts
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If to the Provider: Pokud jsou uréeny pro Poskytovatele:
Masaryktiv onkologicky tstav Masaryktv onkologicky tistav
Zluty kopec 7 Zluty kopec 7
656 91 Brno 656 91 Brno
Czech Republic Ceska republika
Attention: XXXXXXXXXX K rukdm: XXXXXXXXXX
If to the Investigator: Pokud jsou uréeny pro Zkousejiciho:
Masaryktiv onkologicky tustav Masaryktv onkologicky tistav
Klinika komplexni klinické onkologie Klinika komplexni klinické onkologie
Zluty kopec 7 Zluty kopec 7
656 91 Brno 656 91 Brno
Czech Republic Ceska republika
Attention: XXXXXXXXXX K rukdm: XXXXXXXxxx
If to the Sponsor: Pokud jsou urceny pro Zadavatele:
F. Hoffman-La Roche Ltd F. Hoffman-La Roche Ltd.
Grenzacherstrasse 124 Grenzacherstrasse 124
4070 Basel 4070 Bazilej
Switzerland Svycarsko
Attention: Legal Department K rukam: Legal Department
17. USE OF NAMES. 17. UZIVANI NAZVU.
The Site shall not use the name, symbols Resitelské  centrum neni  opravnéno

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. The Site agrees 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 the Site as
part of this disclosure.

18. INFORMATION TECHNOLOGY
SECURITY AND SYSTEMS

(@) The Provider and Investigator shall
maintain [T 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 Provider and
Investigator shall ensure that all Study
Team members comply with the
obligations imposed upon them by

pouzivat v jakékoli formé publicity v souvislosti se
Studii nazev, symboly, pfipadn¢ ochranné znamky
PRA nebo Zadavatele, pokud to vyslovné predem
PRA nebo Zadavatel neschvali. Resitelské centrum
souhlasi s tim, Ze v souladu s platnymi predpisy
muze Zadavatel zvetfejnit vySi prostiedkl
poskytnutych na provadéni Studie na zakladé této
Smlouvy a v ramci tohoto zvefejnéni muze
Resitelské centrum identifikovat.

18. BEZPECNOST A SYSTEM
INFORMACNICH TECHNOLOGII.

(a) Poskytovatel a Zkousejici budou spravovat
informacni technologie a zajisti organizacné
bezpecnostni opatfeni dostate¢na pro ochranu
osobnich udaji, ktera jsou v jeho vlastnictvi a
zaroven jsou postoupena PRA, Zadavateli nebo
jinym tfetim stranam. Poskytovatel zajisti, aby
vsichni ¢lenové Resitelského tymu postupovali
v souladu s povinnostmi, které jsou ukladané
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platnymi zakony na ochranu osobnich udaju a
konkrétn¢ s témi, které se tykaji odstranéni

Confidential Czech Republic / Provider & Investigator Clinical Trial Agreement
Masarykdv onkologicky Ustav /
applicable data protection laws and
specifically, the removal of subject
personal identifiers from any

communications external to the site unless
necessary for safety purposes or required
by law.

(b) If this Agreement is signed electronically,
Provider and Investigator shall ensure that
they have adequate software in place for
such signature to create a legally binding
Agreement.

(c) 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 subject
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.

19. 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. 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.

20. ENTIRE AGREEMENT; EXHIBITS;
COUNTERPARTS.

This Agreement, including the Exhibits

osobnich identifikatort Subjektu hodnoceni z
jakékoliv externi komunikace mimo Resitelské

centrum, pokud to neni nezbytné =z
bezpec¢nostnich diivodii, nebo vyzadované
zakonem.

(b) Pokud je tato Smlouva  podepsana

elektronicky, Poskytovatel a Zkousejici zajisti
vyuziti adekvatniho softwaru pro vytvofeni
takového podpisu za ucelem pravné platné a
zavazné Smlouvy.
(c) Aplikace Mobilni zdravi (Mobile health -
mHealth), v ptipad€, Ze byly vyuzity v ramci

poskytovani sluzeb, musi byt v souladu
s platnymi  elektronickymi  bezpe¢nostnimi
pozadavky, legislativou  souvisejici  se
zdravotnickymi  prosttedky,  pokud  je

aplikovatelna, a vSemi platnymi zakony na
ochranu osobnich udaju, tak aby byla zajisténa
bezpecnost vSech dluvérnych a osobnich
informaci  subjektd  predavanych  timto
zpasobem. Udaje Studie obdrzené pies mobilni
aplikace musi byt bezpecné ulozeny v souladu
s platnymi pravnimi pfedpisy a nafizenimi.

19. VZDANI SE PRAV: ODDELITELNOST
USTANOVENI.

Zadné prominuti splnéni  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. V ptipadé Ze nékteré podminky nebo
nalezitosti této Smlouvy se stanou neplatnymi,
nezékonnymi nebo nevynutitelnymi, potom
platnost, zakonnost a vynutitelnost zbyvajicich
podminek a nalezitosti obsazenych v této Smlouvé
nebude dotcena nebo timto narusena.

20. UPLNOST _ SMLOUVY; PRILOHY,
VYHOTOVENI.

Tato Smlouva, vcetné piiloh, zaklada
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attached hereto, constitutes the full understanding
of the parties with respect to the subject matter
hereof. The Parties agree that the Agreement may
be amended, with the exception below, only in
writing by means of ascending numbered
amendments signed by all Parties. The Parties do
not have to conclude an amendment to this
Agreement in the event of so-called minor
amendments to the Protocol. A minor amendment
to the Protocol is understood that does not change
the scope or manner of performing the acts (in
particular examinations) carried out by the Provider
or Investigator within the Study and therefore does
not affect any amount of remuneration for
performing the Study or any other pricing set forth
herein. Substantial changes to the Protocol shall be
effective on the date of their delivery to the
Investigator and the Provider. This Agreement and
any amendment hereto may be executed in several
counterparts, each of which shall be deemed an
original but taken together shall constitute one and
the same instrument. The priority language of this
Agreement will be Czech. In the event of any
discrepancy between the two language versions, the
Czech version shall prevail.

21. 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.

22. GOVERNING LAVW: 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.

Masarykdv onkologicky Ustav /
BO40729

uplnou dohodu smluvnich stran ohledné predmétu
Smlouvy. Smluvni strany se dohodly, Ze Smlouva
muze byt s dale uvedenou vyjimkou ménéna pouze
pisemné prostiednictvim vzestupné cislovanych
dodatkli podepsanych vSemi smluvnimi stranami.
Smluvni strany nemusi uzavirat dodatek k této
Smlouvé v pfipad¢ tzv. nepodstatnych zmén
Protokolu. Nepodstatnou zménou Protokolu se
pfitom rozumi takovd zména Protokolu, ktera
nemeni rozsah ¢i zptisob provadéni tkonti (zejména
vySetfeni)  provadénych  Poskytovatelem  ¢i
Zkousejicim v ramci Studie a nema tedy jakykoli
vliv na vysi odmény za provadeéni Studie ¢i jiné
ceny uvedené v této Smlouve. Nepodstatné zmény
Protokolu jsou ucinné dnem jejich doruceni
Zkousejicimu a Poskytovateli. . Tato Smlouva a
veSkeré jeji dodatky mohou byt uzavieny v
nckolika vyhotovenich, z nichz se kazdé
vyhotoveni povazuje za original, ale které spole¢né
zakladaji jeden a tentyz dokument. Rozhodnym
jazykem této Smlouvy bude ¢esky jazyk. V ptipade
jakéhokoli rozporu mezi obéma jazykovymi
verzemi je pro vyklad rozhodujici ceskd verze
smlouvy.

21. TRVALE ZAVAZKY;
USTANOVENI.

PLATNOST

Pokud neni v této Smouvé konkrétné
uvedeno jinak, zdnikem této Smlouvy neni zadna
smluvni strana osvobozena od svych zavazki podle
této Smlouvy, které vznikly nebo vyplynuly ze
skute¢nosti a okolnosti existujicich pied jejim
zénikem. Mimo to, ustanoveni této Smlouvy, které
ze své povahy dopliluji pretrvavajici zavazky, plati
1 po uplynuti platnosti nebo po =zaniku této
Smlouvy.

RESENI

22.ROZHODNE PRAVO:

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.
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(b) Mutual rights and obligations of the
parties that are not expressly provided for
in this Agreement shall be governed by
the civil code (Act No. 89/2012 Coll.,
Civil Code, as amended).

Any and all disputes arising from this Agreement
shall be resolved by the courts of the Czech
Republic. In accordance with Section 89a of Act
No. 99/1963 Coll., the Code of Civil Procedure, as
amended, the Parties agree that the locally relevant
court of the Provider is competent.

SIGNATURES APPEAR ON FOLLOWING
PAGE

Masarykdv onkologicky Ustav /
BO40729

(b) Vzijemna prava a povinnosti stran
vyslovné neupravené touto Smlouvou se
fidi obcanskym zikonikem (zakon C¢.
89/2012 Sb., obc¢ansky zékonik, ve znéni
pozdgjsich predpist).

Veskeré spory z této Smlouvy budou feSeny soudy
Ceské republiky. Smluvni strany se v souladu s §
89a zakona ¢. 99/1963 Sb., obcansky soudni fad, ve
znéni pozdéjSich predpisii, dohodly, Ze mistné
prislusnym je ptislusny obecny soud Poskytovatele.

PODPISY ~ JSOU
NASLEDUJICI STRANE

UVEDENY NA
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IN WITNESS WHEREQF, the parties NA DUKAZ TOHO idn¢ zmocnéni
have caused this Agreement to be executed by their zastupci smluvnich stran podepsali tuto Smlouvu
duly authorised representatives on the date(s) dne, jak je uvedeno dale, ale s ucinnosti pro
indicated below, but effective for all purposes as of vSechny ucely k Datu ucinnosti.
the Effective Date.

PHARMACEUTICAL RESEARCH ASSOCIATES CZ, S.R.O.

By / Podepsal:
Authorised Signature / Podpis zmocnéného zastupce

Name / Jméno: XXXXXXXXXXXXXXXXXXX

Title / Funkce: XXXXXXXXXXXXXXXXXXX

13.10. 2021

Date / Datum:

MASARYKUV ONKOLOGICKY USTAV

By /Podepsal:
Authorised Signature / Podpis zmocnéného zastupce

Name / Jméno: prof. MUDr. Marek Svoboda, Ph.D.

Title / Funkce: Director / Reditel
25.10. 2021

Date / Datum:

XXXXXXXXXXXXXXX

By / Podepsal:

Name / Jméno: XXXXXXXXXXXXXXXXXXX

Title / Funkce: Principal Investigator / Hlavni zkousSejici

Date / Datum: 25.10. 2021
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EXHIBIT A / PRILOHA A
PAYMENT TERMS / PLATEBNI PODMINKY

XXXXXXXXXXX
XXXXXXXXXXX
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EXHIBIT B/ PRILOHA B
BUDGET / ROZPOCET

XXXXXXXXXXX
XXXXXXXXXXX
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EXHIBIT C / PRILOHA C ,
EQUIPMENT PROVIDED TO SITE / VYBAVENI POSKYTNUTE RESITELSKEMU CENTRU

No equipment will be provided for the purpose of the Study. / Pro ucely Studie nebude poskytnuto zadné
vybaveni.
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(1) Physical
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EXHIBIT D / PRILOHA D
TECHNICAL AND ORGANISATIONAL SECURITY MEASURES / TECHNICKA A
ORGANIZACNE BEZPECNOSTNI OPATRENI

Adherence to standards and
practices.

Data Processor shall perform and complete
the services in accordance with professional
and industry standards, skills, care and
diligence.

Data Processor shall respect existing
applicable recommendations by supervisory
authorities, for the design, maintenance and
operation of the services and underlying

solutions.

. General Security measures.

All information systems containing personal
data shall comply with the following security
measures:

) Information security. Adoption of
appropriate internal controls to protect the
confidentiality, integrity, and availability of
all information, including personal data; and
to protect such information against accidental,
unauthorized, or unlawful access, copying,
use, processing, disclosure, alteration,
transfer, loss or destruction of information,
including personal data.

. Physical security measures.

security and access control.
Maintenance of non-public areas of the
parties' premises, and all systems containing
the parties’ information assets (including

industry 1.

DodrZzovani
postupi.
Zpracovatel udaja provadi a dokoncuje sluzby
v souladu s profesionalnimi a primyslovymi
standardy, dovednostmi, péci a peclivosti.

standardi a primyslovych

Zpracovatel udaja respektuje stavajici platna
doporuceni dozorovych tradi ohledné navrhu,
udrzby a provozu sluzeb a podkladovych
feSeni.

2. Obecna bezpecnostni opatieni.

Vsechny informacni systémy obsahujici osobni
udaje musi spliiovat nasledujici bezpecnostni
opatfeni:

(1) Zabezpeceni informaci. Ptijeti pfislusnych
internich kontrol k ochran¢ divérnosti, integrity
a dostupnosti vSech informaci, v¢etné osobnich
udaju; a chranit tyto informace, vcetné osobni
udaje, pfed nahodnym, neopravnénym nebo
nezakonnym pristupem, kopirovanim,
pouzivanim, zpracovanim, zvetejnénim,
zmeénou, prenosem, ztratou nebo zniCenim
informaci.

3. Opatieni pro fyzickou bezpecnost.

(1)

Fyzické zabezpeceni a kontrola pfistupu.
Udrzba nevefejnych prostor v prostorach
smluvnich stran a vSech systému obsahujicich
informacni aktiva smluvnich stran (véetné

information assets, including personal data) in informacnich aktiv a osobnich 1udajii) ve

a physically secure environment, that fyzicky  zabezpeCeném  prostiedi, které

provides controlled access at all times by poskytuje kontrolovany pfistup za vSech

physical or electronic means. okolnosti  fyzickymi nebo elektronickymi
prostiedky.

(2) Physical security for media. Maintenance of (2) Fyzické zabezpeceni pro média. UdrZovani
appropriate security measures and procedures prislusnych bezpec¢nostnich opatfeni a postupt
to protect and prevent the unauthorized k ochrané a zabranéni neopravnénému
viewing, copying, alteration or removal of prohlizeni, kopirovani, pozménovani nebo
any media containing information assets, odstraniovani jakychkoli médii obsahujicich
including personal data. informacni zdroje, v¢etn€ osobnich tidaju.

Revised July 2018 Page 31 of 33



% PRAHEALTHSCIENCES

Confidential

Czech Republic / Provider & Investigator Clinical Trial Agreement

4. Technical security measures.

M

a.

2

Logical access controls
Access rights policies.
policies and procedures, regarding the
granting of access rights to information
assets, including personal data, and designed
to ensure that only the personnel expressly
authorized may create, modify or cancel
access rights.

Masarykdv onkologicky Ustav /
BO40729

4. Technicko bezpecnostni opatieni.
1) Logickeé tizeni pristupu
Implementation of a. Zasady pfistupovych prav. Implementace zasad a

postupt tykajicich se udélovani pfistupovych
prav k informacnim aktiviim, vCetné osobnich
udajii, a navrzenych tak, aby =zajistily, Ze
pristupovd prava mohou vytvafet, upravovat
nebo ruSit pouze pracovnici s vyslovnym
opravnénim.

Authorization procedures for persons entitled b. Autoriza¢ni postupy pro osoby opravnéné k

to access. Implementation of appropriate
security measures and procedures to establish
and configure authorization profiles in order
to ensure that personnel will only have access
to the information assets, including personal
data, and resources they need to know to
perform their duties, and that they are only
able to access the information assets,
including personal data, within the scope and
to the extent covered by their respective
access permission. This includes but is not
limited to the use of unique identifiers defined
per user and the prohibition of shared
accounts between users.

Authentication credentials and procedures.
Implementation of appropriate security
measures and procedures for authentication of
authorized personnel.

Data management controls
Data processing control.
appropriate security measures and procedures
to ensure that information assets, including
personal data, may only be processed in
accordance with this Agreement.

Data security. Implementation of appropriate
security measures and procedures to ensure
that information assets, including personal
data, are protected by technical or other
means.

5. Organizational Security Measures.

(M

Organizational responsibility.  Appropriate
assignment of responsibility for information
security to ensure security measures are
coordinated, adopted, and monitored.

piistupu. Implementace vhodnych
bezpec¢nostnich opatieni a postupt k vytvoreni
a konfiguraci autorizacnich profili, aby bylo
zajisténo, Zze zaméstnanci budou mit pfistup
pouze k informacnim prostiedkiim, vcetné
osobnich udaji, a ke zdrojiim, které potiebuji
znat pro plnéni svych povinnosti, a ze jsou
schopni pouze pfistupovat k informacnim
aktiviim, véetné osobnich udajii, v rozsahu, na
ktery se vztahuje jejich pfislusné opravnéni k
pfistupu. To zahrnuje, ale neni omezeno na
pouziti jedine¢nych identifikatori
definovanych pro kazdého uzivatele a zakaz
sdilenych u¢tt mezi uzivateli.

c. Ovéfovaci povefeni a postupy. Implementace

prislusnych bezpecnostnich opatfeni a postupt
pro autentizaci autorizované¢ho personalu.

(2) Kontrola fizeni dat
Implementation of A. Kontrola

zpracovani dat. Implementace
vhodnych bezpec¢nostnich opatieni a postupti k
zajisténi toho, ze informacni aktiva, vcetné
osobnich dajii, mohou byt zpracovana pouze v
souladu s touto Smlouvou.

Bezpecnost dat. Implementace vhodnych
bezpecnostnich opatfeni a postupt k zajisténi
ochrany informacnich aktiv, vcetné¢ osobnich
udaji, technickymi nebo jinymi prostiedky.

5. Organiza¢né bezpecnostni opati‘eni.
(1) Organiza¢ni odpovédnost. Prislusné prirazeni

odpovédnosti za bezpeCnost informaci k
zajisténi koordinace, pfijeti a monitorovani
bezpecnostnich opatieni.
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(2) Obligations of employees. Implementation of (2)

3)

appropriate security measures and procedures

to verify that any employee, agent or
contractor accessing information assets,
including personal data, know their

obligations and the consequences of any
security breach.

Training. Data Processor must ensure that
users working with personal data have
adequate awareness by providing them with
general, or as applicable, role-based privacy
and security training and awareness upon
onboarding and at regular intervals thereafter.
To the extent applicable, training must also
cover confidentiality, non-disclosure and data
use requirements agreed to by Data Processor
and Data Controller.

3)

Masarykdv onkologicky Ustav /|
BO40729

Povinnosti  zaméstnancd.  Implementace
vhodnych bezpec¢nostnich opatieni a postupt k
ovefeni, ze kazdy zameéstnanec, zmocnénec
nebo dodavatel pristupujici k informacnim
aktivim, vcetné osobnich udaji, zna své
povinnosti a disledky jakéhokoli poruseni
zabezpeceni.
Skoleni. Zpracovatel idajti musi zajistit, aby
uzivatelé pracujici s osobnimi Udaji méli
pfiméfené¢ védomi tim, ze jim budou
poskytnuta obecna Skoleni ¢i pfipadné Skoleni
odpovidajici jejich zatfazeni, provadéna pii
nastupu a poté v pravidelnych intervalech. V
pouzitelném rozsahu musi Skoleni pokryvat
také pozadavky na divérnost, nezvefejiiovani a
pouzivani dat dohodnuté zpracovatelem tidajt a
spravcem udaju.
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