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CLINICAL TRIAL AGREEMENT

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

Fakultni nemocnice Brno, located at Jihlavska
340/20, Post Code (PSC): 625 00, Brno -
Bohunice, Czech Republic, Company ID number
(IC): 65269705, TAX ID number: CZ65269705,
represented by MUDr. Ivo Rovny, MBA, Director
( (the “Institution”),

ICON Clinical Research Czech Republic s.r.o.,
located at V parku 2335/20, Chodov, Praha 4, PSC
148 00, Czech Republic, IC (company ID number):
27636852, the limited liability company duly
registered in the Commercial Register of the Czech
Republic maintained by the Municipal Court in
Prague, Section C, Entry 120574, represented by
XXXXXXX., authorized representative based on
power of attorney (“PRA”), an affiliate of
Pharmaceutical Research Associates Group B.V.,
located at Van Swietenlaan 6, 9728NZ, Groningen,
The Netherlands (“PRA NL”), acting as an
independent  contractor for Day  One
Biopharmaceuticals, Inc. located at 2000 Sierra
Point Parkway, Suite 501, Brisbane, CA. 94005,
U.S.A (the “Sponsor”). PRA has agreed to accept
certain obligations and duties of PRA NL in respect
of the conduct of the clinical trial in Czech
Republic; and

XXxxxxx, an employee of the Institution, acting
within the scope of his employment, located at
Fakultni nemocnice Brno, located at Jihlavska
340/20, Post Code (PSC): 625 00, Brno -
Bohunice, Czech Republic who shall serve as the
principal investigator (“Investigator”) for the
Study as defined below. The Institution and the
Investigator may be collectively referred to as the
“Site”.

Fakultni nemocnice Brno, XXXXxXxxx
DAY101-002

SMLOUVA O PROVEDENI]

KLINICKEHO HODNOCENI
Tato SMLOUVA (0] PROVEDENI
KLINICKEHO HODNOCENI (dile jen
»Smlouva“) nabyva ucinnosti dne dnem zvefejnéni
dle zakona ¢. 340/2015 Sb., o registru smluv (dale
jen ,,.Datum ucinnosti*‘), mezi

Fakultni nemocnici Brno se sidlem Jihlavska
340/20, PSC: 625 00, Brno - Bohunice, Ceské
republika, IC: 65269705, DIC: CZ65269705,
jednajici MUDr. Ivo Rovny, MBA., feditel (dale
jen ,,Zdravotnické zafizeni®),

spolecnosti ICON Clinical Research Czech
Republic s.r.o., se sidlem V parku 2335/20,
Chodov, Praha 4, PSC 148 00, Ceska republika, IC:
27636852, spolecnosti s rucenym omezenym fadné
zapsanou v Obchodnim rejstiiku Ceské republiky
vedeném Méstskym soudem v Praze, oddil C,
vlozka 120574, zastoupend — XXXXXXXXXX,
povéfenym zastupcem na zakladé plné moci (dale
jen ,,PRA*), pobockou spole¢nosti Pharmaceutical
Research Associates Group B.V., se sidlem Van
Swietenlaan 6, 9728NZ, Groningen, Holandsko
(,,PRA NL*), jednajici jako nezavisly dodavatel
spolecnosti Day One Biopharmaceuticals, Inc. se
sidlem 2000 Sierra Point Parkway, Suite 501,
Brisbane, CA. 94005, U.S.A (dale jen
»Zadavatel). Spole¢nost PRA se zavazuje prevzit
urcité zavazky a povinnosti spole¢nosti PRA NL
tykajici se provadéni klinického hodnoceni v Ceské
republice; a

XXXXxxx zaméstnancem Zdravotnického zafizeni,

jednajiciho v rozsahu jeho zaméstnani, se sidlem
Fakultni nemocnici Brno se sidlem Jihlavska
340/20, PSC: 625 00, Brno - Bohunice, Ceska
republika, ktery bude vystupovat jako hlavni
zkousSejici (dale jen ,,ZkouSejici) odpovidajici za
Studii, jak je definovano nize. Zdravotnické
zafizeni a ZkouSejici mohou byt dale spole¢né
oznacovani jen jako ,Resitelské centrum*.

Revised July 2018/Revize Cervenec 2018

Page/Strana 1 of/z 73



Confidential

J

'RAHEALTHSCIENCE

4]

Czech Republic/ Institution & Investigator Clinical Trial Agreement/

1. STATEMENT OF WORK.

a)

The Site will conduct the clinical research
study entitled LOGGIC/FIREFLY-2: A
Phase 3, Randomized, International
Multicenter Trial of DAY 101
Monotherapy Versus Standard of Care
Chemotherapy in Patients with Pediatric
Low-Grade Glioma Harboring an
Activating RAF Alteration Requiring

First-Line ~ Systemic = Therapy  (the
“Study”), bearing protocol number

DAY101-002, as may be amended from
time to time (the “Protocol”), the
provisions of which are incorporated
herein by reference. The Investigator shall
perform the Study in conformance with: (i)
generally accepted standards of Good
Clinical Practice,(as defined below) (ii) an
ethical manner and in a manner that
appropriately protects the safety, security,
and well-being of the Study subjects and
any data arising from the Study (iii) the
Protocol, (iv) the FDA Form 1572, (v) this
Agreement and (v) all applicable laws,
rules and regulations including, but not
limited to, those governing the conduct of
the Study. For the purposes of this
Agreement, GCP shall mean GCP (Good
Clinical Practice) the standard for the
design, conduct, performance, monitoring,
auditing, recording, analysis and reporting
of clinical trials that provides assurance
that the data and reported results are
credible and accurate, and that the rights,
integrity and confidentiality of subjects are
protected (ICH E6 1.24), including in the
U.S., the standards are set forth in CFR and
in Europe, the standards are set forth in
ICH E6 Guidelines for Good Clinical
Practice. The Institution shall not reassign
the conduct of the Study to another
investigator without PRA’s express
written consent. If the Investigator is
unable to perform the duties required by
this Agreement, the Institution shall
promptly notify PRA in writing. If a

1.

Fakultni nemocnice Brno, XXxXxxxxx
DAY101-002

POPIS PROJEKTU.

(a) Zkousejici provede klinickou vyzkumnou

studii pod nazvem LOGGIC/FIREFLY-2:
Randomizované, mezinarodni,
multicentrické klinické hodnoceni faze 3
monoterapie piipravkem DAY 101 versus
standardni chemoterapie u pacientl s
pediatrickym gliomem nizkého stupné
malignity s aktivaéni zménou RAF, ktery
vyzaduje systémovou l1écbu prvni linie

(dale jen ,,Studie”), s Cislem protokolu
DAY 101-002, ve znéni pfipadnych zmén
(dale jen ,,Protokol”), jehoz ustanoveni
jsou nedilnou soucasti této Smlouvy.
Zkousejici bude provadét Studii v souladu
s: 1) vSeobecné akceptovanymi standardy
spravné klinické praxe (GCP), ii) etickym
jednanim a zplisobem zahrnujicim mimo
jiné dodrzovani vSeobecné platnych
profesionalnich standardi, které pfimérené
chrani bezpecnost, jistotu a pohodu
subjekt Studie a tudaji ziskanych ze
Studie, 1iii) Protokolem, iv) FDA
formulafem 1572 a v) vSemi pfisluSnymi
zakony, predpisy a smémicemi vcetné
mimo jiné predpisti upravujicich provadéni
Studie.  Zdravotnické =zafizeni neni
opravnéné povetit vykonem Studie jiného
Zkousejiciho bez vyslovného pisemného
souhlasu PRA. Nemize-li ZkousSejici
vykondvat povinnosti vyplyvajici ze
Smlouvy, Zdravotnické zafizeni je o tom
povinno PRA  neprodlen¢ pisemné
vyrozumét. Nelze-li nalézt nahradu
pfijatelnou pro ob¢ strany, mtze né€ktera
strana od této Smlouvy odstoupit
zpiisobem v této Smlouvé stanovenym.
Pro ucely této smlouvy znamena SKP
(Spravna klinicka praxe) standard pro
navrh, provadéni, vykon, monitorovani,
audit, zaznam, analyzy a hlaSeni
klinickych hodnoceni, ktery poskytuje
ujisténi, ze daje a uvadéné vysledky jsou
diveéryhodné a pfesné a Ze jsou chranéna
prava, integrita a diivérnost subjektt (ICH
E6 1.24), véetn¢ USA, pficemz standardy
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b)

mutually acceptable replacement is not
available, this Agreement may be
terminated as provided herein. In the event
of a conflict between the Protocol and the
terms of this Agreement, the Protocol shall
prevail with respect to the medical
treatment of the Study Subjects (as defined
below) and this Agreement shall prevail
with respect to all other matters.

A deviation necessary to prevent imminent
danger to a Study Subject shall not be
considered a failure to adhere to the
Protocol or the terms of this Agreement
provided that Sponsor and/or PRA are
immediately notified detailing the
deviation and in no event less than two (2)
days. Furthermore, any adverse event or
serious adverse event shall be immediately
reported to the Sponsor in compliance with
applicable laws and the procedures and
timelines outlined in the Protocol.

The Investigator shall review and sign the
Protocol prior to performing the Study
under this Agreement. Investigator or
delegated Study Team Participant shall
promptly respond to any request for the
Study related regulatory documents to
enable Sponsor to perform its regulatory
obligations. Such Study related regulatory
documents include without limitation
Protocol  signature page, financial
disclosure forms, written approval of the
IRB and current curriculum vitae of the

(b)

c)

Fakultni nemocnice Brno, XXxXxxxxx
DAY101-002

jsou stanoveny v CFR av Evropé jsou
standardy stanoveny v pokynech ICH E6
pro spravnou klinickou praxi.
Zdravotnické zafizeni nesmi postoupit
provadéni studie jinému Zkousejicimu bez

vyslovného pisemného souhlasu
spole¢nosti  PRA. Pokud ZkouSejici
nebude  schopen  plnit  povinnosti

vyzadované touto smlouvou, oznami to
neprodlené pisemné spole¢nosti PRA a
zadavateli. Pokud neni k dispozici
vzajemné piijatelna ndhrada, mize byt tato
smlouva ukoncena, jak je zde uvedeno. V
pfipadé  rozporu mezi protokolem
a podminkami této smlouvy bude mit
pfednost protokol s ohledem na lécbu
subjektl studie (jak je definovano nize)
a tato smlouva bude mit piednost ve v§ech
ostatnich zalezitostech.

Odchylka  nezbytna k  zabranéni
bezprostfednimu  ohrozeni  studijniho
subjektu  nebude  povazovana  za

nedodrZeni protokolu nebo podminek této
smlouvy za ptedpokladu, Ze zadavatel
a/nebo spolecnost PRA obdrzi okamZzité,
a v Zadném piipadé ne pozdé&ji nez do dvou
(2) dnt, pisemné oznameni s podrobnymi
udaji o této odchylce. Kromé toho bude
kazda nezadouci ptihoda nebo zavazna
nezadouci piihoda okamzité hlasena
zadavateli v souladu s platnymi zakony
a postupy acasovym harmonogramem
uvedenym v protokolu.

Zkousejici pfed provadénim studie podle
této smlouvy piezkouma a podepise
protokol. Zkousejici nebo povéieny clen
studijntho  tymu neprodlené¢ odpovi
na jakoukoli zéadost o regulacni
dokumenty souvisejici se studii, aby
zadavatel mohl splnit své regulacni
povinnosti. Mezi tyto regula¢ni dokumenty
souvisejici se studii patii mimo jiné
podpisova strana protokolu, formulate pro
zvetejnéni financnich informaci, pisemné
schvaleni IRB aaktualni Zivotopisy
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d)

(e)

Investigator and Study Team Participant.

In the event the Institution uses the
services or facilities of any third party
(each, a “Facility”) for the conduct of the
Study, Institution represents and warrants
that it has executed a separate written
agreement with Facility to govern these
services with terms no less stringent than
those contained herein. Institution shall be
responsible for i) payments owed to
Facility, ii) oversight of Facility relating to
the conduct of the Study, and iii) ensuring
compliance of Facility with all the
Protocol and all applicable terms of this
Agreement. Institution shall obtain PRA
and/or Sponsor’s prior written consent for
the use of such Facility. Unless otherwise
agreed to in writing by the parties, the
Study shall only be conducted at the
locations indicated on the FDA Form
1572.

The Institution shall provide appropriate
resources and facilities so the Investigator
can conduct the Study in a timely and
professional manner and according to
standard industry practices and 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”)
(i) comply with the terms of this
Agreement, (ii) have the necessary
licenses and certifications, and are
qualified by education, training and
experience to perform their Study
responsibilities, (iii) perform their Study
responsibilities and fulfill their obligations
under this Agreement, (iv) receive the
necessary information and training in
GCP, regulatory requirements, and proper
performance of the Protocol, (v) any Sub-

d)

(e)

Fakultni nemocnice Brno, XXxXxxxxx
DAY101-002

Zkousejiciho a ¢lena studijniho tymu.

V piipadé, Zze Zdravotnické zatizeni
vyuziva sluzby nebo zafizeni jakékoli tieti
strany (kazd¢ dale jen ,zafizeni®)
k provadéni studie, Zdravotnické zafizeni
prohlaSuje a zaruCuje, Zze se zafizenim
uzavielo samostatnou pisemnou smlouvu,
kterd upravuje tyto sluzby, s podminkami,
které nejsou méné pfisné, nez jsou
podminky uvedené vtéto smlouve.
Zdravotnické zatizeni bude odpovédné za
1) platby dluzné tomuto zafizeni, ii) dohled
nad timto  centrem Vv souvislosti
s provadénim studie a iii) zajisténi souladu
tohoto zafizeni se vSemi protokoly a vSemi
platnymi podminkami této smlouvy.
Zdravotnické zafizeni ziska predchozi
pisemny souhlas spole¢nosti PRA a/nebo
zadavatele s pouzitim takového zafizeni.
Pokud smluvni strany pisemné neujednaji
jinak, centrum bude provadet studii pouze
na lokalitach uvedenych ve formulaii FDA
1572.

Zdravotnické zafizeni poskytne vhodné
prosttedky  azafizeni ktomu, aby
Zkousejici mohl studii provadét dle
harmonogramu a odbornym zplsobem
a v souladu se standardni praxi v oboru
a podminkami této smlouvy. Centrum
zajisti, aby se provadéni studie ucastnily
pouze osoby nalezit¢  proskolené
a kvalifikované.  Centrum je povinno
zajistit, aby veskery persondl iCastnici se
studie (dale jen ,,tym studie®) (i) dodrzoval
podminky této smlouvy, (ii) mél nezbytné
licence a certifikace a aby byl kvalifikovan
vzdé€lanim, Skolenim  a zkuSenostmi
k plnéni povinnosti v ramci studie, (iii)
dodrzoval své odpovédnosti v ramci studie
a plnil své povinnosti podle této smlouvy,
(iv) ziskal pottebné informace a Skoleni
v oblasti SKP, regula¢nich pozadavki
atadného provadéni protokolu, (v)
jakykoli spoluzkousejici nebo jina osoba ¢i
subdodavatel pracujici na studii, ktery neni
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investigator or other person or
subcontractor working on the Study who is
not employed by Site will execute a written
agreement with Site obligating him/her to
comply with confidentiality, financial
disclosure, and other relevant terms and
conditions of this Agreement. Site will
notify Sponsor of proposed Sub-
investigators; Sponsor may disapprove any
proposed Sub-investigator within 5 days of
notification. = The  foregoing  Site
responsibilities ~ excludes  personnel
supplied by PRA or Sponsor. For the
purposes of this Agreement, Sub-
investigator shall mean that term is defined
in ICH GCP 1.56, is any individual
designated by Investigator in the event the
Study is conducted by a team (“Sub-
investigator™).. Institution and Investigator
agree to promptly notify PRA in the event
any Study Team Member is 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.

2. PAYMENT

a)

PRA will pay the Institution 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.

Fakultni nemocnice Brno, XXxXxxxxx
DAY101-002

zaméstnan centrem, uzaviel s centrem
pisemnou smlouvu, ktera jej zavaze
dodrzovat dtuvérnost, povinnosti
zvetejnéni financnich informaci a dalsi

pfislusné  podminky této  smlouvy.
Centrum bude informovat zadavatele
o navrhovanych spoluzkousejicich;

zadavatel miZze odmitnout jakéhokoli
navrhovaného spoluzkousejiciho do 5 dnti
od oznameni. VySe uvedené povinnosti
centra nezahrnuji personal poskytnuty
spolecnosti PRA nebo zadavatelem. Pro
ucely této smlouvy bude mit pojem
spoluzkousejici vyznam definovany v ICH
GCP 1.56 ajedna se o jakoukoli osobu
uréenou Zkousejicim v pripad¢€, ze studii
provadi tym (dale jen ,,spoluzkousejici®).
Zdravotnické zafizeni a ZkouSejici se
zavazuji bezodkladné vyrozumeét
spole¢nost PRA v piipadé, Ze kterykoli
z ¢lent studijniho tymu bude nahlaSen
jakémukoli licen¢nimu organu, nezavislé
etické komisi nebo institucionalni revizni
komisi, pfipadné¢ bude t€mito vySetfovan,
a dale se zavazuje bezodkladné pierusit
vyuzivani sluzeb kteréhokoli takového
Clena personalu v souvislosti se studii,
pokud spolecnost PRA neudéli vyslovny
pisemny souhlas sdal§im vyuZzivanim
sluzeb takového €lena personalu, pii¢emz
udéleni  takového souhlasu nebude
bezdiivodné odkladat, podminovat ani
odmitat. Pokud smluvni strany pisemné
neujednaji jinak, centrum bude provadét
studii pouze v zafizenich uvedenych v této
smlouve.

2. UHRADA.

(a) PRA zaplati Zdravotnickému zafizeni
thradu v souladu s  platebnimi
podminkami, které jsou k tomuto

dokumentu pfipojeny jako pfiloha A (dale
jen ,,Platebni podminky*), a s rozpoctem,
ktery je k tomuto dokumentu pfipojen jako
priloha B (dale jen ,,Rozpocet®), a to na
zakladé doruceni faktur a dalSich
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Fakultni nemocnice Brno, XXxXxxxxx
DAY101-002
pfislusnych ~ dokladd  vsouladu s
Rozpoctem.
b) PRA will conclude agreements with the (b) PRA uzavie se Zkousejicim (a ptipadné se

d)

Investigator (and possibly Study team
members) and with Radiologist for
activities related to the Study beyond the
scope of activities for which the Institution
is responsible under this agreement. The
agreement stipulates, among other things,
the remuneration of the Investigator (or
Study Team Members) and Radiologist for
the performance of these activities. PRA
acknowledges that the amount of
remuneration must be in accordance with
the internal regulations of the Institution,
for which Investigator and Radiologist is
responsible. PRA declares that with
exception of the agreement according to
the previous text, PRA will not enter into
any other contract regarding the Study
with any employee of Institution,

The Institution 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 Site or
its personnel.

(c)

(d)

Cleny studijniho tymu) a s radiologem
smlouvy na ¢innosti ve véci Studie nad
ramec Cinnosti, za které odpovida
Zdravotnické  zafizeni podle této
smlouvy. Smlouvy mj. stanovi odménu
Zkousejiciho (popt. ¢lentt studijniho
tymu) a radiologa za provedeni téchto
¢innosti. PRA bere na védomi, ze vySe
odmény musi byt po celou dobu trvani
Studie v souladu s vnitfnimi predpisy
Zdravotnického zatizeni, za coZ odpovida
Zkousejici a radiolog. PRA prohlasuje, Ze
s vyjimkou smlouvy dle piedchoziho
textu neuzavie ve véci této Studie zadnou
dalsi smlouvu s zadnym zaméstnancem
Zdravotnického zatizeni.

Zdravotnické zatizeni, jakozto piijemce
platby (dale jen ,Pfijemce platby*)
poskytne pisemné spoleCnosti PRA
kompletni platebni pokyny a bankovni
spojeni, a to na formulafi platebnich udaja
(dale jen ,,PIC*) pfedtim, nez bude mozno
uskute¢nit jakoukoliv platbu. Pfijemce
platby je povinen pisemné¢ informovat
PRA o jakychkoliv zménach nebo
pozadovanych aktualizacich v platebnich
pokynech a/mebo bankovnim spojeni.
Smluvni strany sjednavaji, ze zmény nebo
aktualizace bankovniho spojeni Ptijemce
platby obsazené v PIC mohou byt
provadény pisemnym oznamenim a samy
o sob¢ nevyzaduji uzavieni dodatku k této
Smlouve.

Resitelské  centrum  je  nezavislym
dodavatelem a PRA ani Zadavatel nejsou
odpovédni za vyplaceni jakychkoli poZitkt
zaméstnanctl, duchodu, nahrad
pracovnikim, srazek nebo dani hrazenych
za zaméstnance bud Zdravotnickému
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e)

g

The Investigator and any Sub-investigators
will complete and sign a financial
disclosure form  when reasonably
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 Institution
and Investigator acknowledge and agree
that any payments made under this
Agreement will be disclosed to the local
governmental or regulatory authorities (or
their designees) by Sponsor or PRA as
required under the EFPIA (European
Federation of Pharmaceutical Industries
and Associations) Disclosure Code or
equivalent local legislation.

The Institution hereby agrees that no third
party will be charged for any aspect of
treatment or subject care for which the
Payee has invoiced or been paid under this
Agreement. The Institution hereby agrees
that neither participants in the Study nor
any third party will be charged for
DAY101 (the “Study Drug”) or any
comparator drugs provided for this Study,
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

(e)

®

(2

Fakultni nemocnice Brno, XXxXxxxxx
DAY101-002

zafizeni, nebo jeho personalu.

ZkouSejici a pfipadni spoluzkousejici na
pfiméfenou zadost PRA nebo Zadavatele
vyplni a podepisi formular financnich
udaji. Tyto formulafe musi byt v ptipadé
potfeby neprodlené¢ aktualizovany, aby po
dobu Studie a jednoho roku po jejim
skonCeni zGstaly spravné a uplné.
Zdravotnické zafizeni a Zkousejici berou
na védomi a souhlasi stim, Ze veSkeré
platby provedené vramci této Smlouvy
budou Zadavatelem nebo PRA sdéleny
mistnim regula¢nim Gfadim, jak je
pozadovano podle EFPIA (Evropska
federace farmaceutického primyslu a
asociaci) kodexem zvefejilovani nebo
ekvivalentnim mistnim piedpisem.

Zdravotnické zatizeni timto souhlasi s tim,
7ze 7adnému subjektu ani tieti strané
nebude v zadném ohledu uctovana 1écba
ani zdravotni péce, kterou Pfijemce platby
fakturoval nebo ktera byla uhrazena
vramci této Smlouvy. Zdravotnické
zafizeni timto souhlasi stim, Ze
ucastnikim Studie ani zadné tieti strané
nebude uctovan DAY101 (dale jen
,Hodnoceny 1ék*) mnebo jiny 1ék
poskytnuty pro tuto Studii a Ze takovéto
naklady nebudou zahrnuty do Zzadného
vykazu nakladi pro platce-tieti strany.

Pokud v této Smlouvé neni dohodnuto
jinak, platby budou provadény jen za
vyhodnotitelné subjekty a jen za zpusobilé
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 udélil sviyj
informovany souhlas. Subjekt, kterého 1ze
vyhodnotit, je ten subjekt, u né&jz byly
uspokojivé vyplnény vSechny formulare
pro zaznamy Subjektd hodnoceni (déle jen
,»CRF“) vsouladu s Protokolem, ktery
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in the Protocol, and undergone the absolvoval pfislusné studijni ukony

h)

evaluations required by the Protocol.

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

The estimated total remuneration for
performance of the services under this
Agreement, for the maximum of Study
subjects that shall complete all visits in
accordance with the Protocol, shall be
CZK 7,689,000.

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

and/or PRA have the right, upon
reasonable advance notice, and during
regular business hours, to: (i) audit and
examine the Site’s facilities or any facility
where the Study is being conducted as
required for performance of the Study; and
(i) 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.

(h)

(1)

(a)

stanovené Protokolem a ktery absolvoval
vySetfeni poZzadovana Protokolem.

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

Predpokladana celkova vy$e odmény za
provedeni sluzeb v ramci této Smlouvy za
maximalni pocet pacientt, kteti absolvuji
vSechny navstévy dle protokolu, bude
¢init 7 689 000 K&.

3. ZAZNAMY, VYKAZY. PRISTUP.

Zmocnéni zastupci Zadavatele, ptipadné
PRA, jsou opravnéni na zaklad¢é
pfiméteného  predchoziho  oznameni
v pfimétené 1hut¢ a behem obvyklé
pracovni doby: 1) provadét audit a proveéfit
vybaveni Resitelského centra potiebné k
provedeni Studie a ii) zkontrolovat a
vytvofit si  kopie vesSkerych tdaju,
zdaznaml a vysledkl prace souvisejicich
s provadénim Studie, a jestlize to je
pottebné, pofizovat si kopie takovych
udaji, zaznami a vysledkt prace, za
predpokladu, ze takové kopie neobsahuji
nepovolené individualné identifikovatelné
informace o  Subjektu  hodnoceni.
Resitelské centrum je povinno vést uplné a
spravné zaznamy tykajici se Studie a
zdaznamy vzniklé ze Studie je povinno
archivovat v souladu s ICH GCP po dobu,
jakou stanovi pfislusné zakony a pravni
predpisy.
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b) The Investigator will deliver Completed (b) Zkousejici doda vyplnéné CRF spolecnosti

CRFs to PRA within five (5) days of
Investigator’s review or in accordance
with PRA’s reasonable written
instructions, as the case may be. A
"Completed Case  Report Form"
(“Completed CRF”) shall mean a CRF
(including electronic) (i) that has been
completed by the Investigator in
accordance with all Regulatory Authorities
and Study requirements, (ii) for a patient
who properly qualified, participated in and
completed the Study in accordance with all
Study requirements, and (iii) which PRA
and Sponsor determines can be used in all
analyses of the Study results. Any requests
by or on behalf of PRA or Sponsor for
verification, clarification or correction of
data on CRFs must be responded to within
five (5) business days of Institution’s
receipt of such request. Institution will
complete all CRFs and resolve all data
discrepancies therein within one (1) month
of the Study completion date. The
Investigator shall be available at
reasonable times during normal business
hours to meet with Study monitors and
answer questions regarding the conduct of
the Study. If PRA must use or access the
Site’s computer systems, it will do so in
accordance with the Site’s instructions and
will only use acquired information for the
purpose of the Study and in accordance
with applicable laws. Institution and
Investigator will comply with Investigator
obligations under ICH GCP 4.1.4. and
4.9.7. to ensure Study monitors are granted
direct access to Study Subject original
medical records for verification purposes,
including periodic access to allow
comparison of certified copies of medical
records against the original records to
verify their authenticity. If used at the Site,
Site shall provide Study monitors access to
its electronic medical records system. Site
shall ensure that only Study Subject

PRA dopéti (5) dnid odkontroly
ZkouSejicim nebo pfipadné v souladu
s piiméfenymi pisemnymi pokyny
spole¢nosti PRA. ,,Vyplnény zaznam
subjektu hodnoceni® (dale jen ,,vyplnény
formuladi CRF*) znamena formulat CRF
(vCetn¢ elektronického) (i) vyplnény
Zkousejicim v souladu se vSemi
pozadavky regulacnich Uradi a pozadavky
studie, (ii) pro pacienta, ktery se fadné
kvalifikoval, t0castnil a dokoncil studii
v souladu se v§emi poZzadavky studie a (iii)
ktery spolecnost PRA azadavatel urci
s tim, Ze muze byt pouzit pro vSechny
analyzy vysledkl studie. Veskeré Zzadosti
spolecnosti PRA nebo jejim jménem nebo
zadavatele o ovéfeni, objasnéni nebo
opravu udaju ve formularich CRF musi byt
zodpovézeny do péti (5) pracovnich dnt
od ptijeti takové zadosti zdravotnickym
zafizenim. Zdravotnické zafizeni vyplni
vS8echny formulafe CRF a vyfesi vSechny
nesrovnalosti v udajich do jednoho (1)

mésice  oddata  dokonCeni  studie.
ZkouSejici musi byt v pfiméfenych
hodinach  vbézné  pracovni  dobé

k dispozici ke schlizkdm s monitory studie
a odpovidat na jejich otazky tykajici se
provadéni studie. Pokud musi spole¢nost
PRA pouZivat pocitatové systémy centra
nebo do nich vstupovat, bude tak Cinit
v souladu s pisemnymi pokyny centra
a ziskané informace pouzije pouze pro
ucely studie avsouladu s platnymi
zakony. Zdravotnické zafizeni zajisti
v souladu s povinnostmi Zkousejiciho
podle ICH SKP 4.14 a49.7, ze
monitorim studie bude umoznén piimy
pristup k ptivodnim zaznamim studijnich
subjektli za ucelem jejich ovéfeni, véetné
pravidelného piistupu ke srovnani
ovéfenych kopii zdravotnich zaznamu
s originalnimi zaznamy k ovéfeni jejich
pravosti. Pouziva-li centrum elektronicky
systém zdravotnich zdznami, je centrum
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medical records shall be disclosed to Study
monitor and shall ensure that no access to
non-Study Subject records is possible.
Where this is not possible, Institution and
Investigator shall ensure certified paper
copies are made available for inspection.
The Site shall ensure sufficient access is
granted to the monitor to enable source
data verification of the Study Subjects.

The Site will promptly notify Sponsor and
PRA if any regulatory authority notifies
the Institution or Investigator of a pending
inspection relating to the Study, and will
promptly forward to Sponsor and PRA
copies of any written communication
received as a result of such inspection
which are related to the Study. PRA or
Sponsor shall have the right to be present
at any audit or inspection by a regulatory
authority that relates to a Study and
Institution shall notify PRA or Sponsor of
any such audit or inspection in advance
when such notice is possible. Where
Institution is required or intends to respond
to any such communication, Institution
shall, if circumstances permit, provide
PRA or Sponsor with a copy of such
communication and Institution’s proposed
response sufficiently in advance of the date
that such response is to be submitted, in
order to permit PRA or Sponsor to review
and comment upon such response.
Institution shall take PRA or Sponsor’
comments under good faith consideration.
However, PRA or Sponsor acknowledges
that PRA or Sponsor may not direct the
manner in which Institution fulfills its
obligations to permit inspection by
governmental entities. It shall not be a
breach of this Agreement for Institution to
comply with the demands and requests of
any governmental entity in accordance

(©)

Fakultni nemocnice Brno, XXxXxxxxx
DAY101-002

povinno poskytnout monitordm studie
pristup do tohoto systému. Centrum zajisti,
aby monitor studie ziskal pfistup vylu¢né
ke zdravotnim  zaznamim  studijnich
subjekti  azabrani  jeho  pfistupu
k zdznamim nesouvisejicim se subjekty
studie. Neni-li to mozné, zdravotnické
zafizeni a Zkousejici ke kontrole opatii
ovétené tisténé kopie. Centrum zajisti, Ze
rozsah pfistupu monitora je dostatecny
k ovéfeni zdrojovych udaji studijnich
subjekta.

Resitelské centrum bude bezodkladng
informovat Zadavatele a PRA, jestlize
bude néjaky regula¢ni ufad informovat
Zdravotnické zatizeni nebo Zkousejiciho o
chystané kontrole nebo auditu tykajiciho se
Studie, a bezodkladné postoupi Zadavateli
a PRA kopie veskerych pisemnych
materialt, které obdrzi v souvislosti s touto
kontrolou a které souviseji se Studii.
Resitelské centrum dale preda Zadavateli a
PRA kopie veskerych dokumentt, které
poskytlo kontroloriim a které se vztahuji ke
Studii. Spole¢nost PRA nebo zadavatel
budou mit pravo byt pfitomni pfi
jakémkoli auditu nebo kontrole ze strany
regulacniho organu, ktera se tyka studie,
a Zdravotnické zafizeni bude spole¢nost
PRA nebo zadavatele predem informovat
o jakémkoli takovém auditu nebo kontrole,
jakmile bude takové oznameni mozné.
Pokud Zdravotnické =zafizeni pozaduje
nebo ma vumyslu natakové sdé€leni
reagovat, Zdravotnické zafizeni poskytne,
pokud to okolnosti umozni, spolecnosti
PRA nebo zadavateli kopii takového
sdéleni a navrhovanou odpoveéd’
Zdravotnického zatizeni dostate¢né pied
datem, kdy ma byt tato odpoveéd
piedloZena, aby spole¢nost PRA nebo
zadavatel mohli takovou odpovéd
zkontrolovat a pripominkovat.
Zdravotnické zatizeni vezme v dobré viie
v tvahu pfipominky spole¢nosti PRA nebo
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with Institution’s reasonable judgment.
The Site shall also provide to Sponsor and
PRA copies of any documents provided to
any inspector that relate to the Study.

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 (“Confidential Information”) belong
solely and exclusively 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.
The obligations in this Section 4 shall survive for
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) is or becomes, through no fault of the Site,
part of the public knowledge;

b) the Site can demonstrate was already
lawfully in the Site’s possession on the
date of disclosure to the Site and not
subject to prior confidentiality obligations;

c¢) is acquired by the Site from any third party
without restrictions on disclosure; or

Fakultni nemocnice Brno, XXxXxxxxx

DAY101-002
zadavatele.  Spolecnost PRA  nebo
zadavatel vSak berou navédomi, ze

spole¢nost PRA nebo zadavatel nesmi fidit
zpusob, jakym Zdravotnické zafizeni plni
své povinnosti umoznit kontrolu ze strany
subjektl statni moci. Zdravotnické zafizeni
neporusi tuto smlouvu, aby vyhovélo
pozadavkim  azadostem  jakéhokoli
subjektu statni moci v souladu
s pfiméfenym usudkem Zdravotnického
zatizeni. Centrum také poskytne
zadavateli aspoleCnosti PRA  kopie
veskerych dokumentd, které byly predany
kterémukoli  kontrolorovi v souvislosti
se studii.

4. DUVERNOST INFORMACI.

Protokol, Hodnocené Iéky, ptipadové
formulafe (Case Report Forms — dale jen ,,CRF“) a
veskeré informace, udaje, zpravy nebo dokumenty,
které obdrzi nebo vytvoii Resitelské centrum nebo
Clenové Tymu Studie v souvislosti s praci
vykonavanou v souladu s touto Smlouvou (kromé
lIékatskych  zaznamid subjektl) nebo jinak
souvisejicich se Studii (dale jen ,,Davérné
informace®), jsou vlastnictvim Zadavatele a
Resitelské centrum neni opravnéno je sdélovat
jakékoli tfeti osob& ani pouzivat k jakémukoli
jinému ucelu neZ pfi plnéni Studie bez predchoziho
pisemného souhlasu Zadavatele po dobu sedmi (7)
let po ukonceni Smlouvy. Vyse uvedeny zavazek
davérnosti informaci se nevztahuje na Duvérné
informace v rozsahu, v jakém:

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

(b) mize Resitelské centrum prokazat, Ze k
datu jejich sdéleni Resitelskému centru jiz
byly legalné Resitelskému centru znamy,
aniz by podléhaly ptredchozimu zavazku
divérnosti informaci;

(c) je Resitelské centrum ziskalo od n&jaké
tfeti osoby bez omezeni tykajicich se jejich
sdélovani;
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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.

SPONSOR is subject to the rights and obligations
as “data controller” set forth under the GDPR in
relation to the processing of personal data for the
purpose of conducting the Study in accordance
with the Protocol. In that respect SPONSOR shall
be considered as data controller of all Personal
Data processed for Study purposes.

INSTITUTION is subject to the rights and
obligations as “data processor” set forth under the
GDPR in relation to the processing of personal data
for the purpose of conducting the Study in
accordance with the Protocol. Pursuant to Article
28.3 GDPR SPONSOR and SITE have concluded
a data processing agreement attached in EXHIBIT
D.

SITE is also subject to the rights and obligations as
a separate “data controller” set forth under the
GDPR in relation to the processing of personal data
of its patients for purposes other than conducting
the Study. In particular, SITE remains data
controller of the data contained in its patients’
medical records for the purposes of providing
medical care to its patients and for academic

Fakultni nemocnice Brno, XXxXxxxxx
DAY101-002

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

Povolené vyzrazeni. Povinnosti Zdravotnického
zafizeni ohledné utajeni a nepouziti Davérnych
informaci neplati v rozsahu, v jakém ma Regitelské
centrum zakonnou povinnost Duvérné informace
vyzradit, ovSem s tim, ze pied vyzrazenim
Resitelské  centrum  bezodkladné  informuje
Zadavatele, aby mél Zadavatel prilezitost se tomuto
pozadavku branit nebo pozddat o vydani
pfislusného ochranného opatteni. Tento ¢lanek 4
neomezuje prava a povinnosti Resitelského centra
dle ¢lanku 6 — Zvefejnovani.

5. OCHRANA SOUKROMI

A OSOBNICH UDAJU.

ZADAVATEL podléha pravim a povinnostem
,»Spravce udaji* stanovenym v GDPR v souvislosti
se zpracovanim osobnich udaji pro ucely
provadéni studie v souladu s protokolem. V tomto
ohledu bude zadavatel povaZovan za spravce udaju
vSech osobnich udaji zpracovavanych pro ucely
studie.

ZDRAVOTNICKE ZARIZENI podléha pravim
a povinnostem ,,zpracovatele tdaji“ stanovenym
v GDPR v souvislosti se zpracovanim osobnich
udaji pro tucéely provadéni studie v souladu
s protokolem. V souladu s ¢lankem 28 odst. 3
GDPR uzavieli ZADAVATEL a CENTRUM

smlouvu o zpracovani  Udaji  pfilozenou
v PRILOZE D.

CENTRUM rovnéz podléha pravim
a povinnostem ,,spravce udaju“ stanovenym

v GDPR v souvislosti se zpracovanim osobnich
udaji svych pacientt pro ucely jiné, nez je
provadéni studie. Zejména zlstava CENTRUM
spravcem Udaji  obsaZenych ve zdravotnich
zaznamech jeho pacientli pro ucely poskytovani
1ékarské péce pacientim a pro ucely akademického
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research purposes.

Cooperation

Both Sponsor and Site shall implement appropriate
technical and organizational measures to meet the
requirements of the GDPR.

In order to protect the identity of the Study
Participants  vis-a-vis the SPONSOR, the
SPONSOR and the SITE agree that, as between
them, the data protection officer of the SITE (as
identified in EXHIBIT D) will act as an
intermediary to manage and resolve requests from
a Study Participant, as the case may be, to access,
modify, transfer, block, or delete of her/his
personal data, and that he/she will contact the data
protection officer of the SPONSOR (as identified
in EXHIBIT D) in such case.

SITE acknowledges that in order to maintain the
integrity of Study results, the ability to amend,
modify, or delete Personal Data may be limited by
SPONSOR, in accordance with Applicable Laws.

Study staff

Prior to and during the course of the Study, the
SPONSOR may request to process personal data of
Study staff of SITE, including from SITE’s
investigators, sub-investigators, other Site staff or
personnel involved in the conduct of the Study.

The SPONSOR as data controller for the
processing of such Study staft’s personal data for
Study purposes is responsible for supplying SITE
with the necessary information regarding the
collection of personal data pursuant to GDPR.

The SITE through the INVESTIGATOR will assist
the SPONSOR in providing such information to
the SITE’s Study staff.

The supplied information should address, where

Fakultni nemocnice Brno, XXxXxxxxx
DAY101-002

vyzkumu.

Spoluprace

Zadavatel icentrum pfijmou vhodna technicka
a organizacni opatfeni, aby splnila pozadavky
natizeni GDPR.

Za ucelem ochrany totoznosti ti¢astnikd studie viici
ZADAVATELI se ZADAVATEL a CENTRUM
dohodli, Ze mezi nimi bude plsobit povéfenec pro
ochranu osobnich daji CENTRA (jak je uvedeno
v PRILOZE D) jako zprostiedkovatel pro fizeni
a feSeni zadosti od ucastnika studie, podle situace,
o pfistup, Upravu, pienos, zablokovani nebo
vymazani jeho osobnich udaji, aze v takovém
pripad¢ bude kontaktovat povéfence pro ochranu
osobnich udaji ZADAVATELE (jak je uvedeno
v PRILOZE D).

CENTRUM bere navédomi, Ze zaucelem
zachovani integrity vysledkd studie miZze
ZADAVATEL vsouladu splatnymi zakony
omezit moznost upravovat, upravovat nebo
odstranovat osobni udaje.

Personal studie:

Pred zahajenim studie a v jejim pribéhu mize
ZADAVATEL pozadat o zpracovani osobnich
udaji  personalu studie CENTRA, vcetné
zkousSejicich, spoluzkousejicich, dalsich
pracovnikii CENTRA nebo personalu podilejiciho
se na provadéni studie.

ZADAVATEL jakozto spravce udaji pro
zpracovani osobnich udaji takového personalu
studie pro ucely studie je odpovédny

za poskytovani nezbytnych informaci tykajicich se

shromazd’'ovani  osobnich  udaji =~ CENTRU
v souladu s GDPR.
CENTRUM bude prostiednictvim

ZKOUSEJICIHO pomahat ZADAVATELI pii
poskytovani takovych informaci personalu studie
CENTRA.

Poskytnuté informace by se mély v relevantnich
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applicable, the transfer of personal data to
countries outside the European Economic Area,
including without limitation the United States,
possibly not providing an adequate level of data
protection, in which case the supplied information
should also address the steps taken by the
SPONSOR to ensure that the personal data remains
secure.

The purposes for which the personal data of SITE’s
Study staff are processed by the SPONSOR shall
be detailed in the supplied information and may
include:

the conduct and interpretation of the Study;
review by governmental or regulatory agencies, the
SPONSOR, and its affiliates;

satisfying legal or regulatory requirements;
publication on www.clinicaltrials.gov and other
websites and databases that serve a comparable
purpose;

upon request of individual patients and doctors
provision of information regarding the Study to
individual patients and doctors who may be
interested in participating in the clinical study at
Site;

storage in SPONSOR’s databases for use in
selecting sites in future clinical studies.

The supplied information should also include the
right to access, modify, rectify or remove their
personal data from such processes as well as the
retention period of the data by the SPONSOR.

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
Institution and Investigator. Institution and
Investigator hereby consent to allow Sponsor or
PRA to disclose or allow any competent authority
to disclose their name as well as the address of the

Fakultni nemocnice Brno, XXxXxxxxx
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pfipadech zabyvat pfedavanim osobnich udaji
dozemi mimo Evropsky hospodaisky prostor,
mimo jiné véetné¢ Spojenych statt, které nemusi
poskytovat adekvatni uroven ochrany udaju.
V takovém piipadé¢ by se poskytnuté informace
m¢ély rovnéz zabyvat kroky, které ZADAVATEL
prijal k zajisténi bezpecnosti osobnich udaji.

Ugely, pro které ZADAVATEL zpracovava osobni
udaje personalu studie CENTRA, budou podrobné
popsany v poskytnutych informacich a mohou
zahrnovat:

provadéni a vyklad studie;

prezkoumani vladnimi nebo regulacnimi ufady,
ZADAVATELEM a jeho pridruzenymi
spole¢nostmi;

plnéni pravnich nebo regulacnich pozadavki;
zvefejnéni  na www.clinicaltrials.gov  a dalSich
webovych strankach a databazich, které slouzi
srovnatelnému ucelu.

na zadost jednotlivych pacientt a l€kaiG poskytnuti
informaci tykajicich se studie tém jednotlivym
pacientim a lékaiim, kteti by mohli mit zajem
o ucast v klinické studii v centru.

uchovavani v databazich ZADAVATELE pro
pouziti pii vybéru center v budoucich klinickych
studiich.

Poskytnuté informace by také mély zahrnovat
pravo na pristup, upravu, opravu nebo odstranéni
jejich osobnich udajii z takovych procest, jakoz
1 dobu uchovavani tdaji ZADAVATELEM.

6. ZVEREJNOVANI.

Pokud se studie provadi v EHP, zadavatel
musi ze zédkona vefejné¢ oznamit provadéni studie
ado 6 nebo 12 mésicti (podle typu hodnoceni)
od jejiho dokoncéeni na vSech centrech zvefejnit jeji
souhrnné vysledky, pficemz tak ucini bez dal$iho
ozndmeni Zdravotnickému zatizeni ¢i
ZkousSejicimu. Zdravotnické zafizeni a ZkousSejici
se timto =zavazuji umoznit zadavateli nebo
spolecnosti  PRA  zvefejnéni jména a adresy
Zdravotnického zafizeni, kde se bude protokol
provadét, a jména Zkousejiciho, a po dokonceni
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Institution and name of the Investigator where the
Protocol will be performed and its results,
following completion, in generally available trial
databases to the extent required by any applicable
laws and regulations.

The Study is part of a multi-site study, and
publication of the results of the Study conducted at
the Site shall not be made before the first multi-site
publication by Sponsor. Once the Sponsor’s multi-
site publication has taken place, the Site shall have
the right to publish its results from the Study,
subject to the notice requirements that follow. If
there is no multi-site publication within eighteen
(18) months after the Study has been completed or
terminated at all Study sites, and all data has been
received, the Site shall have the right to publish its
results from the Study, subject to the following
notice requirements. Prior to submitting or
presenting a manuscript or other materials relating
to the Study to a publisher, reviewer, or other
outside person, the Site shall provide to Sponsor a
copy of all such manuscripts and materials, and
Sponsor shall have sixty (60) days from receipt of
such manuscripts and materials_to review and
comment. At Sponsor’s request the Site shall
remove any Confidential Information (other than
Study results) prior to submitting or presenting the
materials. The Site shall, upon Sponsor’s request,
further delay publication or presentation for a
period of up to one hundred twenty (120) days to
allow Sponsor to protect its interests in any
Sponsor Inventions (as defined below) described in
any such materials.

PRA agrees with the publication of this
Agreement and its requirements by Institution to
fulfil the obligations imposed by the applicable and
legislation in effect, namely Act No. 340/2015
Coll., on the Registry of Agreements, as amended,
and Act No. 106/1999 Coll., On Free Access to
Information, as amended. The Parties agree that, no
later than on the date of signing of this Agreement,
the Institution will publish the Agreement version
specifically prepared and provided to the
Institution for this purpose by PRA, no later than in
five (5) days after the date of signature of this

Fakultni nemocnice Brno, XXxXxxxxx
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studie jejich wvysledki v obecné¢ dostupnych
databazich klinickych hodnoceni v rozsahu
pozadovaném platnymi zadkony a nafizenimi.

Studie je soucasti studie provadéné na vice
centrech a publikace vysledkl studie provedené v
centru  nebude  provedena  pfed  prvni
multicentrickou  publikaci  zadavatele.  Po
zvetejnéni zadavatelovy multicentrické publikace
bude mit centrum pravo zvefejnit své vysledky
studie v souladu s pozadavky na oznameni
uvedenymi nize. Pokud nedojde k multicentrické
publikaci do osmnacti (18) mésicti po dokonceni
nebo ukonceni studie na vSech centrech a v§echny
udaje byly pfijaty, bude mit centrum pravo
zvetejnit své vysledky studie, s vyhradou
nasledujicich pozadavkli na oznameni. Pied
piedloZenim nebo predanim rukopisu nebo jinych
materiald  souvisejicich se studii  vydavateli,
editorovi nebo jiné externi osob€ poskytne centrum
zadavateli kopii vSech takovych rukopist
a materiali a zadavatel bude mit Sedesat (60) dnt
od pftijeti takovych rukopisii a materiald_na jejich
kontrolu  a pfipominkovani. = Na zadavatelovu
zadost musi centrum pifed predlozenim nebo
pfedanim materiali odstranit veskeré davérné
informace (kromé vysledkd studie). Na zadost
zadavatele centrum publikaci nebo prezentaci
odloZi o dobu nejvyse sto dvaceti (120) dnti, béhem
které bude mit zadavatel moznost zajistit ochranu
svych zajmu na jakychkoli pfedmétech dusevniho
vlastnictvi zadavatele (dle definice niZe).

PRA souhlasi s uvetejnénim této Smlouvy
a jejich nalezitosti Zdravotnickym zafizenim za
ucelem splnéni povinnosti ulozenych ji platnou a
ucinnou pravni upravou, a to zejména zakonem ¢.
340/2015 Sb., o registru smluv, ve znéni pozdéjsich
piedpist a zakonem ¢. 106/1999 Sb., o svobodném
pfistupu k informacim, ve znéni pozd¢jsich
piedpist. Smluvni strany se dohodly, ze
Zdravotnické zatizeni uvefejni verzi této Smlouvy,
kterou mu za timto Ucelem pfipravi a poskytne
PRA, nejpozdéji do péti (5) dnti od podpisu této
Smlouvy. Nehled¢ na piedchozi ustanoveni,

Revised July 2018/Revize Cervenec 2018

Page/Strana 15 of/z 73



PRAHE

Confidential

Czech Republic/ Institution & Investigator Clinical Trial Agreement/

Agreement. Notwithstanding the foregoing, all
financial and budget information shall be redacted
prior to any publication of the Agreement in the
public domain, except if the Institution has an
obligation to disclose the total amount of
Institution’s budget.

7. OWNERSHIP.

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

8. INVENTIONS.

The existing inventions and technologies
of Sponsor or the Investigator are their separate
property and are not affected by this Agreement.
The entire right, title and interest in and to any
inventions, discoveries, know-how, copyrights or
other intellectual property rights that are
conceived, developed, or reduced to practice,
(including all improvements or modifications),
which (i) rely, use, or incorporate the Study Drug;
(i1) 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 Site 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. Site agrees to provide, at
Sponsor’s expense, reasonable assistance to
Sponsor to enable Sponsor to perfect and enforce

Fakultni nemocnice Brno, XXxXxxxxx
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veskeré finan¢ni a rozpoctové informace budou
redigovany pred jakoukoli publikaci této Smlouvy
na vetejnosti, vyjma piipadd, kdy ma Zdravotnické
zafizeni povinnost oznamit celkovou castku
rozpoctu Zdravotnického zatizeni.

7. VLASTNICTVI.

Veskeré dokumenty, protokoly, udaje,
know-how, metody, postupy, vzorce, Duvérné
informace a Materidly (jak je definovéno nize),
které ZkousSejici obdrzi na zaklad¢ této Smlouvy,
jsou anadale zustanou vlastnictvim Zadavatele.
Vlastnictvim Zadavatele jsou i vyplnéné CRF,
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 pripadna prava, naroky a podily tykajici se
Udaji Studie. Vlastnictvim Zadavatele nejsou
1ékaiské zpravy subjekta.

8. VYNALEZY.

Stavajici  vynalezy a  technologie
Zadavatele nebo Zkousejictho zakladaji jejich
samostatné vlastnictvi a Smlouva na né nema
zadny vliv. Kompletni prava, naroky a podily
ohledn¢ veskerych vynalezd, autorskych prav nebo
jinych prav duSevniho vlastnictvi, know-how, které
vzniknou, budou vyvinuty nebo pouzity v praxi,
veetné veSkerych zlepSeni nebo uprav, které i)
pouzivaji, vyuzivaji nebo zahrnuji Hodnoceny 1ék;
ii) jsou zahrnuty nebo piedvidany v Protokolu;
nebo iii) pouzivaji, vyuzivaji nebo zahrnuji
Dutvémé informace, zakladaji vyluéné vlastnictvi
Zadavatele (spoletné¢ dale jen ,,Vynalezy
Zadavatele®). ZkousSejici je povinen bezodkladné
pisemné informovat Zadavatele o kazdém takovém
Vynalezu Zadavatele a pievede (a bude pozadovat
na vSech ¢lenech Tymu Studie, aby pfevedli) na
Zadavatele veSkera prava, naroky a podily tykajici
se kazdého jednotlivého Vyndlezu Zadavatele.
Zkousejici se zavazuje poskytnout Zadavateli na
jeho naklady pfiméfenou pomoc, aby mohl
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its rights in such Sponsor Inventions. The Zadavatel smluvné zajistit a vykonavat sva prava

Investigator shall have exclusive ownership of any na takové Vynalezy Zadavatele. ZkouSejici ma

inventions or discoveries conceived or reduced to  vyluény vlastnicky titul ke vS§em vynaleziim nebo

practice solely by the Investigator that are not and objeviim, které vzniknou nebo budou pouzity v

outside the scope of Sponsor Inventions. praxi vyhradné zasluhou ZkousSejiciho, které
nenalezi Zadavateli.

9. MATERIAL TRANSFER: RETURN OF
MATERIALS: EQUIPMENT.

9. PREVODY A VRACENI MATERIALU,
VYBAVENI.

a) During the Study, Sponsor or Sponsor’s (a) V prubeéhu Studie, Zadavatel nebo

zmocnénec Zadavatele

designee shall provide to the Site, at
Sponsor’s expense, the Study Drug,
placebo and other compounds, or agents
for the performance of the Study
(collectively, the ‘“Materials”). The
Materials will be solely used only by the
Site for performance of the Study in
accordance with the Protocol and this
Agreement. The Site shall handle, store,
and ship or dispose of Materials in
accordance with the Protocol and any
reasonable written instructions provided
by Sponsor (or Sponsor’s designee), and in
compliance with all applicable, local and
national laws, rules and regulations
including, but not limited to, those
governing hazardous substances. Any
unauthorized use of the Materials or such
information will constitute an actionable
breach of this Agreement, and Institution
and Investigator each agrees that Sponsor
will solely own any patents or other
intellectual property rights, and will have
the right to approve or withhold approval
of any proposed publication or disclosure,
in each case to the extent arising from such
unauthorized use, in addition to any other
remedies as may be available at law or
equity, including but not limited to
injunctive relief.

poskytnou
Resitelskému  centru, na  naklady
Zadavatele, Hodnoceny 1€k, placebo nebo
jiné smési ¢i chemické latky k provedeni
Studie (spole¢né¢ dale jen ,,Materialy®).
Resitelské centrum bude Materialy
vyuzivat vyhradné pii provadéni Studie v
souladu s Protokolem a touto Smlouvou.
Resitelské centrum bude s Materidlem
nakladat, skladovat jej a zasilat nebo
likvidovat v souladu s Protokolem a
priméfenymi pisemnymi pokyny
pfedanymi  Zadavatelem (nebo jeho
zmocnéncem) a v souladu se vSemi
platnymi mistnimi a vnitrostatnimi zakony,
pravidly a predpisy, vCetn¢ mimo jiné
predpist  upravujicich  zachazeni s
nebezpeénymi latkami. Jakékoli
neopravnéné pouziti materiali nebo
takovych informaci bude pfedstavovat
zalovatelné  poruSeni této  smlouvy
a Zdravotnické  zafizeni  a ZkouSejici
souhlasi stim, Ze =zadavatel bude
vyhradnim vlastnikem jakychkoli patentt
nebo jinych prav duSevniho vlastnictvi
abude mit pravo schvalit nebo zabranit
schvaleni jakékoli navrhované publikace
nebo zvefejnéni, vkazdém piipadé
vrozsahu  vyplyvajicim  ztakového
neopravnéného pouziti, kromé jakychkoli
jinych opravnych prostiedki, které mohou
byt k dispozici ze zakona nebo podle prava
spravedlnosti, mimo  jiné  vcetné
piedbézného opatieni.
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b) Unless otherwise agreed by the parties, in (b) Jestlize neni  smluvnimi  stranami

d)

the event that the Protocol for a Study
requires the collection of blood, tissue or
other biological materials from subjects
(“Biological Materials”) the Investigator
agrees that the use of such Biological
Materials shall be limited to those tests,
analyses or procedures identified in the
Protocol and informed consent as
approved by the IRB/EC.

Upon completion or termination of the
Study, all Materials furnished to the Site
by Sponsor or Sponsor’s designee shall be
promptly returned or destroyed as directed
by PRA. 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 use 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. 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.

(c)

(d)

dohodnuto jinak, odbér krve, tkané nebo
jiného biologického materialu od subjekti
(dale jen ,,Biologicky material) bude
probihat v souladu s Protokolem a
ZkouSejici se zavazuje, Ze odbéry
Biologického materialu budou limitovany
na testy, analyzy nebo procedury v souladu
s Protokolem a se souhlasem schvalenym
etickou komisi (dale jen ,,ETK®).

Po ukonceni nebo zruseni Studie musi byt
vSechny  Materidly, které obdrzelo
Resitelské centrum od Zadavatele nebo
jeho zmocnénce, vraceny v souladu s
instrukcemi PRA. Pfislusné piepravni
naklady uhradi PRA.

Poskytuje-li ~ Zadavatel — Regitelskému
centru vybaveni, bude Resitelské 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).

Resitelské centrum vynalozi pfiméfenou
péci, aby zajistilo drzbu vybaveni v dobé,
kdy je ma v drzeni, za ptfedpokladu, ze
naklady na udrzbu a opravy spojené s
béZznym opotfebenim nese Zadavatel.
V ptipadé poskozeni vybaveni vzniklého
nikoliv z diivodu spravného nakladani

nebo  bé&Zzného  opotiebeni,  bude
Zdravotnické zafizeni zodpovédné za
naklady souvisejici s opravou nebo

nahradou postizeného vybaveni.
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10. TERM: TERMINATION.

(a)

(b)

(c)

(d)

This Agreement shall commence on the
date of signature by all contracting parties,
subject to the approval of the Study by the
State Institute for Drug Control, the
Multicentric Ethics Committee and the
Local Ethics Committee, and shall
continue in force until the Study has been
completed at the Institution with an
approximate timeframe of December
2028. Copies will be filed at the Institution
by the Investigator with the Study conduct
documentation.

This Agreement may be terminated
pursuant to this Section 10.

This Agreement may be terminated for the
following reasons:

1) by Sponsor or PRA at any time for any
reason upon thirty (30) days written
notice;

by Site upon PRA’s or Sponsor’s
material breach of this Agreement,
provided that PRA or Sponsor does
not cure such breach within thirty (30)
days’ written notice thereof; or

iii) by either  Party, effectively
immediately upon written notice, if the
FDA, the Site’s IRB, or other
regulatory authority withdraws Study
approval, or to protect the safety or
medical welfare of a Study Subject.

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

10.

(a)

(b)

(©)

(d)

Fakultni nemocnice Brno, XXxXxxxxx

DAY101-002
PLATNOST SMLOUVY, UKONCENI
SMLOUVY.
Tato Smlouva vstoupi v platnost dnem

podpisu vSemi smluvnimi stranami. |,
pokud Studii schvali Statni ustav pro
kontrolu 1é¢iv, Multicentricka eticka
komise a mistni eticka komise, a plati az do
dokonceni Studie u Zadavatele v ramci
priblizného casového ramce v trvani do
prosince  2028.  Kopie  ziskanych
schvalovacich dokumentt ulozi Zkousejici
u Zdravotnického zafizeni spole¢né s
dokumentaci k provadéni Studie.

Tato smlouva miize byt ukonéena podle
tohoto oddilu 10.

Tato smlouva miize byt ukoncena z
nasledujicich divodui:

1) Sponzor nebo spoleénost PRA kdykoliv
a z jakéhokoliv  divodu pisemnou
vypovédi s tficetidenni (30) vypovedni
lhiitou;

ii) centrem pii zavazném poruseni této
smlouvy ze strany spolecnosti PRA
nebo zadavatele, pokud spolecnost
PRA nebo zadavatel toto poruseni
nenapravi  dotficeti  (30) dnu
od pisemného oznameni; nebo

kteroukoli  ze stran, s okamzitou
platnosti  nazakladé¢  pisemného
oznameni, pokud FDA, IRB centra
nebo jiny regulacni ufad odvola
souhlas se studii nebo k ochrané
bezpeénosti a zdravi subjektu studie.

iii)

K datu u¢innosti ukonceni této smlouvy
provede centrum vyuctovani, které bude
podléhat ovéfeni ze strany spolecnosti
PRA. Po obdrzeni ptislusné dokumentace
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receipt of adequate documentation, PRA
will pay for:

i) 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

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

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

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

The Institution warrants that in
conformance with Article 45 (2) (n) of the Act No.
372/2011 on Health Services, the Institution
maintains insurance to cover its liability for
damages caused by the provision of medical
services. Institution shall, at PRA’s request, have
its insurance carrier for such insurance furnish to
PRA a certificate that such insurance is in force,
such certificate to indicate any deductible and/or

Fakultni nemocnice Brno, XXxXxxxxx
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spolecnost PRA zaplati za:

1) vSechny centrem fadné¢ poskytnuté
sluzby a fadn¢ vynalozené naklady az
do data ucinnosti ukonceni smlouvy,
které  jesté nebyly  zaplaceny
spolecnosti PRA; a

ii) nezruSitelné zavazky, které centru
fadné vznikly centru pro tcely studie
pred obdrzenim vypovédi smlouvy.

(e) Pokud byly centru uhrazeny jakékoli
¢astky, nanéz k datu ukonceni smlouvy
nevznikl narok, je Zdravotnické zafizeni
povinno vSechny tyto ¢astky, na néz mu
nevznikl  narok, neprodlen¢  vratit
spole¢nosti PRA, a to do tficeti (30) dni.
Okamzit¢ po  obdrzeni  vypovédi,
Zkousejici  lékat ukon¢i  screening
a zafazovani subjektd do studie adle
pokynt spole¢nosti PRA ukon¢i provadéni
postuptl  ve studii u subjektl hodnoceni
v rozsahu l¢katsky piipustném
a v pfiméfené¢ proveditelné mife pfestane
vynakladat dalsi vydaje na studii.

®

11. POJISTENI.

Smluvni strany berou na védomi, Ze si
Zadavatel sjednal pojisténi v souladu s ¢1. 52 odst.
3 pism. f) zakona ¢. 378/2007 Sb. o léCivech (v
platném znéni).

V souladu s ¢l. 45 odst. 2 pism. n) zdkona
¢. 372/2011 Sb. o zdravotnich sluzbach je
Zdravotnické zafizeni povinno udrzovat dostate¢né
pojisténi své odpovédnosti za Skody zplsobené v
souvislosti s poskytovanim zdravotnich sluzeb.
Zdravotnické zafizeni je na zadost PRA povinno
zajistit, aby jeho pojistitel predlozil PRA potvrzeni,
ze je uvedené pojisténi platné, pficemz na
potvrzeni musi byt uvedena pfipadna spoluucast
nebo Cast krytd samopojisténim a musi tam byt
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self-insured retention and stipulate that such
insurance will not be canceled or reduced while
this Agreement is in effect without at least thirty
(30) days prior written notice to PRA.

12. LIABILITY.

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

13. STATUS OF SPONSOR.

Sponsor(and its affiliates) is an intended
third-party beneficiary to this Agreement. Except
for the third-party beneficiary rights granted to the
Sponsor and its affiliates in this Agreement, any
entity or person who is not a Party hereto shall not
have any rights under this Agreement and shall not
be able to enforce any of the obligations of this
Agreement.

14. CERTIFICATIONS.

(a) The Institution on behalf of Study Team
members, and the Investigator hereby
individually represent and warrant that
they have not been debarred or disqualified
from participating in clinical research
under any laws or regulations. If during
the term of this Agreement, the Institution
or the Investigator (i) becomes debarred or
disqualified or (ii) receives notice or threat
of an action with respect to its debarment
or disqualification, the Institution and/or
the Investigator, as the case may be, shall
notify PRA immediately.

b) The Institution and the Investigator hereby

Fakultni nemocnice Brno, XXxXxxxxx
DAY101-002

uvedeno, Ze pojisténi nebude po dobu platnosti této
Smlouvy zruSeno nebo sniZena pojistna castka bez
pisemného oznameni zaslaného spole¢nosti PRA
nejméngé tficet (30) dnli predem.

12. ODPOVEDNOST.

Resitelské centrum je a bude zodpovédné
za veSkeré Skody, naroky, zaloby nebo vydaje
(v€etné¢ soudnich vydaji) vyplyvajici nebo
souvisejici se zanedbanim, opomenutim nebo
pochybenim na stran¢ Zdravotnického zafizeni,
ZkouSejiciho nebo kteréhokoliv ¢lena Tymu
Studie.

13. STATUT ZADAVATELE.

Zadavatel (a jeho ptidruzené spole¢nosti)
je obmySlenou tieti stranou této smlouvy.
S vyjimkou prav plynoucich ze statutu obmyslené
treti strany pfiznanych zadavateli ajeho
pridruzenym subjektim v této smlouve, nebude mit
jakykoli subjekt nebo osoba, které nejsou stranou
této smlouvy, zadna prava plynouci z této smlouvy
a nebude opravnéna vymahat jakékoli zavazky této
smlouvy.

14. POTVRZENI.

(a) Zdravotnické zafizeni a Zkousejici timto
individualné potvrzuji, Ze nebyli Zadnym
pravnim ani jinym pfedpisem zbaveni
prava ani  prohlaSeni nezpisobilym
provadét klinickd hodnoceni. Jestlize po
dobu platnosti této Smlouvy bude
Zdravotnickému zatizeni nebo
Zkousejicimu 1) zastavena cinnost nebo
bude diskvalifikovan, nebo ii) obdrzi
oznameni o zalobé nebo hrozbé zbaveni
prava nebo prohlaSeni za nezpisobilé,
Zdravotnické zafizeni a/nebo Zkousejici o
tom bude bezodkladné informovat PRA.

(b) Zdravotnické zafizeni a ZkousSejici timto
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d)

individually represent and warrant that
they have not and will not use in any
capacity the services of any individual or
entity which has been debarred or
disqualified from participating in clinical
research under any laws or regulations. In
the event that the Institution or the
Investigator becomes aware of the
debarment, threatened debarment,
disqualification or threatened
disqualification of any such individual or
entity, the Institution and/or the
Investigator, as the case may be, shall
notify PRA immediately. This provision
survives the termination or expiration of
this Agreement.

The  Institution 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 induce such official to use his
or her influence improperly to affect or
influence any act or decision of a
government and (ii) it’he/she has not and
will not (directly or indirectly) request,
accept or receive money or anything of
value to procure improper performance of
a function or activity associated with this
Agreement.

Institution and the Investigator each
represent and warrant that neither the
Investigator nor any Study Site Team

(©)

(d)
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potvrzuji, ze nevyuzivali ani nebudou
vyuzivat v zadném ohledu jakékoli sluzby
jednotlived nebo sdruZeni, které jsou
zbaveny prava nebo prohlaseny za
nezpusobilé provadét klinicka hodnoceni
na zaklad¢ jakychkoli zakonu ¢i predpist.
Jestlize se Zdravotnické zafizeni nebo
Zkousejici dozvi o skutecném nebo
hrozicim zbaveni prava nebo o skutecném
¢i  hrozicim prohlaSeni nezplsobilosti
nekterych jednotlivel nebo sdruzeni,
bezodkladné o tom bude informovat PRA.
Toto ustanoveni zistane v platnosti
1 po ukonceni této smlouvy nebo vyprseni
jeji platnosti.

Zdravotnické zatizeni a Zkousejici kazdy
za sebe prohlasuji a slibuji, Ze v souvislosti
stouto Smlouvou i) neposkytli ani
neposkytnou, nenabidli ani nenabidnou
(pfimo ani nepiimo) zaddnou nedovolenou
platbu (ani nedovoli jinym osobam, aby ji
poskytly nebo nabidly), penize ani jiné
hodnotné plnéni statnimu urednikovi nebo
jiné osob€ spojené s poskytovanim sluzeb
podle této Smlouvy s cilem nedovolené
ovlivnit utkon nebo rozhodnuti takové
ufedni nebo jiné osoby, pfimét ufedni nebo
jinou osobu, aby vrozporu se svymi
povinnostmi provedla ur¢ity ukon nebo se
jej zdrzela, ziskat neopravnénou vyhodu,
vyvolat neopravnény vykon funkce nebo
¢innost  souvisejici s touto Smlouvou
anebo  podnitit  statntho  Ufednika
k nedovolenému pouziti jeho vlivu ke
zméné nebo ovlivnéni ukonu nebo
rozhodnuti statniho organu a ii) nemaji a
nebudou (pfimo ¢i nepfimo) pozadovat,
pfijimat nebo dostavat penize nebo cokoli
hodnotného k vyvolani neopravnéného
vykonu funkce nebo cCinnosti spojené s
touto Smlouvou.

Zdravotnické zafizeni a Zkousejici
jednotlivé osvédcuji aruci zato, ze
Zkousejici ani zadny clen tymu studie
nebude vystaven rozpornym zavazkim
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Participant is subject to any conflicting
obligations or legal impediments and/or
has any financial, contractual or other
interests in the outcome of the Study that
might interfere with the performance of the
Study or that is likely to affect the
reliability and robustness of the data
generated in the Study. Investigator shall
inform the Sponsor immediately upon
learning of the existence of any financial
arrangement or interest between the
Investigator, any Study Team participant,
and the Sponsor.

Institution represents and warrants that
neither the Institution, nor any of its
affiliates, nor any of their respective
directors, officers, employees or agents
(all of the foregoing, including affiliates
collectively, “Institution Representatives™)
has taken any action that would result in a
violation by such persons of any local or
international applicable anti-bribery or
anti-corruption laws, rules or regulations
(collectively the “Anti-Corruption Laws”).
Institution represents and warrants that the
Institution and Institution Representatives
have conducted and will conduct their
businesses in compliance with the Anti-
Corruption Laws, including refraining
from making any payments or providing
anything of value, directly or indirectly, to
improperly influence a third party or
improperly gain a business advantage.
Institution represents and warrants that
Institution has or will implement necessary
procedures to prevent bribery and corrupt
conduct by Institution Representatives and
that Institution will keep accurate books,
records and accounts in connection to the
Study.

Site hereby represents and warrants that if
Site engages any Institutional Review
Board (“IRB”) for protocol review related
to this Study, that such IRB is registered
and has properly submitted an assurance

(e)

()
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nebo pravnim vadam a/nebo nema jiné
finan¢ni, smluvni ¢ jiné  z4jmy
na vysledku studie, které by mohly narusit
provadéni studie nebo které by mohly
pravdépodobné  ovlivnit  spolehlivost
a nezpochybnitelnost udaju  ziskanych
ze studie.  ZkouSejici bude neprodlené
informovat zadavatele, jakmile se dozvi
o existenci jakéhokoli finan¢niho ujednani
nebo konfliktu zajmu mezi ZkouSejicim,
jakymkoli tucastnikem tymu studijniho
pracovisté a zadavatelem.

Zdravotnické zafizeni prohlasuje
a zarucuje, Ze ani ono, ani zadny zjeho
feditelq, vedoucich pracovnikd,
zaméstnanci nebo zastupct (souhrnné
»zastupci  zdravotnického  zafizeni®)
nepodnikl zadné kroky, které by mohly
vést k poruseni mistnich nebo
mezinarodnich protikorupénich zéakont,
pravidel nebo pfedpisi  (souhrnng
,protikorupéni  zakony*). Zdravotnické
zafizeni prohlasuje a zaruCuje, Ze ono
i zastupci zdravotnického zatfizeni vedli
apovedou své podnikani v souladu
s protikorupénimi zakony, véetné zdrzeni
se jakychkoli tuplat nebo poskytovani
¢ehokoli hodnotného, ptimo ¢i neptimo,
za UCelem nepatfiéného ovlivnéni treti
strany nebo ziskani obchodni vyhody.
Zdravotnické zatizeni prohlasuje
a zarucuje, Ze ma nebo zavede nezbytné
postupy k zabranéni uplatkarstvi
a korupénimu jednani ze strany zastupct
Zdravotnického zafizeni a ze Zdravotnické
zafizeni bude vést pfesné ucetni knihy,
zaznamy a ucty v souvislosti se studii.

Centrum timto prohlasuje a zaruuje, ze
pokud  centrum  zapoji  jakoukoli
institucionalni revizni komisi (Institutional
Review Board, dale jen ,JIRB%)
do pfezkumu  protokolu souvisejiciho

Revised July 2018/Revize Cervenec 2018

Page/Strana 23 of/z 73



Confidential

PRAHEALTHSCIENCE

4]

Czech Republic/ Institution & Investigator Clinical Trial Agreement/

15.

(a)

application in accordance with the rules
administered by The Office for Human
Research  Protections of the U.S.
Department of Health and Human
Services, or its European equivalent. Site
further represents that Site will submit the
Protocol to the IRB for approval and will
wait for its approval before initiating the
Protocol or enrolling any Study Subjects.

INDEMNIFICATION; SUBJECT

INJURY

PRA Indemnities:

i) Institution shall indemnify, defend and
hold harmless PRA, Sponsor, their
agents and employees (collectively the
“PRA Indemnitees”) from any and all
third-party liabilities, claims, actions,
or suits (collectively “Claims”) to the
extent they result from or arise out of
the negligence or wrongful acts or
omissions of Institution, Investigator,
or Study Team pertaining to the
activities of the Study and/or this
Agreement, provided, however, that,
Institution shall not indemnify, defend
and hold harmless the PRA
Indemnitees from Claims to the extent
they result from or arise out of the
negligence or wrongful acts or
omissions of the PRA Indemnitees.

ii) Institution is promptly, and in any
event within thirty (30) days after a
PRA Indemnitee’s receipt of notice of
any complaint, claim or injury relating
to any loss subject to this

Fakultni nemocnice Brno, XXxXxxxxx
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s touto studii, bude tato komise IRB
registrovana aze ftadn¢ poda Zadost
0 zajisténi v souladu s pravidly
spravovanymi Ufadem pro ochranu
lidskych subjektti vyzkumu Ministerstva
zdravotnictvi a socialnich sluzeb USA
nebo jeho evropského ekvivalentu.
Centrum dale prohlasuje, ze predlozi
protokol komisi IRB ke schvéleni a bude
Cekat najeho schvaleni pied zahajenim
protokolu nebo zafazenim jakychkoli
subjektt studie.

15. ODSKODNENI; UJMA SUBJEKTU

(a) Odskodnéni spole¢nosti PRA:
1) Zdravotnické zafizeni odSkodni,
bude obhajovat a zprosti odpovédnosti
spoleCnost PRA, zadavatele, jejich
zastupce a zameéstnance (spolecné dale
jen ,,odSkodnované osoby spolecnosti
PRA®)  vsouvislosti s veSkerymi
odpovédnostmi, naroky, c¢iny, nebo
zalobami tretich stran (spole¢n¢ dale
jen ,naroky“) vrozsahu, v jakém
vyplyvaji z nedbalosti nebo
protipravniho jednani ¢i opomenuti
Zdravotnického zatizeni, Zkousejiciho
nebo studijniho tymu v souvislosti
s ¢innostmi v ramci studie a/nebo této
smlouvy, avS8ak zapodminky, Ze
Zdravotnické zafizeni neodSkodni,
nebude obhajovat a nezprosti
odpovédnosti odskodiiované osoby
spolecnosti  PRA  pfed naroky
vrozsahu, vjakém jsou dusledkem
nedbalosti nebo protipravniho jednani

¢i opomenuti na stran¢
odSkodnovanych osob  spole¢nosti
PRA.

i1) Zdravotnické zafizeni je neprodlené
a v kazdém ptipadé do tficeti (30) dnti
poté, co odskodinovana  osoba
spoleCnosti PRA obdrzi oznameni
o jakékoli stiznosti, naroku nebo jmé
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indemnification, notified in writing of v souvislosti s jakoukoli  ztratou,

any such complaint, claim or injury; na kterou se vztahuje toto odskodnéni,

pisemné informovano o jakékoli

takové stiznosti, naroku nebo jm¢;

iii) Institution has sole control over the iii) Zdravotnické zafizeni ma vyhradni
defense and settlement of any such kontrolu nad obhajobou
claim or suit, including the right to a vyporadanim jakéhokoli takového
select defense counsel and to direct the naroku nebo zaloby, vcetné prava
defense or settlement of any such na vybér obhijce aprava na fizeni
claim or suit, provided that Institution obhajoby nebo vyporadani jakéhokoli
shall not admit fault or liability on takového naroku nebo  zaloby,
behalf of any PRA Indemnitee in the za pfedpokladu, ze Zdravotnické
defense and settlement of such claim zafizeni  nepfipusti vinu  nebo
or suit; and odpovédnost  jménem  kterékoli

odskodnované osoby spolecnosti PRA
pii obhajobé a vypotradani takového
naroku nebo Zaloby; a

iv) PRA Indemnitees reasonably iv) odskodnované osoby spolecnosti PRA
cooperate with the Institution and its primétené spolupracuji
legal representatives in the se zdravotnickym zafizenim a jeho
investigation and defense of any pravnimi zastupci pii vySetfovani
claims or suits covered under this a obhajobé jakychkoli narokti nebo
Section 12(a). In the event that a zalob, na které se vztahuje tento oddil
conflict arises in the context of such an 12(a). 'V pfipad¢, Ze v souvislosti
investigation or defense, the PRA s takovym vySetfovanim nebo
Indemnitees shall have the right at obhajobou vznikne stfet zajmu, budou
their own expense to select and obtain mit odskodnované osoby spole¢nosti
representation by separate legal PRA pravo nasvé vlastni naklady
counsel. vybrat a ziskat zastoupeni

od samostatného pravniho poradce.

v) PRA shall be responsible for its (v) Spole¢nost PRA ponese odpoveédnost

own actions. PRA shall not bring suit
against  Institution for  Claims
resulting from the negligence or
wrongful acts or omissions of its
employees or its authorized agents
pertaining to the activities of this
Study and/or this Agreement,
provided, however, that: PRA shall
not be responsible for Claims arising
out of the negligence or wrongful
acts or omissions of Institution, its
Agents and employees.

za své vlastni kroky. Spole¢nost PRA

nevnese proti Zdravotnickému
zafizeni zalobu v pfipadé naroku
vyplyvajictho  znedbalosti  nebo

protipravniho jednani nebo opomenuti
jeho zaméstnanci nebo opravnénych
zastupct v souvislosti s ¢innostmi této
studie a/nebo této smlouvy, avSak
za predpokladu, Ze: spolecnost PRA
neponese  odpovédnost  za naroky
vyplyvajici z nedbalosti nebo
protipravniho jednani nebo opomenuti
Zdravotnického zatizeni, jeho
zastupct a zaméstnanc.
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(b) Sponsor Indemnities: Sponsor shall (b) Odskodnéni zadavatele: Zadavatel
indemnify and hold harmless Institution odskodni a zbavi odpovédnosti

and its directors, officers, agents and
employees, including Investigators and
associated  staff, (collectively, the
“Institution Indemnitees”) from any and
all liability, loss or damage including
attorneys' fees they may suffer as the result
of any third party claims, demands, costs
or judgments against them that arise as a
result of

i) personal injury or death to a
participant in a Study caused by the
procedures required by the applicable
Protocol,

ii) arising from the fault, failure, or
negligence of Sponsor under this
Agreement, or

1ii) arising from any use or administration
of a Product that is the subject of a
Study in accordance with the
applicable ~ Protocol;  provided,
however, that Sponsor shall have no
indemnification obligations under
this Agreement to the extent that any
such liability, loss, or damage is
attributable to (a) an Institution
Indemnitees’ failure to adhere to the
terms of the Agreement, such
Protocol or Sponsor’s other written
instructions with respect to the use of
such Product, (b) an Institution
Indemnitees’ failure to comply with
any applicable FDA or other
governmental requirements, or (c) an
Institution Indemnitees’ negligence
or willful malfeasance.

The applicable Institution Indemnitee shall

promptly, and in any event within thirty (30) days
after an Institution Indemnitee’s or receipt of notice a v kazdém pripadé do tficeti (30) dni poté, co

Zdravotnického

Zdravotnické zafizeni ajeho feditele,
ufedniky, zastupce a zaméstnance, vcetné
ZkousSejicich a pridruzenych pracovniki
(souhrnné dale jen ,,odskodnované osoby
Zdravotnického zafizeni*) za jakoukoli
a veskerou odpovédnost, ztraty nebo skody
veetné poplatkll za pravni zastoupeni,
které mohou utrpét v disledku naroki,
pozadavki, nakladti nebo rozsudkl proti
nim ze strany tietich stran, které vzniknou
v disledku

1) Ujmy na zdravi nebo umrti G¢astnika

studie zpusobené postupy
pozadovanymi prislusnym
protokolem,

i1) vyplyvajici z pochybeni, selhani nebo
nedbalosti zadavatele podle této

smlouvy nebo

ii1) vyplyvajici z jakéhokoli pouziti nebo
podani ptipravku, ktery je predmétem
studie, v souladu s prislusnym
protokolem; to vSak za podminky, ze
zadavatel nebude mit zadné povinnosti
odskodnéni podle této smlouvy
vrozsahu, vjakém lze takovou
odpovédnost, ztratu nebo skodu piicist
(a) nedodrzeni podminek smlouvy,
protokolu nebo jinych pisemnych
pokynti zadavatele tykajicich se
pouziti takového ptipravku ze strany
odskodnovanych osob Zdravotnického
zafizeni, (b)nedodrzeni jakychkoli
platnych pozadavk FDA nebo jinych
organii  statni moci  ze strany
odskodnovanych osob zdravotnického
zafizeni nebo (c) nedbalosti  ¢i
umyslnym  protipravnim  jedndnim
odskodnovanych osob Zdravotnického
zafizeni.

osoba
neprodlené

odskodnovana
zafizeni  musi

Piislusna
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of any complaint, claim or injury relating to any
loss subject to this indemnification, notify Sponsor
in writing of any such complaint, claim or injury.

Sponsor shall have sole control over the
defense and settlement of any such claim or suit,
including the right to select defense counsel and to
direct the defense or settlement of any such claim
or suit, provided that Sponsor shall not admit fault
or liability on behalf of any Institution Indemnitee
in the defense and settlement of such claim or suit
without such Institution Indemnitee’s written
consent, which consent shall not be unreasonably
withheld or delayed.

Institution Indemnitees shall reasonably
cooperate  with  Sponsor and its legal
representatives in the investigation and defense of
any claims or suits covered under this Letter of
Indemnification. In the event that a conflict arises
in the context of such an investigation or defense,
the Institution Indemnitees shall have the right at

their own expense to select and obtain
representation by separate legal counsel.
¢) Sponsor Subject Injury:
Institution and  Investigator  shall

immediately notify SPONSOR in writing of any
claim of illness or injury that is claimed to be due
to an adverse reaction to the Study Drug or any of
the clinical intervention or procedures that are
provided for or required by the Protocol to which
the Subjects would not have been exposed but for
their participation in the Study. Institution and
Investigator shall allow SPONSOR to handle such
claim (including, if applicable, settlement
negotiations), and shall cooperate fully with
SPONSOR in its handling of the claim. Institution
agrees that it will not seek or accept reimbursement
from any insurance or other third party for any such
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odSkodnovana osoba Zdravotnického zafizeni
obdrzi oznameni o jakékoli stiznosti, naroku nebo
ujme v souvislosti s jakoukoli ztratou, na kterou se
vztahuje toto odSkodnéni, pisemné informovat
zadavatele o jakékoli takové stiznosti, naroku nebo
ujme.

Zadavatel ma vyhradni kontrolu nad
obhajobou a vypotadanim jakéhokoli takového
naroku nebo Zaloby, v¢etné prava na vybér obhdjce
aprava nafizeni obhajoby nebo vyporadani
jakéhokoli takového naroku nebo Zzaloby,
za predpokladu, ze zadavatel nepfipusti vinu nebo
odpovédnost jménem kterékoli odskodnované
osoby Zdravotnického =zafizeni pii obhajobé
a vyporadani takového naroku nebo zaloby bez
pisemného souhlasu této odskodnované osoby
Zdravotnického zafizeni, pficemz tento souhlas
nebude bezdlivodné odepien ani odloZen.

Odskodiované osoby Zdravotnického
zafizeni piiméfené¢ spolupracuji se zadavatelem
ajeho pravnimi zastupci pii  vySetfovani
a obhajob¢ jakychkoli narokl nebo zalob, na které
se vztahuje tento prohlaseni o odskodnéni. V
pfipade¢, Ze v souvislosti s takovym vySetfovanim
nebo obhajobou vznikne stfet zajmt, budou mit
odskodnované osoby Zdravotnického zafizeni
pravo nasvé vlastni naklady vybrat a ziskat
zastoupeni od samostatného pravniho poradce.

¢) Ujma subjektu zadavatele:

Zdravotnické zafizeni a ZkouSejici budou
neprodlené¢ pisemné informovat ZADAVATELE
o veskerych narocich zonemocnéni nebo ujmy,
knimz doslo v disledku nezadouci reakce
na hodnoceny ptipravek nebo jakoukoli klinickou
intervenci ¢i postupy, ktery byly provedeny podle
protokolu nebo jim vyZadovan, ktery by subjekt
klinického hodnoceni nepodstoupil, kdyby se
neucastnil této studie. Zdravotnické zafizeni a
ZkousSejici umozni ZADAVATELI fesit takovy
narok (vCetn¢ jednani o vypotfadani, je-li to
relevantni) abudou  plné spolupracovat
se ZADAVATELEM pfi feSeni tohoto naroku.
Zdravotnické zafizeni souhlasi s tim, e nebude
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injury cost paid by SPONSOR.

If during the course of the Study any injury
occurs to a Study Subject as a result of (i) the use
or administration of the Study Drug or (ii) the
performance of Protocol-mandated procedures on
Study Subjects that such Study Subjects would not
have received but for their participation in the
Study, in each case in accordance with the Protocol
(“Subject Injury”), Sponsor agrees to pay all
reasonable medical expenses necessary to diagnose
and treat such Subject Injury. Sponsor shall not be
required to provide reimbursement to the extent
that a Subject Injury is, in the judgement of
Institution and Sponsor, primarily attributable to
(a) a significant departure from the Protocol
without good cause, (b) the negligence or willful
misconduct of the Institution, the Investigator, or
the Study Team Participant or (c) the natural
progression of any (i) pre-existing disease or (ii)
any underlying illness.

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

17. 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 nationally-recognised courier
guaranteeing next-day delivery, to the recipients

Fakultni nemocnice Brno, XXxXxxxxx
DAY101-002

usilovat o thradu ani pfijimat nahradu z jakéhokoli
pojisténi nebo od jiné tfeti strany v souvislosti
s jakymikoli ~ takovymi  naklady  na Gjmu
uhrazenymi ZADAVATELEM.

Pokud v prubéhu studie dojde k jakékoli
uyme subjektu studie v disledku (i) pouziti nebo
podani hodnoceného piipravku nebo (ii) provadéni
postupi vyzadovanych protokolem u subjektd
studie, které by tyto subjekty studie neobdrzely,
pokud by se netcastnily studie, v kazdém pripade
v souladu s protokolem (dale jen ,,ijma subjektu®),
zadavatel souhlasi stim, ze uhradi veskeré
pfiméfené zdravotni vydaje nezbytné k diagndze
alécbe takové Ujmy subjektu. Zadavatel neni
povinen poskytnout nahradu v rozsahu, v jakém Ize
zdravotni  Ujmu  subjektu  podle  Gsudku
Zdravotnického zatfizeni a zadavatele primarné
pripsat (a) vyznamnému odklonu od protokolu bez
dobrého divodu, (b) nedbalosti nebo tmyslnému
pochybeni Zdravotnického zatizeni, Zkousejiciho
nebo ucastnika studijniho tymu nebo (c) prirozené
progresi jakéhokoli (i) jiz existujiciho onemocnéni
nebo (ii) jakéhokoli zakladniho onemocnéni.

16. POSTUPITELNOST.

Resitelské centrum neni opravnéno
postoupit sva prava ani delegovat né¢jaké vykony
dobrovolné ¢i nedobrovolné, at’ jiz na zaklad¢ fuze,
slouceni, zruSeni, plisobenim prava nebo jakymkoli
jinym zpusobem vyjma s predchozim pisemnym
souhlasem PRA, a jakékoli domnélé postoupeni
nebo delegovani bez pisemného souhlasu PRA je
neplatné.

17. OZNAMOVANI.

S vyjimkou prostiedkdi na provadéni
Studie, které uhradi PRA v souladu s ¢lankem 2
této Smlouvy, musi byt veskerd oznameni, ktera
maji nebo mohou byt podavana podle této
Smlouvy, v pisemné formé a musi byt a) doruceny
osobné, b) zaslany postou jako doporucena zasilka
nebo c¢) zaslany celostatné uznavanou kuryrni
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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:
ICON Clinical Research Czech Republic s.r.0.
C/0O Pharm Research Associates (UK) Ltd
500 South Oak Way, Green Park
Reading, Berkshire, RG2 6AD
United Kingdom

Attention: XXXxX

If to the Institution:
Fakultni nemocnice Brno
Jihlavska 20
625 00 Brno
Czech Republic
Attention: Institution’s Director

If to the Investigator:
Fakultni nemocnice Brno
XXXXXX

Jihlavska 20

625 00 Brno

Czech Republic

Attention: XXXXXXXXX
If to the Sponsor:

Day One Biopharmaceuticals, Inc.
2000 Sierra Point Parkway, Suite 501
Brisbane, CA. 94005

Attention: XXXXXxX

Email: xxxxxx

Fakultni nemocnice Brno, XXxXxxxxx
DAY101-002

sluzbou zarucujici doruceni nasledujiciho dne, a to
pfijemcim uvedenym nize. Smluvni strany se
dohodly, ze zmény adres uvedenych niZze pro
pfijem oznameni dle tohoto ¢lanku mohou byt
sdéleny dopisem podepsanym piislusnou smluvni
stranou a nevyzaduji dodatek k této Smlouvé
podepsany vSemi smluvnimi stranami:

Pokud jsou ureny pro PRA:
ICON Clinical Research Czech Republic s.r.o.
C/O Pharm Research Associates (UK) Ltd
500 South Oak Way, Green Park
Reading, Berkshire, RG2 6AD
United Kingdom
K rukam: xxxxx

Pokud jsou urceny pro Zdravotnické zatizeni:
Fakultni nemocnice Brno
Jihlavska 20
625 00 Brno
Ceska republika
K rukam: feditele Zdravotnického zafizeni

Pokud jsou uréeny pro Zkousejiciho:
Fakultni nemocnice Brno
XXXXXXXX
Jihlavska 20
625 00 Brno
Ceska republika

K rukdm: XXXXXXXXXx

Pokud jsou uréeny pro Zadavatele:

Day One Biopharmaceuticals, Inc.
2000 Sierra Point Parkway, Suite 501
Brisbane, CA. 94005

K rukam: xxxxx

Email: xxxxxx
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18. USE OF NAMES.

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

19. INFORMATION TECHNOLOGY
SECURITY AND SYSTEMS

a) The Institution and Investigator shall
maintain IT and organizational security
measures sufficient to protect the personal
information, when in their possession and
whilst being transferred to PRA, Sponsor
or other third parties. The Institution and
Investigator shall ensure that all Study
Team members comply with the
obligations imposed upon them by
applicable 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) 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.

Fakultni nemocnice Brno, XXxXxxxxx
DAY101-002

18. UZIVANI NAZVU.

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

19. BEZPECNOST A SYSTEM
INFORMACNICH TECHNOLOGII.

a) Zdravotnické zatizeni a Zkousejici budou
spravovat informacni technologie a zajisti
organizacné bezpecnostni opatfeni
dostate¢na pro ochranu osobnich udaja,
ktera jsou v jeho vlastnictvi a zaroven jsou
postoupena PRA, Zadavateli nebo jinym
tfetim stranam. Zdravotnické zafizeni
zajisti, aby vichni &lenové Resitelského
tymu postupovali v souladu s povinnostmi,
které jsou uklddané platnymi zakony na
ochranu osobnich udaji a konkrétné s t€mi,
které se tykaji odstranéni osobnich
identifikatord  Subjektu hodnoceni z
jakékoliv externi komunikace mimo
Resitelské centrum, pokud to neni
nezbytné z bezpecnostnich diivodl, nebo
vyzadované zékonem.

b) Aplikace Mobilni zdravi (Mobile health -
mHealth), vpfipadé, Ze byly vyuZzity
vramci poskytovani sluzeb, musi byt
vsouladu splatnymi  elektronickymi
bezpe€nostnimi pozadavky, legislativou
souvisejici se zdravotnickymi prostfedky,
pokud je aplikovatelnd, a vSemi platnymi
zakony na ochranu osobnich udaja, tak aby
byla zajisténa bezpecnost viech ditvérnych
a osobnich informaci subjektd
predavanych timto zpasobem. Udaje
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¢)

Prior to the start of the Study the Sponsor
is, obliged to conduct and agree the
acceptance tests with the authorized
representative of the Institution’s Center of
Informatics, during which the access to all
requested systems, databases and web
pages will be verified, as well as the
uploading of the data files or the agreed
test files.

For safety reasons, the Institution only
supports the current version of the Java
application.

In the event that the Sponsor cannot meet
the Institution’s conditions for the use of
HW and SW, the Institution reserves the
right not to accept the Sponsor's
requirements not specified prior to the
signature of the Agreement, if the
additional and unsupported configurations
and settings will conflict with the security
policy of the Institution as a system
operator of the basic services according to
§ 2 point. 1) of Act No. 181/2014 Coll., on
cyber security in the healthcare sector. In
this case, the Sponsor shall, through PRA,
secure the Study solution using its own
resources (e.g. PC dedicated for this Study,
including Internet connectivity - STAND
ALONE).

20 . WAIVER: SEVERABILITY

No waiver of any term or condition of this

Agreem

ent 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.

Fakultni nemocnice Brno, XXxXxxxxx
DAY101-002

Studie obdrzené pies mobilni aplikace
musi byt bezpecné¢ ulozeny v souladu
s platnymi pravnimi piedpisy a nafizenimi.
¢) PRA je povinna pfed spusténim Studie
realizovat a odsouhlasit akceptacni testy, s
povéienym zastupcem Centra informatiky
Zdravotnického zafizeni, kde bude ovéien
proces  piihlaSeni se do  vSech
pozadovanych  systémti, databazi a
webovych stranek Zadavatele a fyzické
odzkouseni pfenosu dat, pfip. uploadu
dohodnutych testovacich soborti.

Z bezpecnostnich divodid Zdravotnické
zafizeni podporuje jen aktudlni verzi
aplikace Java.

V ptipadé, Ze nelze Zadavatelem splnit
podminky  provozu  Zdravotnického
zafizeni pro pouziti HW a SW, si
Zdravotnické zafizeni vyhrazuje pravo
nepiijmout splnéni pozadavkl Zadavatele
neuvedenych pied podpisem Smlouvy,
pokud dodatecné a  nepiedlozené
konfigurace a nastaveni budou v rozporu s
bezpec¢nostni  politikou Zdravotnického
zafizeni jako provozovatele informacnich
systémi zakladni sluzby dle § 2 pism. i)
zakona ¢. 181/2014 Sb., o kybernetické
bezpe€nosti v odvétvi zdravotnictvi. V
tomto pfipad¢ Zadavatel, prostiednictvim
PRA, zabezpeci fteSeni Studie pomoci
svych  vlastnich  prostfedkll  (napf.
dedikované PC pro tuto Studii, véetné
internetové  konektivity - STAND
ALONE).

20. VZDANI SE }’RAV, ODDELITELNOST
USTANOVENI.

Zadné prominuti splnéni né&kterych
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 pifipadé¢ Ze n€které podminky nebo
naleZitosti této Smlouvy se stanou neplatnymi,
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21. ENTIRE AGREEMENT: EXHIBITS;
COUNTERPARTS.

This Agreement, including the Exhibits
attached hereto, constitutes the full understanding
of the parties with respect to the subject matter
hereof and a complete and exclusive statement of
the terms of their agreement, and no terms,
conditions, understanding or agreement purporting
to amend, modify, vary or waive the terms of this
Agreement shall be binding unless made in writing
and signed by an authorised representative of each
party hereto. This Agreement and any amendment
hereto are executed in several counterparts, one for
each Party. 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, provided that the
English version shall be sufficiently consulted to
determine the genuine intention of the Parties with
respect to the discrepancy.

22, 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.

23. GOVERNING
RESOLUTION.

LAW: DISPUTE

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.

Fakultni nemocnice Brno, XXxXxxxxx
DAY101-002

nezakonnymi nebo nevynutitelnymi, potom
platnost, zakonnost a vynutitelnost zbyvajicich
podminek a nalezitosti obsazenych v této Smlouvé
nebude dotcena nebo timto naruSena.

UPLNOST SMLOUVY, PRILOHY,

VYHOTOVENI.

21.

Tato Smlouva, véetné piiloh, zaklada
uplnou dohodu smluvnich stran ohledné predmétu
Smlouvy a uplné vyjadieni podminek jejich
ujednani a zadné podminky, ujednani ani dohody,
o kterych se ma za to, Ze dopliiuji, méni, upravuji
nebo promijeji podminky této Smlouvy, nejsou
platné, ledaZe jsou v pisemné formé a podepsané
zmocnénymi zastupci smluvnich stran. Tato
Smlouva a veskeré jeji dodatky jsou uzavieny v
nekolika vyhotovenich, z nichz kazda Smluvni
strana obdrZi po jednom . Rozhodnym jazykem této
Smlouvy bude cesky jazyk. V ptipad¢€ jakéhokoli
rozporu mezi obéma jazykovymi verzemi je
rozhodujici Ceska verze za predpokladu, Ze v
pfipadé nesrovnalosti bude provedeno dostatecné
porovnani s anglickou verzi k urceni skutecného
zaméru Smluvnich stran.

TRVALE ZAVAZKY,
USTANOVENI.

22. PLATNOST

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

23. ROZHODNE PRAVO, RESENI SPORU.

a) Tato Smlouva i jakékoli mimosmluvni
povinnosti z ni nebo v souvislosti s ni
vyplyvajici se fidi a musi byt vykladany
v souladu s ¢eskym pravem.
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Fakultni nemocnice Brno, XXxXxxxxx
DAY101-002

b) Mutual rights and obligations of the parties

that are not expressly provided for in this b) Vzijemna prava a povinnosti stran
Agreement shall be governed by the civil vyslovné neupravené touto Smlouvou se
code. fidi ob¢anskym zakonikem.

Any and all disputes arising from this Agreement
shall be resolved by the courts of the Czech Veskeré¢ spory z této Smlouvy budou feSeny soudy
Republic. Ceské republiky.

SIGNATURES APPEAR ON FOLLOWING

PAGE PODPISY JSOU UVEDENY NA

NASLEDUJICI STRANE
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IN WITNESS WHEREOF, the parties have
caused this Agreement to be executed by their duly
authorised representatives on the date(s) indicated
below, but effective for all purposes as of the
Effective Date. /

ICON Clinical Research Czech Republic s.r.o.

By/Podepsal:

Fakultni nemocnice Brno, XXxXxxxxx
DAY101-002

A DUKAZ TOHO f4dn& zmocndni
zastupci smluvnich stran podepsali tuto Smlouvu
dne, jak je uvedeno dale, ale s ucinnosti pro
vSechny ucely k Datu ucinnosti.

Authorised Signature / podpis zmocnéného zastupce

Name/Jméno: : XXXXXX
Title/Funkce: xXXXxxx

Date/Datum:

FAKULTNI NEMOCNICE BRNO

By/Podepsal:

Authorised Signature/ podpis zmocnéného zastupce

Name/Jméno: MUDr. Ivo Rovny, MBA

Title/Funkce: Director / Reditel

Date/Datum:

XXXXX

By/Podepsal:

Name/Jméno: XXXXXXxXxX

Title/Funkce:

Date/Datum:

Principal Investigator / Hlavni zkousSejici
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EXHIBIT A / PRILOHA A

PAYMENT TERMS / PLATEBNi PODMINKY
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EXHIBIT B/ PRILOHA B
BUDGET / ROZPOCET
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EXHIBIT C / PRILOHA C

EQUIPMENT PROVIDED TO SITE / VYBAVENI POSKYTNUTE RESITELSKEMU CENTRU
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Fakultni nemocnice Brno, XXxXxxxxx
DAY101-002

EXHIBIT D

PRILOHA D

DATA PROCESSING AGREEMENT

SMLOUVA O ZPRACOVANI UDAJU

This data processing agreement, including any
annexes hereto, (together the "Data Processing
Agreement") is an integrated part of the
Agreement.

Tato smlouva o zpracovani udaji, vcetné
jakychkoli priloh k této smlouvé (spolecné dale jen
,,smlouva o zpracovani udaji‘) je nedilnou soucasti
smlouvy.

All defined terms within the Agreement shall have
the same meaning when used in this Data
Processing Agreement, unless explicitly defined
otherwise in this Data Processing Agreement.

Vsechny definované pojmy ve smlouvé maji stejny
vyznam, pokud jsou pouzity v této smlouvé
o zpracovani 0daji, pokud neni vyslovné
definovéno jinak v této smlouvé o zpracovani
udaja.

1 Scope of the data processing Agreement

1 Rozsah smlouvy o zpracovani udaju

1.1 The Institution acts as a data processor as
defined under article 4, 8) of the GDPR (“Data
Processor”) for the Sponsor who acts as data
controller as defined under article 4, 7) of the
GDPR (“Data Controller”), when the Institution
processes Personal Data for the Sponsor as set out
in Annex 1.

1.1 Zdravotnické  zafizeni jedna  jako
zpracovatel Udajl, jak je definovano v ¢lanku 4,
bod 8) GDPR (dale jen ,,zpracovatel udaju‘) pro
zadavatele, ktery jedna jako spravce udaja, jak je
definovano v ¢lanku 4, bod 7) GDPR (dale jen
,spravee udaji), kdyz Zdravotnické zafizeni
zpracovava osobni udaje pro zadavatele, jak je
stanoveno v piiloze 1.

2 Processing of Personal Data

2 Zpracovani osobnich udaju

2.1 Instructions: The Data Processor is
instructed to process the Personal Data for the term
of this Data Processing Agreement and only for the
purposes of providing the data processing tasks set
out in Annex 1. The Data Processor may not
process or use Personal Data for any purpose other
than a Data Subject’s medical records or other than
provided in the Agreement or instructions,
including with regard to transfers of personal data
to a third country or an international organization,
unless the Data Processor is required to do so
according to Union or Member State law. In that
case, the Data Processor shall inform the Data

2.1 Pokyny: Zpracovatel tdaji je poucen, aby
zpracovaval osobni udaje po dobu platnosti této
smlouvy o zpracovani udaji apouze pro ucely
poskytovani tkoli pii zpracovani tidaji uvedenych
v priloze 1. Zpracovatel udaji nesmi zpracovavat
ani pouzivat osobni uidaje pro zadny jiny ucel nez
1ékarské zaznamy subjektu tdaji nebo pro jiné
ucely, nez které jsou uvedeny ve smlouvé nebo
v pokynech, vcetné¢ prevodii osobnich udaji
do tieti zem¢ nebo mezinarodni organizace, pokud
to zpracovatel idaji nevyzaduje podle zakont Unie
nebo Clenského statu. V takovém pripadé
zpracovatel udaji pisemné informuje spravce udajii
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Fakultni nemocnice Brno, XXxXxxxxx
DAY101-002

Controller in writing of that legal requirement
before processing, unless that law prohibits such
information on important grounds of public
interest.

o tomto zdkonném pozadavku pred zpracovanim,
pokud takovy zadkon nezakazuje sdéleni takové
informace z dilezitych divodl vetejného zajmu.

2.2 Data Processor shall at all times maintain a
record of processing of Personal Data in
accordance with Applicable Law and if the Data
Processor considers an instruction from the Data
Controller to be in violation of the Applicable Law,
the Data Processor shall promptly inform the Data
Controller in writing about this.

2.2 Zpracovatel udaji bude vzdy uchovavat
zaznamy o zpracovani osobnich daji v souladu
s platnymi zakony, a pokud se zpracovatel udaju
domniva, Ze pokyn spravce udaji je v rozporu
s platnymi zékony, bude o tom zpracovatel udaju
neprodlené pisemn¢ informovat spravce udaju.

3 The Data Processor's obligations

3 Povinnosti zpracovatele udaji

3.1 The Data Processor must ensure that
persons authorized to process the Personal Data
have committed themselves to confidentiality or
are under an appropriate statutory obligation of
confidentiality. The Data Processor shall take full

3.1 Zpracovatel udaji musi zajistovat, aby se
osoby opravnéné zpracovavat osobni udaje
zavazaly k zachovéni diivérnosti nebo aby se na n¢
vztahovala  patficna zakonna  povinnost
mlcenlivosti. Zpracovatel tdaji pfevezme plnou

appropriate technical and organizational measures
to prevent that the Personal Data processed is:

responsibility in the event there is a breach of said | odpovédnost v ptfipadé, Ze dojde k porusSeni
confidentiality obligation. uvedeného zavazku ml¢enlivosti.
3.2 The Data Processor shall implement | 3.2 Zpracovatel udaji  zavede patficna

technicka a organiza¢ni opatfeni, aby zabranil
tomu, Ze zpracovavané osobni udaje budou:

the special data security requirements of Annex 1.

(1) accidentally or unlawfully destroyed, lost | (i) neumyslné nebo nezakonné zniCeny,
or altered, ztraceny nebo pozménény,

(i1) disclosed or made available without | (ii) zvefejnény nebo  zpfistupnény  bez
authorization, or opravnéni nebo

(iii) otherwise processed in violation of | (iii)  jinak zpracovany v rozporu s platnymi
Applicable Law. zakony.

33 The Data Processor must also comply with | 3.3 Zpracovatel udaji musi rovnéz spliovat

zvlastni pozadavky na zabezpeceni udaji uvedené
v priloze 1.

34 The appropriate technical and

34 Pfiméfena technickd a  organiza¢ni
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organizational security measures must be | bezpeCnostni opatfeni musi byt stanovena
determined with due regard for: s patfiénym ohledem na:
(1) the current state of the art, (1) soucasny stav techniky,
(i1) the cost of their implementation, and (i1) naklady na jejich provadéni a
(ii1) the nature, scope, context and purposes of | (iii) povahu, rozsah, kontext aucely

processing as well as the risk of varying likelihood
and severity for the rights and freedoms of natural
persons.

zpracovani, jakoz i riziko rizné pravdépodobnosti
a zavaznosti prav a svobod fyzickych osob.

3.5 The Data Processor shall upon request
provide the Data Controller with sufficient
information to enable the Data Controller to ensure
that the Data Processor's obligations under this
Data Processing Agreement are complied with,
including ensuring that the appropriate technical
and organizational security measures have been
implemented.

3.5 Zpracovatel tdaji na poZzadani poskytne
spravci udaji dostatené informace, které umozni
spravci udajii  zajistit dodrzovani povinnosti
zpracovatele udaji  podle této  smlouvy
o zpracovani udajt, vcetné¢ zajisténi zavedeni
patficnych technickych a organizacnich
bezpecnostnich opatieni.

3.6 The relationship of the Parties and the
nature of the Study outlined in the Agreement are
such that the Data Controller has no access to the
identity of the Study Participants. Therefore, the
Data Controller needs to rely on the Data Processor
in order to be able , by means of appropriate
technical and organizational measures, to fulfil the
obligation imposed to the Data Controller under
Applicable Laws. Data Processor shall therefore
respond to requests from Data Subjects in
accordance with Article 3.1.1 of the Agreement
pursuant to Applicable Laws (such as, the right of
access, the right to rectification, the right to erasure,
the right to restrict the processing, the right to data
portability and the right to object).

3.6 Vztah smluvnich stran apovaha studie
uvedené ve smlouve jsou takové, ze spravce udaju
nema piistup k totoZnosti i¢astniki studie. Proto se
spravce udaji musi spoléhat na zpracovatele udaju,
aby mohl prostfednictvim vhodnych technickych
a organizac¢nich opatifeni splnit povinnost uloZenou
spravci udaji podle platnych zakond. Zpracovatel
udaji proto bude reagovat na zadosti subjektl
udaji v souladu s ¢lankem 3.1.1 smlouvy podle
platnych zakont (napf. pravo na pristup, pravo
naopravu, pravo navymaz, pravo naomezeni
zpracovani, pravo na prenositelnost udajii a pravo
vznést namitku).

3.7 The Data Controller is entitled to appoint
at its own cost an independent expert, who shall
have access to the Data Processor's data processing
facilities and receive the necessary information for
the sole purpose of auditing whether the Data
Processor has complied with its obligations The
Data Processor may reasonably and in a justified
manner object to the appointment of this proposed
expert. The expert shall upon the Data Processor's
request sign a non-disclosure agreement provided

3.7 Spravce udaji je opravnén jmenovat
na vlastni naklady nezéavislého odbornika, ktery
bude mit pfistup k zafizenim zpracovatele tdaju
na zpracovani udaju a obdrzi nezbytné informace
pouze pro ucely auditu k ovéfeni, zda zpracovatel
udaji plni své povinnosti. Zpracovatel udaji smi
piiméfené a odiivodnéné vznést ndmitku proti
jmenovani tohoto navrhovaného odbornika.
Na zadost zpracovatele udaji musi odbornik
podepsat smlouvu o mléenlivosti poskytnutou
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by the Data Processor, and treat all information
obtained or received from the Data Processor
confidentially, and may only pass on, the findings
as described under clause 0 below to the Data
Controller.

zpracovatelem udaji a nakladat diveéme se vSemi
informacemi  ziskanymi  nebo  dodanymi
od zpracovatele udaji a smi ptedat spravci udaju
pouze zjisténi popsana v bod¢ 0 nize.

3.8 The Data Processor must give authorities
who by Union or Member State law have a right to
enter the Data Controller's or the Data Controller's
processors’ facilities, or representatives of the
authorities, access to the Data Processor's physical
facilities against proper proof of identity and
mandate, during normal business hours and upon
reasonable prior written notice.

3.8 Zpracovatel udaji  musi poskytnout
organim, které maji podle prava Unie nebo
¢lenského statu pravo vstoupit do zafizeni spravce
udaji nebo zpracovatele tdaji, nebo zastupctim
organt piistup do fyzickych prostor zpracovatele
udaji nazdkladé¢ tadného prukazu totoznosti
amandatu, ato béhem béZzné pracovni doby
a na zakladé pfiméfeného predchoziho pisemného
oznameni.

3.9 The Data Processor must without undue
delay, and where feasible within 72 hours, notify
the Data Controller in writing about:

3.9 Zpracovatel tdaji musi bez zbyte¢ného
odkladu, aje-li to proveditelné do 72 hodin,
pisemn¢ informovat spravce udaji o:

(1) any request for disclosure of Personal Data
processed under the Agreement by authorities,
unless expressly prohibited under Union or
Member State law,

(1) jakékoli Zadosti o zpfistupnéni osobnich
udaji zpracovavané organy podle této smlouvy,
pokud to neni vyslovné zakazano podle zakont
Unie nebo ¢lenského statu,

(i1) any finding of (a) breach of security that
results in accidental or unlawful destruction, loss,
alteration, unauthorized disclosure of, or access to,
Personal Data transmitted, stored or otherwise
processed by the Data Processor under the
Agreement (“Data Breach”), or (b) other failure to
comply with the Data Processor's obligations under
Clause 0, or

(i1) jakémkoli zjisténi (a) poruseni
zabezpeceni, které ma za nasledek nahodné nebo
protipravni zniCeni, ztratu, zménu, neopravnéné
zptistupnéni nebo pfistup k osobnim udajim
pfenaSenym, uloZzenym nebo jinak zpracovavanym
zpracovatelem udaji  podle této smlouvy
(,,poruseni zabezpeceni udaju“) nebo (b) jiné
nedodrzeni povinnosti zpracovatele udajii podle
¢lanku 0 nebo

(iii) any request for access to the Personal Data
(with the exception of medical records of the Study
Participants for which the Data Processor is
considered Data Controller) received directly from
the Data Subjects or from third parties.

(i)  jakékoli Zadosti o pfistup k osobnim
udajim (s vyjimkou lékaiskych zaznama ucastnikti
studie, unichZz je zpracovatel udaju povazovan
za spravce udajii) obdrzené piimo od subjektd
udaji nebo od tretich stran.

3.10  Such a notification from the Data
Processor to the Data Controller with regard to a
breach of security as meant in Clause 0(a) will
contain at least the following information:

3.10 Takové oznameni zpracovatele udaju
spravci udaju s ohledem na poruseni bezpecnosti,
jak je uvedeno v ¢lanku 0, bude obsahovat alespoi
nasledujici informace:
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(1) The nature of the Personal Data Breach, | (i) povahu poruseni zabezpeCeni osobnich

stating the categories and (by approximation) the
number of Data Subjects concerned, and stating the
categories and (by approximation) the number of
the personal data registers affected (datasets);

udajt s uvedenim kategorii a (pfibliznym) poctem
dotéenych subjektt udaji a s uvedenim kategorii
a (pfibliznym) poctem dotéenych registrti osobnich
udajt (datovych sad);

address the Personal Data Breach, including (where
appropriate) measures to mitigate any possible
adverse effects of such breach.

(i1) The likely consequences of the Personal | (ii) pravdépodobné dasledky poruseni
Data Breach; zabezpeceni osobnich udaju;
(iii) A proposal for measures to be taken to | (ili)  nadvrh opatfeni, ktera maji byt piijata

k feseni poruSeni zabezpeceni osobnich udaju,
véetné (v piipadé potieby) opatfeni ke zmirnéni
moznych nepfiznivych u¢inkl takového poruseni.

The Data Processor shall document (and shall keep
such documentation available for the Data
Controller) any Personal Data Breaches, including
the facts related to the Personal Data Breach, its
effects and the corrective measures taken. After
consulting with the Data Controller, the Data
Processor shall take any measures needed to limit
the (possible) adverse effects of Personal Data
Breaches (unless such consultation cannot be
awaited due to the nature of the Personal Data

Zpracovatel Udaji  zdokumentuje (a uchova
takovou dokumentaci k dispozici pro spravce
udaji) jakékoli poruSeni zabezpeCeni osobnich
udaji, vcetné skuteCnosti tykajicich se poruseni
zabezpeCeni osobnich udajid, jeho ucinkl a
prijatych napravnych opatieni. Po konzultaci
se spravcem udaji pfijme zpracovatel udaju
veskera opatfeni potfebna k omezeni (moznych)
nepfiznivych  uCinkdi  poruseni  zabezpeceni
osobnich udajii (pokud takové konzultace nelze

reasonably execute all actions required to handle
(a) responses to any breach of security as described
in 0 above and (b) any requests from Data Subjects
under Chapter III of the GDPR, including requests
for access, rectification, restriction of processing or
erasure. The Data Processor must also reasonably
implement the appropriate technical and
organizational measures to enable the Data
Controller to fulfil the Data Controller's obligation
to respond to such requests. Any reasonable
documented costs and expenses pre-approved in
writing by the Data Controller related to the above
will be reimbursed by the Data Controller to the
extent such costs and expenses are not related to
any requirements according to Applicable Law

Breach). ocekavat kvili povaze poruseni zabezpeceni
osobnich udaji).
3.11 The Data Processor must promptly and | 3.11  Zpracovatel udaji musi neprodlen¢

a prfiméfené provést vSechny kroky nezbytné
k vytizeni (a) odpovédi na jakékoli poruseni
zabezpeceni, jak je popsano v odstavci 0 vysSe a (b)
jakychkoli zadosti subjektti udajti podle kapitoly I11
GDPR, vcetn¢ zadosti o pfistup, opravu, omezeni
zpracovani nebo vymazani. Zpracovatel tudaju
musi rovnéz piiméfené zavést piislusna technicka
a organizacni opatfeni, aby spravci udajii umoznil
splnit povinnost spravce tdaji reagovat na takové
zadosti. Jakékoli pfiméfené dokumentované
naklady avydaje pfedem pisemné schvalené
spravcem udaji v souvislosti s vySe uvedenym
budou spravcem udaji proplaceny v rozsahu,
v jakém tyto naklady a vydaje nesouvisi s zadnymi
pozadavky podle platnych zakoni ulozenych
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imposed on the Data Processor or due to any breach
of this Schedule F or the Agreement by Data
Processor.

zpracovateli udaji nebo v dusledku jakéhokoli
poruseni tohoto dodatku F nebo smlouvy
zpracovatelem udaju.

3.12  The Data Processor must reasonably assist
the Data Controller with meeting the other
obligations that may be incumbent on the Data
Controller according to Union or Member State law
where the assistance of the Data Processor is
implied, and where the assistance of the Data
Processor is necessary for the Data Controller to
comply with its obligations. This includes, but is
not limited to, at the request to provide the Data
Controller with all necessary information about an
incident under Clause 0, and all necessary
information for an impact assessment in
accordance with Article 35 and Article 36 of the
GDPR. Any reasonable documented costs and
expenses pre-approved in writing by the Data
Controller related to the above will be reimbursed
by the Data Controller to the extent such expenses
are not related to any requirements according to
Applicable Law imposed on the Data Processor or
due to breach of this Schedule F or the Agreement
by Data Processor.

3.12  Zpracovatel Udaji musi spravci udaju
pfiméfené pomahat pifi plnéni dalSich povinnosti,
které muze spravce udaji mit podle prava Unie
nebo Clenského statu, kde se piedpokladd pomoc
zpracovatele udaji a kde je pomoc zpracovatele
udaji nezbytna k tomu, aby spravce udaja splnil
své povinnosti. To zahrnuje mimo jiné na zadost
poskytnout spravci Udaji  veskeré nezbytné
informace o incidentu podle ¢lanku 0 a veSkeré
nezbytné informace k posouzeni dopadu v souladu
s ¢lankem 35 a¢lankem 36 GDPR.  Jakékoli
pfiméfené dokumentované naklady a vydaje
predem pisemné schvalené spravcem tudaju
v souvislosti s vySe uvedenym budou spravcem
udaji proplaceny v rozsahu, v jakém tyto naklady
a vydaje nesouvisi szadnymi pozadavky podle
platnych zakonll uloZzenych zpracovateli Udaja
nebo v dusledku poruseni tohoto dodatku F nebo
smlouvy zpracovatelem tdaja.

4 SubProcessors

4 Dil¢i zpracovatelé

4.1 The Data Processor may only engage a
subprocessor, with prior specific or general written
consent from the Data Controller. At the time of
this Data Processing Agreement, the Data
Processor uses the subprocessor listed in Annex 2.
The Data Processor undertakes to inform the Data
Controller of any intended changes concerning the
addition or replacement of a subprocessor by
providing a reasonable prior written notice to the
Data Controller. The Data Controller may
reasonably and in a justified manner object to the
use of a subprocessor. The Data Processor must
inform the Data Controller in writing of the
discontinued use of a subprocessor.

4.1 Zpracovatel tdaji mtze najmout dil¢iho
zpracovatele pouze s predchozim konkrétnim nebo
obecnym pisemnym souhlasem spravce udaja.
V dob¢ platnosti této smlouvy o zpracovani tdajt
pouziva zpracovatel Udaji dil¢iho zpracovatele
uvedené v priloze 2. Zpracovatel idajt se zavazuje

informovat spravce udaju o jakychkoli
zamyslenych zménach tykajicich se pfidani nebo
nahrazeni dil¢iho zpracovatele poskytnutim

pfiméfeného predchoziho pisemného oznameni
spravci udaji. Spravce udaju mize pfiméfené a
odGvodnéné vznést namitku proti pouziti dil¢iho
zpracovatele. Zpracovatel udaji musi spravce
udaji pisemné informovat o ukonceni pouzivani
dil¢iho zpracovatele.

4.2 Prior to the engagement of a subprocessor,

4.2 Pred zapojenim dil¢itho zpracovatele
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the Data Processor shall conclude a written
agreement with the subprocessor, in which at least
the same data protection obligations as set out in
this Data Processing Agreement shall be imposed
on the subprocessor, including obligations to
implement appropriate technical and
organizational measures and to ensure that the
transfer of Personal Data is done in such a manner
that the processing will meet the requirements of
the Applicable Law.

uzavie zpracovatel udaji pisemnou dohodu
s dil¢im zpracovatelem, ve které budou alespon
stejné povinnosti tykajici se ochrany osobnich
udaji, jak jsou stanoveny Vv této smlouvé
o zpracovani udaj, ulozeny dil¢imu zpracovateli,
vCetné povinnosti zavést piislusna technicka
a organizacni opatfeni a zajistit, aby byl pienos
osobnich udajli provadén tak, aby zpracovani
splnovalo pozadavky platnych zakont.

43 The Data Controller has the right to receive
a copy of the relevant provisions of Data
Processor's agreement  with the subprocessor
related to data protection obligations. The Data
Processor shall remain fully liable to the Data
Controller for the performance of the subprocessor
obligations under this Data Processing Agreement.
The fact that the Data Controller has given consent
to the Data Processor's use of a subprocessor is
without prejudice for the Data Processor's duty to
comply with this Data Processing Agreement.

43 Spravce udaji mé& pravo obdrzet kopii
prislusnych ustanoveni dohody zpracovatele dajt
s dil¢im zpracovatelem daju tykajicich se
povinnosti v oblasti ochrany udajii. Zpracovatel
udaji zistava pln€¢ odpovédny spravei udaji
za plnéni povinnosti dil¢iho zpracovatele podle
této smlouvy o zpracovani udaji. Skutecnost, Ze
spravce udaju  udélil souhlas k tomu, aby
zpracovatel udaji pouzival dil¢iho zpracovatele,
nema vliv na povinnost zpracovatele tudaju
dodrzovat tuto smlouvu o zpracovani udaja.

5 Confidentiality

5 Diivérnost udaja

5.1 The Data Processor shall keep Personal
Data confidential.

5.1 Zpracovatel udaji  bude zachovavat

davérnost osobnich udaju.

52 The Data Processor shall not disclose the
Personal Data to third parties or take copies of
Personal Data unless strictly necessary for the
performance of the Data Processor's obligations
towards the Data Controller according to this Data
Processing Agreement, and on condition that
whoever Personal Data is disclosed to is under the
responsibility of a professional subject to the
obligation of professional secrecy under Union or
Member State law or rules established by national
competent bodies or by another person also subject
to an obligation of secrecy under Union or Member
State law or rules established by national
competent bodies.

5.2 Zpracovatel Udaji nezpiistupni osobni
udaje tfetim stranam ani nezhotovi kopie osobnich
udajt, pokud to neni nezbytné nutné pro plnéni
povinnosti zpracovatele udaji vuéi spravei udaju
v souladu s touto smlouvou o zpracovani udaja,
a za podminky, ze osoba, které jsou osobni tdaje
sdéleny, je povinna zachovavat profesni tajemstvi
podle prava Unie nebo c¢lenského statu nebo
pravidel stanovenych pfisluSnymi vnitrostatnimi
subjekty nebo jinou osobou, ktera rovnéz podléha
povinnosti mlcenlivosti podle prava Unie nebo
Clenského statu nebo pravidel stanovenych
prislusnymi vnitrostatnimi subjekty.

5.3 The Data Processor shall ensure that all
employees and any persons that it involves in the

53
zaméstnanci

Zpracovatel udaji zajisti, aby vSichni
avSechny osoby, které zapoji
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conduct of the Study comply with this Data
Processing Agreement.

do provadéni studie, dodrzovali tuto smlouvu
o0 zpracovani udaja.

5.4 The Data Processor shall limit the access to
Personal Data to all employees and any persons that
it involves in the conduct of the Study for whom
access to said data is necessary to fulfil the Data
Processor's  obligations towards the Data

5.4 Zpracovatel  udaji omezi  pfistup
k osobnim udajim navSechny zaméstnance
a vSechny osoby, které zapoji do provadéni studie
a jejichz pristup k t€émto udajim je nezbytny pro
plnéni povinnosti zpracovatele tdaji vici spravcei

provided by Applicable Law and regardless of
whether the cooperation of the parties has been
terminated.

Controller. udaja.
5.5 The obligations of the Data Processor | 5.5 Povinnosti  zpracovatele udaji  podle
under Clause 5 shall continue until such time as | ustanoveni 5  zlstanou v platnosti  do doby

stanovené platnymi zakony bez ohledu na to, zda
byla ukonéena spoluprace smluvnich stran.

6 Term and termination of the Data
Processing Agreement

6 Doba platnosti a ukonceni smlouvy
0 zpracovani udaja

6.1 Regardless of the expiry or termination, for
whatever reason, of the Agreement, this Data
Processing Agreement remains in force and
applicable as long as the Data Processor processes
the Personal Data for the Data Controller under the
Agreement.

6.1 Bez ohledu na vyprSeni platnosti nebo
ukonceni smlouvy z jakéhokoli divodu zistava
tato smlouva o zpracovani udaji v platnosti
a ucinnosti, dokud zpracovatel udajii zpracovava
osobni udaje spravce udaju podle této smlouvy.

6.2 In case of termination of the Agreement,
the Data Processor must provide the necessary
transition services to the Data Controller. The Data
Processor is obliged to reasonably assist Data
Controller at Data Controller’s expense.

6.2 V piipadé ukonCeni smlouvy musi
zpracovatel udaji poskytnout spravei udaji
nezbytné sluzby piechodu. Zpracovatel udaju je
povinen pfiméfené asistovat spravei udaju
na naklady spravce tdaja.

Data Processor shall have appropriate procedures
in place for the archiving of the Personal Data after
the end of the Study in accordance with Applicable
Law and at the end of the legally mandated
archiving period ensure the destruction of the
Personal Data and promptly inform Data Controller
of this same.

Zpracovatel udaji musi zavést vhodné postupy pro
archivaci osobnich udaji po ukonéeni studie
v souladu s platnymi zakony a na konci zdkonem
nafizeného obdobi archivace zajisti zniceni
osobnich udaji aneprodlené otom informuje
spravce udaju.

6.3 If the Data Processor is required based on
Union or Member State law to retain all or part of

6.3 Je-li zpracovatel udaji na zakladé¢ prava
Unie nebo c¢lenského statu povinen uchovavat
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the Personal Data for a longer period than is
possible based on the period mentioned in the Data
Processing Agreement, the Data Processor shall
immediately communicate this to the Data
Controller, stating the basis, term and scope of such
obligation. Once compliance with the obligation is
no longer impeded by Union or Member State law,
the Data Processor shall as yet erase the data in
accordance with the provisions in the Data
Processing Agreement.

vSechny osobni udaje nebo jejich cast po delsi
dobu, nez je mozné, na zaklad¢ obdobi uvedeného
ve smlouvé o zpracovani udajd, zpracovatel udaji
o tom neprodlené informuje spravce udaji a uvede
zaklad, termin arozsah této povinnosti. Jakmile
neni splnéni povinnosti jiZz znemoznéno pravem
Unie nebo c¢lenského statu, zpracovatel udaju
potom vymaze udaje v souladu sustanovenimi
smlouvy o zpracovani tdaju.

Annexes:

Prilohy:

Annex 1: Instructions

Ptiloha 1: Pokyny

Annex 2: Subprocessors

Ptiloha 2: Dil¢i zpracovatelé

Annex 3 : EU Commission’s Standard Contractual
Clauses for the transfer of Personal Data to third
countries

Ptiloha 3: Standardni smluvni dolozky Evropské
komise pro predavani osobnich udajii do tietich
zemi

Annex 1 — Instructions

Priloha 1 — Pokyny

This Annex 1 constitutes the Data Controller's
instruction to the Data Processor in connection with
the Data Processor's Personal Data processing for
the Data Controller, and is an integrated part of the
Data Processing Agreement.

Tato ptiloha 1 pfedstavuje pokyny spravce udaji
zpracovateli udaji v souvislosti se zpracovanim
osobnich udaji zpracovatelem udajii pro spravce
udaji  aje integrovanou soucasti smlouvy
0 zpracovani udaju.

Contact details of the Data Controller (including its
Data Protection Officer, if applicable):
XXXXXX

Kontaktni udaje spravce udaji (véetné jeho
povéience pro ochranu osobnich udaju, je-li to
relevantni):

XXXXXXX

Contact details of the Data Processor (including its
Data Protection Officer, if applicable):

Fakultni nemocnice Brno, Jihlavska 20, 625 00
Brno, Ceska republika, xxxx — e mail: XXXxXxx

Kontaktni udaje zpracovatele udaji (v€etné jeho
povéience pro ochranu osobnich udaju, je-li to
relevantni):

Fakultni nemocnice Brno, Jihlavska 20, 625 00
Brno, Ceska republika, xxxxx — ¢ mail: XXXXXxx
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The processing of Personal Data

Zpracovani osobnich udajii

mandatory safety monitoring— as specifically
described in the Protocol.

a) Purpose and nature of the processing | a) Ugel a povaha zpracovani

operations

- Performance of Clinical Study services | - Provadéni sluzeb v ramci klinické studie
under the Agreement and for the purpose of | podle smlouvy apro ucely povinného

bezpecnostniho sledovani — jak je konkrétné
popsano v protokolu.

Completion of data in the CRF system

- Dokonceni udajti v systému CRF.

- [to be completed on a case-by-case basis]

- [vyplni se ptipad od pripadu]

I. Transfer of Personal Data to a third country: YES

1. Pfenos osobnich udaji do tfeti zemé: ANO

II. If YES to 1., transfer outside the EU: YES

II. Pokud ANO na L. otazku, pfeved’te mimo EU:
ANO

II. If YES to IL., please complete Annex 3.

1. Pokud ANO nall. otazku, vyplite prosim
Ptilohu 3.

b) Categories of Data Subjects

b) Kategorie subjektt udaji

L Former, current or future persons and/or
patients who voluntarily enrolled in the Study,
and/or their relatives, and/or

L Byvalé, soucasné nebo budouci osoby
a/nebo pacienti, kteti byli dobrovolné¢ zafazeni
do studie, a/nebo jejich ptibuzni a/nebo

IL. [...]

L. [...]

c)

Categories of Personal Data

c)

Kategorie osobnich udaji

Re b) I: Date of birth and/or age, initials, personal
identification number assigned to Data Subjects
participating in the Study, description of
characteristics of physical features of the body,
medical condition, medical images and scans (such
as X-ray and study results), drugs and other

Re b) I: Datum narozeni a/nebo vé&k, inicialy,
osobni identifikacni Cislo ptidélené subjektim
udaji Gcastnicim se studie, popis charakteristik
fyzickych vlastnosti téla, zdravotniho stavu,
l1ékatskych snimkt a naskenovanych snimki (jako
jsou rentgenové snimky a vysledky studie), 1éka
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treatments administered during the Study a jinych léceb podavanych béhem studie
Reb) II: [...]. Reb) II: [...].
d) Special categories of Personal Data d) Zvlastni kategorie osobnich udajt

Re b) I: Health information including past medical
history, medical condition and its development
during the Study, medical test information (such as
blood samples results from scans and biopsies)
generated during the Study, treatment administered
in the course of the Study, data revealing racial or
ethnic origin, genetic data and/or social security
number

Re b) I: Zdravotni informace, véetné¢ anamnézy,
zdravotniho stavu ajeho vyvoje béhem studie,
informace o zdravotnich testech (jako jsou
vysledky krevnich vzorkli ze skenii a biopsii)
vytvofenych béhem studie, 1é¢ba podavana
v prub¢hu studie, udaje odhalujici rasovy nebo
etnicky puvod, genetick¢é udaje a/nebo Cislo
socialniho pojisténi.

e) [Insert address, city and country of all
locations where the processing will be performed. ]
Day One Biopharmaceuticals, Inc

Adresa: 2000 Sierra Point Parkway, Suite 501,
Brisbane, CA. 94005, U.S.A

e) [Vlozte adresu, mésto a zemi v§ech lokalit,
kde bude probihat zpracovani. |
Day One Biopharmaceuticals, Inc

Adresa: 2000 Sierra Point Parkway, Suite 501,
Brisbane, CA. 94005, U.S.A

Processor. It is a condition that other agreed
documents, legislation or industry standards laying
down requirements of the processing of Personal
Data in connection with Study/ /mandatory safety
monitoring are complied with as well.

f) Specific security requirements f) Konkrétni pozadavky na zabezpeceni
The following requirements reflect the minimum | Nasledujici  pozadavky  uvadéji  minimalni
data processing requirements expected of the Data | pozadavky na zpracovani udajui  ocekavané

od zpracovatele udaji. Je podminkou, aby byly
dodrzovany i dalsi dohodnuté dokumenty,
legislativa nebo oborové normy stanovujici
pozadavky na zpracovani osobnich tudaji v
souvislosti se studii / povinnym bezpecnostnim
sledovéanim.

1. The Personal Data may only be used for the
Study and/or mandatory safety monitoring.

1. Osobni tdaje se mohou pouZit pouze pro
ucely studie a/nebo povinného bezpecnostniho
sledovani.

2. The collection, registration and other
processing of Personal Data must be legally
authorized under Applicable Law, or applicable
policies issued of the supervisory authorities.

2. Shromazd’ovani, registrace a dalsi
zpracovani osobnich udaji musi byt pravné
schvaleno platnymi zakony nebo prislusnymi
zasadami vydanymi dozorovymi tfady.
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3. Any person who takes part in the | 3. Kazda osoba, ktera se ucastni zpracovani

processing of Personal Data must be familiar with
these requirements.

osobnich udajii, se musi stémito pozadavky
obeznamit.

4. Premises used for the storage and other
processing of Personal Data must be arranged in
such a way as to prevent unauthorized access.

4. Prostory pouzivané pro uchovavani a dalsi
zpracovani osobnich udaji musi mit takové
uspofadani, aby se zabranilo neopravnénému
piistupu.

5. Appropriate security measures must be
implemented to protect data against accidental or
unlawful destruction, loss or impairment.
Furthermore, it must be ensured that no incorrect or
misleading Personal Data is processed. Incorrect or
misleading data, or data processed in contravention
of the above Applicable Law, policy of the
supervisory authority or these requirements, shall
be rectified or erased.

5. Musi se =zavést vhodna bezpecnostni
opatfeni na ochranu tdaji pfed ndhodnym nebo
nezakonnym znicenim, ztratou nebo poskozenim.
Dale se musi zajistit, Ze nebudou zpracovavany
zadné nespravné nebo zavadéjici osobni udaje.
Nespravné nebo zavadéjici udaje nebo udaje
zpracované v rozporu s vySe uvedenymi platnymi
zakony, zasadami dozorového tfadu nebo témito
pozadavky budou opraveny nebo vymazany.

6. Personal Data may not be stored in a way
that makes it possible to identify the Data Subjects
for longer than is necessary for the achievement of
the Study and/or mandatory safety monitoring.

6. Osobni 1udaje se nesmi uchovavat
zplsobem, ktery umoznuje identifikovat subjekty
udaji déle, nez je nezbytné k provedeni studie
a/nebo povinného bezpec¢nostniho sledovani.

7. The publication of results from clinical
studies must take place in such a way that it is
impossible to identify individual persons.

7. Zvetejnéni  vysledki klinickych studii
musi probihat tak, aby nebylo mozné identifikovat
jednotlivé osoby.

8. It is a condition that other legislation laying
down requirements of the processing of Personal
Data in connection with Study and/or mandatory
safety monitoring is complied with.

8. Podminkou je, Ze se budou dodrzovat i
dalsi dohodnuté dokumenty, legislativa nebo
oborové normy stanovujici pozadavky na
zpracovani osobnich daji v souvislosti se studii /
povinnym bezpecnostnim sledovanim.

Electronic data

Elektronické udaje

9. Identification data must be encrypted or
replaced by a code number or similar.
Alternatively, all data stored can be encrypted.
Encryption keys, code keys, etc. must be stored
securely and separately from the Personal Data.
This also applies to Personal Data that is stored on
portable devices such as laptop PCs, tablets, etc.

9. Identifika¢ni Gdaje se musi Sifrovat nebo
nahradit kodovym ¢islem nebo podobnym kodem.
Pfipadné se mohou Sifrovat vSechna ulozena data.
Sifrovaci kli¢e, kodové kliGe atd. musi byt ulozeny
bezpetné a odd€lené od osobnich udaju. To plati
také pro osobni udaje, které jsou uloZeny na
prenosnych zafizenich, jako jsou notebooky,
tablety atd.

10. Data may only be accessed by using a
unique user name and a confidential password. The
password must be renewed at least once a year and

10. K udajim Ize piistupovat pouze pomoci
jedinecného uzivatelského jména a davérného
hesla. Heslo musi byt obnovovano nejméné jednou
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when otherwise necessary in order to ensure the
secure processing of the data.

rocné, a kdykoli je to nezbytné, aby se zajistilo
bezpecné zpracovani udajl.

11. On the transfer of Personal Data via the internet
or other external networks, the necessary security
measures must be taken to ensure that the Personal
Data does not come to the knowledge of any
unauthorized persons. This includes that
encryption is required if sensitive Personal Data is
transferred via the internet (or other open
networks), and security of authenticity (identities
of transmitter and recipient) and integrity (the
authenticity of the transmitted Personal Data) must
be appropriately ensured by the use of suitable
security measures. On using internal networks, it
must be ensured that no unauthorized persons can
gain access to the data.

11. Pfi pfenosu osobnich udaji prostfednictvim
internetu nebo jinych externich siti musi byt piijata
nezbytna bezpe€nostni opatieni, aby se zajistilo, ze
se osobni tudaje nedostanou k Zadnym
neopravnénym osobam. To znamena, Ze se
Sifrovani vyZaduje, pokud jsou citlivé osobni tidaje
prenaseny pies internet (nebo jiné oteviené sit¢) a
bezpecnost (identity vysilace a piijemce) a integrita
(pravdivost pfenasenych osobnich idaji) se musi
fadné zajistit pouzitim vhodnych bezpec¢nostnich
opatieni. Pfi pouzivani internich siti se musi byt
zajistit, ze k udajim nebudou mit piistup zadné
neopravnéné osoby.

12. Removable storage media, safety copies of
Personal Data, etc. must be stored securely and
under lock and key, so that unauthorized access is
prevented.

12. Vymeénitelna pamétova média, bezpecnostni
kopie osobnich udaji atd. musi byt bezpecné
uchovavany a uzamc¢eny zamkem a klicem, aby se
zabranilo neopravnénému piistupu.

Manual ("paper'") data

Manualni (,,papirové*) udaje

13. Manual material, including print-outs, error and
control lists, etc. with Personal Data, must be stored
securely under lock and key, and in such a way as
to prevent unauthorized access.

13. Manualni material, v¢etn¢ vytiskl, chybovych
a kontrolnich seznamii atd. s osobnimi tdaji, se
musi bezpecné uchovavat uzaméeny zamkem a
klicem a tak, aby se zabranilo neopravnénému
pristupu.

Biobank and biological material

Biobanka a biologicky material

14. Samples with biological material and biological
material in biobanks must be stored securely under
lock and key so as to prevent unauthorized access,
and in such a way as to ensure that the material is
not lost, impaired, or accidentally or illegally
destroyed.

14. Vzorky s biologickym materialem a biologicky
material v biobance se musi bezpetné uchovavat
uzamcené zamkem a kli¢em, aby se zabranilo
neopravnénému pfistupu a aby se zajistilo, ze
material nebude ztracen, naru$en nebo nahodné ¢i
nezakonn¢ znicen.

15. Biological material collected for the purpose of
the Study and marked with a civil registration
number or name must be stored subject to special
safety requirements.

15. Biologicky materidl shromazdény pro ucely
studie a ozna¢eny obCanskym registratnim Cislem
nebo ndzvem se musi uchovavat v souladu se
zvlastnimi bezpecnostnimi pozadavky.

16. Internal guidelines must be laid down within
the Data Processor’s organization regarding the
project for the storage of biological material.

16. Organizace zpracovatele udaji musi mit
stanoveny interni pokyny tykajici se projektu
skladovani biologického materialu.

Revised July 2018/Revize Cervenec 2018

Page/Strana 50 of/z 73



PRAHEALTHSCIENCE

4]

Confidential

Czech Republic/ Institution & Investigator Clinical Trial Agreement/

Fakultni nemocnice Brno, XXxXxxxxx
DAY101-002

Information to be given to the Study Participant
/ Data Subject

Informace poskytované ucastnikovi studie /
subjektu udajia

17. Where the Personal Data is obtained from the
Study Participant/ Data Subject (via interviews,
questionnaires, clinical or para-clinical
examination, treatment, observation, etc.), more
detailed information concerning the clinical
Study/testing/safety =~ monitoring  shall  be
distributed/forwarded to the Data Subject in
accordance with Article 13 of the GDPR. The
Study Participant must, via the privacy notice or via
the informed consent form (as applicable) as
drafted by the Data Controller and as approved by
the relevant ethics committee and /or relevant
authorities, be informed of the name of the Data
Controller and of the name of the Data Processor
with clear indication that the Data Processor shall
act as the first point of contact with the Study
Participant in connection to the processing of the
Personal Data and/or with the exercise of rights
granted to Data Subjects under the GDPR, the
purpose of the trial/testing/safety monitoring, the
fact that it is voluntary to participate in the
trial/testing, the identity of any recipients of
Personal Data, and the purpose of the disclosure of
Personal Data, as well as any further information
which is necessary for the Study Participant / Data
Subject to be able to safeguard his/her interests.
The Data Subject has been informed about the right
of access to the Personal data that is processed
concerning the person in question.

17. Pokud se osobni udaje ziskaji od ucastnika
studie / subjektu idaja (prosttednictvim rozhovort,
dotaznikti, klinického nebo  paraklinického
vySetfeni, 1éCby, pozorovani atd.), budou
podrobné;jsi informace tykajici se klinické studie /
testovani / bezpecnostni sledovani distribuovany /
preposlany subjektu udaju v souladu s ¢lankem 13
GDPR. Utastnik studie musi: prostfednictvim
oznameni o ochran¢ osobnich 1daji nebo
prostfednictvim formulare informovaného
souhlasu (podle potifeby) tak, jak je navrzen
spravcem udaji a schvélen pfislusSnymi etickymi
komisemi a/nebo prisluSnymi Gfady, byt
informovan o jménu spravce Udaji a o jménu
zpracovatele Udaji s jasnym oznacenim, Ze
zpracovatel udaji bude jednat jako prvni kontaktni
osoba s ucastnikem studie v souvislosti se
zpracovanim osobnich udaji a/nebo pii vykonu
prav udélenych subjektim udaji podle GDPR,
sucelem klinického hodnoceni / testovani /
bezpe¢nostniho sledovani, skuteCnosti, Ze ucast
v klinickém hodnoceni/testovani je dobrovolna,
totoznosti piijemct osobnich udaji a ucelem
zvetejnéni osobnich Udaji, a také dalSimi
informacemi, které jsou nezbytné pro ucastnika
studie / subjekt udajt, aby mohl chranit jeho z&jmy.
Subjekt udaju byl informovan o pravu na pfistup k
osobnim udajim, které jsou o dané osobé
zpracovavany.

Disclosure

Zverejnéni

18. Disclosure/issue of Personal Data to other
parties may take place to the extent that this is
legally authorized under Applicable Law.

18. Zvetejnéni / zptistupnéni osobnich tdaji jinym
stranam miiZze prob&hnout v rozsahu, v jakém je to
pravné povoleno platnymi zakony.

On the conclusion of the project

Zavérem projektu

19. At the latest on the conclusion of the
Study/testing/safety monitoring the Personal Data
(including biological material) shall be erased,
made anonymous, or destroyed, unless Union or
Member State law requires continued storage of the
Personal Data. The Data Processor shall be allowed

19. Nejpozdéji po ukonceni studie / testovani /
bezpecnostniho sledovani budou osobni udaje
(v€etn¢ biologického materidlu) vymazany,
anonymizovany nebo zni¢eny, pokud zakony Unie
nebo clenského statu nevyzaduji dal§i uchovavani
osobnich udaju. Zpracovatel tidaji bude opravnén
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to store the medical records as defined by local law.
It must not subsequently be possible to identify
individuals  participating in the clinical
Study/testing/safety monitoring. The deletion of
Personal Data must be properly documented.

uchovavat zdravotni zdznamy v souladu s mistnimi
zakony. . Nasledn€ nesmi byt mozné identifikovat
osoby ucastnici se klinické studie / testovani /
bezpecnostniho sledovani. Vymazani osobnich
udaji se musi fadné zdokumentovat.

20. Alternatively, the Personal Data may be
transferred for further storage in archives according
to the Data Controller’s instructions. Any costs
related to such transfer and further storage of
Personal Data shall be borne by the Data
Controller.

20. Osobni tdaje mohou byt piipadné pienaSeny
pro dalsi uchovavani do archivii podle pokynt
spravce udaju. Veskeré naklady spojené s takovym
pfenosem a dal$im uchovavanim osobnich tdajt
nese spravce udaju.

21. Erasure of Personal Data from electronic media
shall take place in such a manner that it is
impossible to recover the Personal Data and such
erasure must be properly documented.

21. Vymaz osobnich tdaju z elektronickych médii
se provede tak, aby nebylo mozné osobni daje
obnovit, atento vymaz se musi fadné
zdokumentovat.

Annex 2 — Subprocessors

Priloha 2 — Dil¢i zpracovatelé

The Data Controller agrees that the Data Processor
— subject to compliance with Clause 4 of the Data
Processing Agreement — engages the parties listed
below as subprocessors.

Spravce udajt souhlasi s tim, Ze zpracovatel udajt
— vsouladu s dolozkou 4 smlouvy o zpracovani
udaji — zapoji niZze uvedené strany jako diléi
zpracovatele.

‘None’

,Zadny*

Annex 3 - EU Commission's Standard
Contractual Clauses for the transfer of Personal
Data to third countries (Module 4)

Piiloha 3 - Standardni smluvni dolozky
Evropské komise pro predavani osobnich udaji
do tiretich zemi (Modul 4)

ANNEX

PRILOHA

STANDARD CONTRACTUAL CLAUSES

STANDARDNI SMLUVNI DOLOZKY

SECTION 1

ODDIL I

Clause 1

DoloZka 1

Purpose and scope

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

(a) Uelem téchto standardnich smluvnich
dolozek je zajistit dodrzovani pozadavki
uvedenych v nafizeni Evropského
parlamentu a Rady (EU) 2016/679 ze dne
27. dubna 2016 o ochrané¢ fyzickych osob
v souvislosti  se zpracovanim osobnich
udaji a o volném pohybu téchto udaji
(obecné nafizeni o ochrang tdaji) (1),
pokud jde o pfedavani osobnich udaji
do tieti zemé.

(b) The Parties:

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

(i1) the entity/ies in a third country receiving
the personal data from the data exporter,
directly or indirectly via another entity also
Party to these Clauses, as listed in Annex
I.A (hereinafter each ‘data importer’

(h) Strany:

(i) fyzicka nebo pravnicka osoba ¢i osoby,
organ Ci organy vetejné moci, agentura ¢i
agentury nebo jiny subjekt ¢i jiné subjekty

(dale jen ,subjekt® ¢i ,subjekty®)
pfedavajici  osobni tdaje, uvedené
v piiloze I.A (dale jen ,,vyvozce udaju‘),
a

(ii) subjekt ¢i subjekty vetieti zemi,
piijimajici  pfimo  nebo  nepfimo

prostfednictvim jiného subjektu, jenz je
rovnéz stranou téchto dolozek, osobni
udaje  od vyvozce udaji, uvedené
v priloze I.A (dale jen ,,dovozce udaju‘),

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

se dohodly natéchto standardnich smluvnich
dolozkach (dale jen ,,dolozky*).

a) These Clauses apply with respect to the transfer
of personal data as specified in Annex [.B.

(c) Tyto dolozky se pouziji s ohledem
na predavani osobnich Udaji podle pfilohy
L.B.

b) The Appendix to these Clauses containing the | (d) Dodatek k témto dolozkam  obsahujici
Annexes referred to therein forms an integral prilohy, nané¢z se vtéchto dolozkach
part of these Clauses. odkazuje, tvofi nedilnou soucast téchto

dolozek.

Clause 2 Dolozka 2

(a) These Clauses set out appropriate safeguards,
including enforceable data subject rights and
effective  legal remedies, pursuant to
Article 46(1) and Article 46(2)(c) of Regulation
(EU) 2016/679 and, with respect to data
transfers from controllers to processors and/or
processors to processors, standard contractual
clauses pursuant to Article 28(7) of Regulation
(EU) 2016/679, provided they are not modified,

(a) Tyto dolozky stanovi vhodné zaruky, vcetné
vymahatelnych prav subjektu udaji a G¢inné
pravni ochrany, podle ¢l. 46 odst. 1 acl. 46
odst. 2 pism.c) nafizeni (EU) 2016/679
a s ohledem na pfedavani udaji od spravcu
zpracovatelim  a/mebo  od zpracovateli
zpracovatelim, standardni smluvni dolozky
podle ¢l. 28 odst. 7 natizeni (EU) 2016/679,
pokud nebudou zménény, s vyjimkou vybéru
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except to select the appropriate Module(s) or to
add or update information in the Appendix.
This does not prevent the Parties from including
the standard contractual clauses laid down in
these Clauses in a wider contract and/or to add
other clauses or additional safeguards, provided
that they do not contradict, directly or
indirectly, these Clauses or prejudice the
fundamental rights or freedoms of data subjects.

vhodného modulu (vhodnych moduld) nebo
za Ucelem pridani nebo aktualizace informaci
v dodatku. To smluvnim strandm nebrani
vtom, aby zahrnuly standardni smluvni
dolozky stanovené v téchto dolozkach do Sirsi
smlouvy a/nebo ptidaly dal$i dolozky nebo
dodate¢né zaruky, pokud nebudou pfimo nebo
nepiimo v rozporu s témito dolozkami nebo
nebudou dotena zakladni prava nebo
svobody subjektl idaju.

(b) These Clauses are without prejudice to
obligations to which the data exporter is subject

by virtue of Regulation (EU) 2016/679.

Témito dolozkami nejsou dotéeny povinnosti,
které se vztahuji na vyvozce udajii na zakladeé
natizeni (EU) 2016/679.

(b)

Clause 3

DoloZka 3

Third-party beneficiaries

Piijemci tieti strany

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

(a) Subjekty udaji se mohou jako opravnéné tieti
strany ve vztahu k vyvozci a/nebo dovozci
udajt dovolavat téchto dolozek a vymabhat je,
a to s nasledujicimi vyjimkami:

(b)

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

(i) Clause 8 — Module One: Clause 8.5 (e) and
Clause 8.9(b); Module Two: Clause 8.1(b),
8.9(a), (¢), (d) and (e); Module Three: Clause
8.1(a), (¢) and (d) and Clause 8.9(a), (¢), (d), (e),
(f) and (g); Module Four: Clause 8.1 (b) and
Clause 8.3(b);

(ii1) Clause 9 — Module Two: Clause 9(a), (¢), (d)
and (e); Module Three: Clause 9(a), (¢), (d) and
(e

(iv) Clause 12 — Module One: Clause 12(a) and (d);
Modules Two and Three: Clause 12(a), (d) and
(;

(v) Clause 13;

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

(vii)  Clause 16(e);

(viii)  Clause 18 — Modules One, Two and Three:
Clause 18(a) and (b); Module Four: Clause 18.

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

(i1) dolozka 8 — modul jedna: dolozka 8.5(¢) a
dolozka 8.9(b); modul dvé: dolozka 8.1(b),
8.9(a), (¢), (d) a (e); modul tii: dolozka 8.1(a),
(c)a(d) a dolozka 8.9(a), (¢), (d), (e), (f) a (g);
modul ¢tyti: dolozka 8.1(b) a dolozka 8.3(b);

(iii) dolozka 9 — modul dva: dolozka 9(a), (c), (d)
a (e); modul tfi: dolozka 9(a), (¢), (d) a (e);

(iv)dolozka 12 — modul jedna: dolozka 12(a)
a (d); moduly dva a tfi: dolozka 12(a), (d)
a (f);

(v) dolozka 13;

(vi) dolozka 15.1 pism. ¢), d) a e);

(vii)  dolozka 16(e);

(viii) dolozka 18 — modul jedna, dva a tfi:
dolozka 18(a) a (b); modul ¢tyfi: dolozka 18.

(b) Paragraph (a) is without prejudice to rights of
data subjects under Regulation (EU) 2016/679.

(b) Pismenem (a) nejsou dotcena prava subjekt
udaju podle natfizeni (EU) 2016/679.

Clause 4

Dolozka 4

Revised July 2018/Revize Cervenec 2018

Page/Strana 54 of/z 73



PREAHEALTHSCIENCES

Confidential Czech Republic/ Institution & Investigator Clinical Trial Agreement/
Fakultni nemocnice Brno, XXxXxxxxx
DAY101-002

Interpretation Interpretace

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

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

(c) These Clauses shall not be interpreted in a way
that conflicts with rights and obligations
provided for in Regulation (EU) 2016/679.

(a) Pokud tyto dolozky pouZzivaji pojmy, které
jsou vymezeny v nafizeni (EU) 2016/679,

maji tyto pojmy stejny vyznam jako
v uvedeném nafizeni.

(b) Tyto dolozky je tieba Ccist a vykladat
s ohledem naustanoveni nafizeni (EU)
2016/679.

(c) Tyto dolozky nebudou vykladany zadnym
zplisobem, ktery by byl v rozporu s pravy
a povinnostmi stanovenymi v nafizeni (EU)

2016/679.

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

Clause 5 DoloZka 5
Hierarchy Hierarchie
In the event of a contradiction between these | V piipadé rozporu mezi témito dolozkami

a ustanovenimi  souvisejicich  dohod mezi
stranami, které existovaly v dob¢ sjednani téchto
dolozek, nebo které byly uzavieny az po jejich
sjednani, maji tyto dolozky ptednost.

categories of personal data that are transferred and
the purpose(s) for which they are transferred, are
specified in Annex [.B.

Clause 6 DoloZka 6
Description of the transfer(s) Popis predavani
The details of the transfer(s), and in particular the | Podrobnosti tykajici se pieddvani, zejména

kategorie osobnich udaju, které jsou predavany,
a ucel nebo ucely, pro které jsou predavany, jsou
uvedeny v ptiloze I.B.

Clause 7 — Optional

Dolozka 7 — Volitelné

Docking clause

Dolozka o dokovani

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

Once it has completed the Appendix and signed
Annex LA, the acceding entity shall become a
Party to these Clauses and have the rights and
obligations of a data exporter or data importer
in accordance with its designation in Annex L A.
The acceding entity shall have no rights or
obligations arising under these Clauses from the
period prior to becoming a Party.

(b)

(c)

(a) Subjekt, ktery neni stranou téchto dolozek,
muze se souhlasem stran k témto dolozkam
kdykoli pfistoupit, bud’ jako vyvozce udajd,
nebo jako dovozce udaji, ato vyplnénim
dodatku a podepsanim ptilohy LA.

Poté, co pristupujici subjekt vyplni dodatek
a podepise prilohu LA, stane se stranou téchto
dolozek ama prava apovinnosti vyvozce
udaji nebo dovozce tidaji v souladu se svym
urcenim v piiloze [.A.

Pristupujici subjekt nemad zadn4 prava ani
povinnosti na zaklad¢ té€chto dolozek plynouci
z obdobi pied tim, nez se stal stranou.

(b)

(©)

SECTION II - OBLIGATIONS OF THE |ODDILII - ZAVAZKY SMLUVNICH
PARTIES STRAN
Clause 8 DoloZka 8

Data protection safeguards

Zaruky ochrany udaji

The data exporter warrants that it has used

Vyvozce udaji zaruCuje, ze vynalozil pfiméfené
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reasonable efforts to determine that the data
importer is able, through the implementation of
appropriate technical and organisational measures,
to satisfy its obligations under these Clauses.

usili, aby mohl stanovit, zda je dovozce udaji
schopen — zavedenim vhodnych technickych
a organizacnich opatfeni — plnit své povinnosti
podle téchto dolozek.

(b)

(c)

(d)

data only on documented instructions from the
data importer acting as its controller.

The data exporter shall immediately inform the
data importer if it is unable to follow those
instructions, including if such instructions
infringe Regulation (EU) 2016/679 or other
Union or Member State data protection law.
The data importer shall refrain from any action
that would prevent the data exporter from
fulfilling its obligations under Regulation (EU)
2016/679, including in the context of sub-
processing or as regards cooperation with
competent supervisory authorities.

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

MODULE FOUR: Transfer processor to | MODUL CTYRI: Pienos od zpracovatele
controller spravci

8.1 Instructions 8.1 Pokyny

(a) The data exporter shall process the personal | (a) Vyvozce udaji bude zpracovavat osobni tidaje

(b)

(c)

(d)

pouze nazdkladé dolozenych pokyna
od dovozce udajt, ktery piasobi jako jeho
spravce.

Vyvozce 0daji neprodlené informuje dovozce
udaji, pokud neni schopen tyto pokyny
dodrzovat, véetné ptipadu, kdy tyto pokyny
poruSuji nafizeni (EU) 2016/679 nebo jiny
pravni predpis o ochrané udaji Evropské unie
nebo ¢lenského statu.

Dovozce udaju se zdrzi vesSkerych krokd,
které by vyvozci udaji branily v plnéni jeho
povinnosti podle natizeni (EU) 2016/679,
véetné  povinnosti v kontextu  dil¢iho
zpracovani nebo spoluprace s prislusnymi
dozorovymi urady.

Po skonceni poskytovani sluzeb zpracovani
vyvozce udaju podle volby dovozce tdaji
bud vymaze vSechny osobni udaje
zpracovavané jménem dovozce udaji
a potvrdi dovozci udaji, ze tak ucinil, nebo
dovozci udaji vrati vSechny osobni udaje
zpracovavané jeho jménem  a odstrani
existujici kopie.

8.2 Security of processing

8.2

Zabezpeceni zpracovani

(a)

The Parties shall implement appropriate
technical and organisational measures to ensure
the security of the data, including during
transmission, and protection against a breach of
security leading to accidental or unlawful
destruction, loss, alteration, unauthorised
disclosure or access (hereinafter ‘personal data
breach’). In assessing the appropriate level of
security, they shall take due account of the state
of the art, the costs of implementation, the
nature of the personal data (7), the nature, scope,
context and purpose(s) of processing and the
risks involved in the processing for the data
subjects, and in particular consider having
recourse to encryption or pseudonymisation,

(a)

Smluvni strany pfijmou vhodna technicka
a organizacni opatfeni k zajisténi zabezpeceni
udaji, véetné béhem pienosu a ochrany pied
porusenim zabezpecCeni vedoucim
k ndhodnému nebo protipravnimu zniceni,
ztraté, zméné nebo  neopravnénému
poskytnuti nebo zpfistupnéni (dale jen
,poruSeni zabezpeceni osobnich udaja*). Pii
posuzovani vhodné Uurovné zabezpeceni
nalezit¢ zohledni soucasny stav techniky,
naklady na implementaci, povahu osobnich
udaji (7), povahu, rozsah, kontext a ucel(y)
zpracovani arizika spojena se zpracovanim
pro subjekty udaji a zejména zvazi moznosti
vyuziti Sifrovani nebo pseudonymizace, a to
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(b)

(c)

including during transmission, where the
purpose of processing can be fulfilled in that
manner.

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

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

(b)

(c)

ibéhem pienosu, kdy lze timto zplsobem
splnit ucel zpracovani.

Vyvozce udaji poskytne dovozci tudajl
soucinnost pii zajisténi vhodného zabezpecéeni
udaji v souladu s odstavcem (a). V ptipadé
poruSeni  zabezpeCeni osobnich  udajl
tykajiciho se osobnich tdaji zpracovavanych
vyvozcem udaji podle téchto smluvnich
dolozek vyvozce tudaji bez zbytecného
odkladu informuje dovozce tidajl poté, co se
o ném dozvi, a pomuze dovozci udaju pii
feSeni tohoto poruseni.

Dovozce udaju zajisti, aby se jeho
zaméstnanci adal§i osoby  opravnéné
zpracovavat  osobni  udaje = zavazali

k zachovani divérnosti nebo aby se nané
vztahovala zakonna povinnost ml¢enlivosti.

8.3 Documentation and compliance

8.3

Dokumentace a plnéni povinnosti

(a)
(b)

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

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

(a)
(b)

Smluvni strany musi byt schopny prokazat
plnéni svych povinnosti podle téchto dolozek.
Vyvozce udaji zpfistupni dovozci udaji
veskeré informace nezbytné k prokazani
dodrzovani jeho povinnosti podle téchto
smluvnich doloZek a umozni audity a prisp&je
k nim.

Clause 9 DoloZka 9

Use of sub-processors Pouziti dil¢ich zpracovateli
Clause 10 Dolozka 10

Data subject rights Prava subjektu udaji

MODULE FOUR: Transfer

processor to
controller

MODUL CTYRI: Pienos

od zpracovatele
spravci

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

Smluvni strany si budou vzijemné pomdhat pfi
odpovidani na dotazy a zadosti subjektti udaju
podle mistnich pravnich ptedpisi platnych pro
dovozce tudaji nebo pii
vyvozcem udaji v EU podle nafizeni (EU)

zpracovani udaji

a transparent and easily accessible format,
through individual notice or on its website, of a
contact point authorised to handle complaints.
It shall deal promptly with any complaints it
receives from a data subject

2016/679.
Clause 11 DoloZka 11
Redress Naprava
(a) The data importer shall inform data subjects in | (a) Dovozce Udaji transparentné ave snadno

pristupném formatu informuje subjekty tidaju
prostfednictvim  individualniho  oznameni
nebo nasvych internetovych strankach
o kontaktnim mist¢ opravnéném vyfizovat
stiznosti. Takové misto neprodlené vyfidi
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jakékoli stiznosti, které od subjektu udaji
prijme.

[OPTION: The data importer agrees that data
subjects may also lodge a complaint with an
independent dispute resolution body ('') at no
cost to the data subject. It shall inform the data
subjects, in the manner set out in paragraph (a),
of such redress mechanism and that they are not
required to use it, or follow a particular

MOZNOST: Dovozce udaji souhlasi stim, Ze
subjekty tidajii mohou rovnéz bezplatné podat
stiznost unezavislého organu pro feseni
sporti (''). O tomto mechanismu napravy
a o tom, Ze subjekty udaji nejsou povinny jej
vyuzivat nebo postupovat podle konkrétniho
postupu pii hledani napravy, dovozce udaji

sequence in seeking redress. ] informuje  subjekty udaji  zplsobem
uvedenym v pismenu (a).]
Clause 12 DoloZka 12
Liability Odpovédnost
MODULE FOUR: Transfer processor to | MODUL CTYRI: Pienos od zpracovatele
controller spravci

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

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

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

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

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

(b)

(c)

(d)

(e)

(a) Kazda strana je vaci druhé stran¢/ ostatnim
stranam odpovédna za jakoukoli Gjmu, kterou
druhé strané / ostatnim stranam pii poruseni
téchto dolozek zptisobi.

Kazda strana je odpovédna vuci subjektu
udaji a subjekt idaji ma narok na nahradu
jakékoli hmotné nebo nehmotné Gjmy, kterou
strana zpisobi subjektu idaji porusenim prav
naleZejicich opravnéné tieti strané na zaklade
téchto  dolozek. Tim neni  dotCena
odpovédnost vyvozce Udaji podle nafizeni
(EU) 2016/679.

Pokud je za 4jmu zplsobenou subjektu udaji
v disledku  poruseni  téchto  dolozek
odpovédna vice nez jedna strana, nesou
spole¢nou a nerozdilnou odpovédnost
vSechny odpovédné strany a subjekt udaji je
opravnén proti kterékoli z té€chto stran podat
Zalobu u soudu.

Smluvni strany se dohodly, Ze pokud je jedna
ze smluvnich ~ stran  odpovédnd  podle
pismene (¢), je opravnéna pozadovat od druhé
smluvni strany/ ostatnich smluvnich stran
zpét cast nahrady Gjmy odpovidajici jeji

(b)

(c)

(d)

liability. odpovédnosti za Gjmu.

(e¢) Dovozce tdaji se nemtze dovolavat jednani
zpracovatele nebo dil¢iho zpracovatele, aby se
vyhnul své vlastni odpovédnosti.

Clause 13 DoloZka 13
Supervision Dohled
SECTION 1III - LOCAL LAWS AND | ODDIL III — MiSTNI PRAVNI PREDPISY
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OBLIGATIONS IN CASE OF ACCESS BY
PUBLIC AUTHORITIES

A POVINNOSTI V PRIPADE PRISTUPU
ORGANU VEREJNE MOCI

Clause 14

DoloZka 14

Local laws and practices affecting compliance

with the Clauses

Mistni pravni predpisy a postupy majici dopad

na dodrzovani dolozek

MODULE FOUR: Transfer

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

MODUL CTYRI:

Pienos od zpracovatele
spravci (pokud zpracovatel v EU kombinuje
osobni udaje ziskané od spravce ze treti zemé
s osobnimi udaji shromazdenymi
zpracovatelem v EU)

(a)

(b)

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

The Parties declare that in providing the
warranty in paragraph (a), they have taken due
account in particular of the following elements:

(a)

(b)

Strany zarucuji, ze nemaji divod se domnivat,
ze pravni predpisy a postupy ve tieti zemi
ureni, které se vztahuji na zpracovani
osobnich udaji dovozcem tudaji, vcetné
jakychkoli pozadavkii  na zpfistupnéni
osobnich udajii nebo opatfeni, kterymi se
povoluje piistup organtim vefejné moci, brani
dovozci udaju pii plnéni svych povinnosti
podle téchto dolozek. To je zaloZzeno
na predpokladu, Ze pravni predpisy a postupy,
které respektuji podstatu zakladnich prav

asvobod  anepfekrauji to, co je
v demokratické spolecnosti nezbytné
apfiméfené k zajisténi  jednoho  zcili

uvedenych v ¢l.23 odst. 1 natizeni (EU)

2016/679, nejsou  vrozporu s témito
dolozkami.

Smluvni strany prohlasuji, Ze pfi poskytovani
zaruky uvedené v pismenu(a) nalezité

zohlednily zejména nasledujici prvky:

(i)

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

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

(i1) pravni predpisy a postupy tfeti zem¢ urceni —

(iii) veskeré pfislusné smluvni, technické nebo

konkrétni okolnosti pifedani, vcetné délky
zpracovatelského fetézce, poctu zapojenych
subjektti a pouzitych kanalt pro pfenos tdajd,
zamyslené dalsi predani, druh piijemce, ucely
zpracovani, kategorie a format piedavanych
osobnich udajl, hospodatské odvétvi, v némz
se predavani uskuteCtiuje, misto, kde se
pfedané udaje uchovavaji;

véetn€ téch, které vyzaduji zptistupnéni daji
organtiim vefejné moci nebo povoluji pristup
téchto organi — relevantni s ohledem
na konkrétni  okolnosti  predani, jakoz
i pouzitelnd omezeni a zaruky ('?);

organizani zaruky zavedené za ucelem
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(iiij)any relevant contractual, technical or doplnéni zaruk podle téchto dolozek, véetné

organisational safeguards put in place to
supplement the safeguards under these Clauses,
including measures applied during transmission
and to the processing of the personal data in the
country of destination.

opatfeni uplatiiovanych béhem pfedani
a zpracovani osobnich dajii v zemi urceni.

(c)

(d)

(e)

¢

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

The Parties agree to document the assessment
under paragraph (b) and make it available to the
competent supervisory authority on request.
The data importer agrees to notify the data
exporter promptly if, after having agreed to
these Clauses and for the duration of the
contract, it has reason to believe that it is or has
become subject to laws or practices not in line
with the requirements under paragraph (a),
including following a change in the laws of the
third country or a measure (such as a disclosure
request) indicating an application of such laws
in practice that is not in line with the
requirements in paragraph (a). [For Module
Three: The data exporter shall forward the
notification to the controller.]

Following a notification pursuant to paragraph
(e), or if the data exporter otherwise has reason
to believe that the data importer can no longer
fulfil its obligations under these Clauses, the
data exporter shall promptly identify
appropriate measures (e.g. technical or
organisational measures to ensure security and
confidentiality) to be adopted by the data
exporter and/or data importer to address the
situation [for Module Three:, if appropriate in
consultation with the controller]. The data
exporter shall suspend the data transfer if it
considers that no appropriate safeguards for
such transfer can be ensured, or if instructed by
[for Module Three: the controller or] the
competent supervisory authority to do so. In
this case, the data exporter shall be entitled to

(©)

(d)

(e)

®

Dovozce udaji zarucuje, ze pii provadéni
posouzeni podle pismene (b) vynalozil
maximalni usili, aby poskytl vyvozci udaji
relevantni informace, a souhlasi s tim, Ze bude
pri zajistovani dodrzovéani téchto dolozek
s vyvozcem Udaju i nadale spolupracovat.
Strany souhlasi, Ze posouzeni podle
pismene (b) zdokumentuji  a na pozadani
zptistupni ptislusnému dozorovému ufadu.
Dovozce udaju souhlasi s tim, Ze neprodlené
uvédomi vyvozce udaji, pokud ma
po vyjadfeni souhlasu s témito ustanovenimi
a po dobu trvani smlouvy diivod se domnivat,
7e se na n¢j vztahuji, nebo se zacaly vztahovat
pravni predpisy nebo postupy, které nejsou
v souladu s pozadavky podle pismene (a), a to
i po zméné v pravnich predpisech tfeti zemé
nebo opatfeni (jako je naptiklad Zadost
o poskytnuti udaji), jez svédCi otom, Ze
uplatiiovani téchto pravnich predpisti v praxi
neni vsouladu spozadavky uvedenymi
v pismeni (a). [Pro modul tfi: Vyvozce udaji
pieda oznameni spravci.]

Po oznameni podle pismene (a), nebo pokud
ma vyvozce udajii jinak divod se domnivat,
ze dovozce Udaji jiz nemuze plnit své
povinnosti  na zakladé téchto dolozek,
vyvozce udaji neprodlené¢ urci vhodna
opatfeni (napf. technicka nebo organiza¢ni
opatieni k zaji$téni bezpe¢nosti a divérnosti),
kterd ma pfijmout vyvozce udaji a/nebo
dovozce udaja k feseni situace [pro modul tii:
pokud je to vhodné na zakladé konzultace
se spravcem]. Vyvozce Udaji pozastavi
predavani udajii, pokud se domniva, Zze pro
toto predavani nemohou byt zajistény zadné
vhodné zaruky, nebo pokud mu da pokyn [pro
modul tfi: spravce nebo] ptislusny dozorovy
ufad. V tomto piipadé je vyvozce udaji
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terminate the contract, insofar as it concerns the
processing of personal data under these
Clauses. If the contract involves more than two
Parties, the data exporter may exercise this right
to termination only with respect to the relevant
Party, unless the Parties have agreed otherwise.
Where the contract is terminated pursuant to
this Clause, Clause 16(d) and (e) shall apply.

opravnén vypovedét smlouvu, pokud jde
o zpracovani osobnich 1daji podle téchto
dolozek. Jestlize smlouva zahrnuje vice nez
dvé smluvni strany, mize vyvozce udaju toto
pravo na vypovézeni uplatnit pouze ve vztahu
k ptislusné strané, pokud se strany nedohodly
jinak. Jestlize je smlouva vypovézena podle
této dolozky, pouzije se dolozka 16(d) a (e).

Clause 15

DoloZka 15

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

Povinnosti dovozce udaji v pripadé piistupu
organi veiejné moci

MODULE FOUR: Transfer processor to
controller (where the EU processor combines
the personal data received from the third
country-controller with personal data collected
by the processor in the EU)

MODUL CTYRI: Pfenos od zpracovatele
spravci (pokud zpracovatel v EU kombinuje
osobni udaje ziskané od spravce ze treti zemé
s osobnimi udaji shromazdenymi
zpracovatelem v EU)

15.1 Notification

15.1 Oznameni

(a) The data importer agrees to notify the data
exporter and, where possible, the data subject
promptly (if necessary with the help of the data
exporter) if it:

(a) Dovozce tdaji souhlasi s tim, ze neprodlené
uvédomi vyvozce udaju, aje-li to mozné,
subjekt udaji (v pfipadé potieby s pomoci
vyvozce udajl), pokud:

(i) receives a legally binding request from a public
authority, including judicial authorities, under
the laws of the country of destination for the
disclosure of personal data transferred pursuant
to these Clauses; such notification shall include
information about the personal data requested,
the requesting authority, the legal basis for the
request and the response provided; or
(i) becomes aware of any direct access by public
authorities to personal data transferred pursuant
to these Clauses in accordance with the laws of
the country of destination; such notification
shall include all information available to the
importer.

(i) nazéklad¢ pravnich predpisi zem¢ urceni
obdrzi pravné zavaznou zadost od organu
vefejné moci, véetné soudnich organt,
o zptistupnéni osobnich udaji pfedanych
podle téchto dolozek; takové oznameni
obsahuje informace o pozadovanych osobnich
udajich, dozadujicim orgénu, pravnim
zakladu zadosti a poskytnuté odpovédi, nebo
se dozvi o jakémkoli pfimém pfistupu organt
vefejné moci k osobnim udajim predavanym
podle téchto dolozek v souladu s pravnimi
predpisy zem¢ urceni; takové oznameni
obsahuje vSechny informace dostupné
dovozci.

(i)

[For Module Three: The data exporter shall forward
the notification to the controller.]

[Pro modul tfi: Vyvozce Udaji pfeda oznameni
spravci.]

(b) If the data importer is prohibited from notifying
the data exporter and/or the data subject under
the laws of the country of destination, the data
importer agrees to use its best efforts to obtain
a waiver of the prohibition, with a view to
communicating as much information as

(b) Pokud je podle pravnich predpisti zem¢ urceni
dovozci 0daji zakazano informovat vyvozce
udaji a/nebo subjekt tdajl, souhlasi dovozce
udaju s tim, ze za ucelem co nejrychlejsiho
sdéleni co nejvétsiho mnozstvi informaci
vynalozi maximalni usili, aby od tohoto
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possible, as soon as possible. The data importer zakazu bylo upusténo. Dovozce udaji

(c)

(d)

(e)

agrees to document its best efforts in order to be
able to demonstrate them on request of the data
exporter.

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

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

Paragraphs (a) to (¢) are without prejudice to
the obligation of the data importer pursuant to
Clause 14(e) and Clause 16 to inform the data
exporter promptly where it is unable to comply
with these Clauses.

(©)

(d)

(e)

souhlasi, ze zdokumentuje své maximalni
usili, aby je mohl na Zadost vyvozce tdaji
prokazat.

Je-li to povoleno pravnimi predpisy zemé
urceni, dovozce udaji souhlasi, ze bude
poskytovat vyvozci udaji v pravidelnych
intervalech podobu trvani smlouvy co
nejrelevantnéjsi informace o pfijatych
zaddostech (zejména informace o poctu
zadosti, druhu  pozadovanych  udajd,
dozadujicim organu nebo organech, zda byly
tyto zadosti napadeny a vysledek takového
napadeni atd.). [Pro modul tfi: Vyvozce Gdaji
preda informace spravci. ]

Dovozce udaji souhlasi stim, ze po dobu
trvani smlouvy bude informace podle
pismene (a) az (c¢) uchovavat a na vyzadani je
poskytne pfislusnému dozorovému uradu.
Pismeny (a) az (c¢) neni dotéena povinnost
dovozce udaju podle dolozek 14(e) al6
neprodlené informovat vyvozce udaji, pokud
neni schopen tyto dolozky dodrzovat.

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

15.2 Review of legality and data minimisation | 15.2 Prezkum zdkonnosti a minimalizace
udaju

(a) The data importer agrees to review the legality | (a) Dovozce udaju souhlasi s tim, ze prezkouma

of the request for disclosure, in particular zakonnost  zadosti o poskytnuti  udajd,

zejména zda nepiekrodila meze pravomoci
udélenych dozadujicimu organu vefejné moci,
aze zadost napadne, pokud po peclivém
posouzeni dojde kzavéru, zZe existuji
opodstatnéné divody se domnivat, Zze Zadost
je podle pravnich predpisi zemé urceni,
platnych zavazkt podle mezinarodniho prava
a zasad mezinarodni zdvorfilosti protipravni.
Dovozce tidajt za stejnych podminek vyuziva
moznosti odvoldni. Pfi napadeni zadosti
dovozce udaji piijme predbézna opatieni
s cilem pozastavit ucinky zadosti, dokud
pfislusny soudni organ nerozhodne o jeji
opodstatnénosti. Nezpfistupni pozadované
osobni udaje, dokud mu takova povinnost
nebude stanovena nazdkladé platnych
procesnich pravidel. Témito pozadavky
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(b)

(c)

requirements are without prejudice to the
obligations of the data importer under Clause
14(e).

The data importer agrees to document its legal
assessment and any challenge to the request for
disclosure and, to the extent permissible under
the laws of the country of destination, make the
documentation available to the data exporter. It
shall also make it available to the competent
supervisory authority on request. [For Module
Three: The data exporter shall make the
assessment available to the controller. ]

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

(b)

(c)

nejsou dotceny povinnosti dovozce udaji
podle dolozky 14(e).

Dovozce tdaji souhlasi, ze zdokumentuje své
pravni posouzeni i jakékoli napadeni zadosti
o poskytnuti udaji a vrozsahu povoleném
pravnimi piedpisy zemé urceni zpiistupni
dokumentaci vyvozci udaji. Na pozadani ji
rovnéz zpiistupni pfislusnému dozorovému
ufadu. [Pro modul tfi: Vyvozce tudaji
zptistupni posouzeni spravci.]

Dovozce 1Udaji  souhlasi s poskytnutim
minimalniho pfipustného mnozstvi informaci
pii odpovédi na zadost o zpfistupnéni, ato
na zakladé pfiméteného vykladu zadosti.

SECTION IV — FINAL PROVISIONS

ODDIL IV - ZAVERECNA USTANOVENI

Clause 16

Dolozka 16

Non-compliance

with the Clauses and

termination

NedodrZeni doloZek a vypovézeni

(a)

(a)

(b)

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

In the event that the data importer is in breach
of these Clauses or unable to comply with these
Clauses, the data exporter shall suspend the
transfer of personal data to the data importer
until compliance is again ensured or the
contract is terminated. This is without prejudice
to Clause 14(f).

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

(a)

(b)

(c)

Dovozce tdaji neprodlené informuje vyvozce
udaji, pokud neni zjakéhokoli divodu
schopen tyto dolozky dodrzet.

Pokud dovozce udaji porusi tyto dolozky
nebo neni schopen tyto dolozky dodrzet,
vyvozce udaji pozastavi predavani osobnich
udaji dovozci udaji, dokud neni dodrZovani
op¢t zajisténo nebo smlouva vypovézena. Tim
neni dotéena dolozka 14(f).

Vyvozce udaji je opravnén vypovedét
smlouvu  vrozsahu, vnémz se jedna
o zpracovani osobnich 1daji podle téchto
dolozek, pokud:

(i)

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

the data importer is in substantial or persistent
breach of these Clauses; or

(iii) the data importer fails to comply with a binding

decision of a competent court or supervisory
authority regarding its obligations under these
Clauses.

(i)

(iii) dovozce udajii nedodrzi zavazné rozhodnuti

vyvozce udaji pozastavil predavani osobnich
udaji  dovozci 1udaji  podle pism. (b)
a dodrZovani téchto dolozek neni v pfimétené
Ihaté a v kazdém pripadé do jednoho mésice
od pozastaveni obnoveno;

dovozce udaju tyto dolozky podstatné nebo
trvale porusuje nebo

ptislusného soudu nebo dozorového uradu
tykajiciho se jeho povinnosti podle téchto
dolozek.
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In these cases, it shall inform the competent

supervisory authority [for Module Three: and
the controller] of such non-compliance. Where
the contract involves more than two Parties, the
data exporter may exercise this right to
termination only with respect to the relevant
Party, unless the Parties have agreed otherwise.

V takovych pfipadech o nedodrzeni informuje

prislusny dozorovy ufad [pro modul tii: a
spravce]. Pokud smlouva zahrnuje vice nez
dvé smluvni strany, muze vyvozce udaju toto
pravo na vypoveézeni uplatnit pouze ve vztahu
k ptislusné strané, pokud se strany nedohodly
jinak.

(c)

(d)

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

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

(d) [Pro moduly jedna, dva a tfi: Osobni udaje,

(e)

které byly predany pied vypovézenim
smlouvy podle pismene (¢) musi byt podle
volby vyvozce udaji neprodlené vraceny
vyvozci udaji nebo vymazany v celém
rozsahu. To samé se uplatni ve vztahu
k veskerym kopiim udajit]. [pro modul Ctyfti:
Osobni udaje shromazdéné vyvozcem udaji
v EU, které byly pfedany pied ukoncenim
smlouvy podle odstavce c), budou okamzité
vymazany v celém rozsahu, vcetné jakékoli
jejich kopie.] Dovozce udaju potvrdi vyvozci
udaji, ze byly udaje vymazany. Dokud nejsou
udaje vymazany nebo vraceny, dovozce tidaji
nadale zajistuje soulad s témito dolozkami.
V ptipadé, ze se na dovozce Udaji vztahuji
mistni pravni pfedpisy, kter¢ mu zakazuji
pfedané osobni udaje vratit nebo vymazat,
dovozce udajii zaruCuje, ze bude inadale
zajistovat dodrzovani téchto dolozek a bude
udaje zpracovavat pouze v takovém rozsahu
atak dlouho, jak to uvedené mistni pravo
vyZzaduje.

Kterakoli ze stran mize odvolat sviij souhlas
stim, Ze bude vazana témito dolozkami,
pokud 1) Evropska komise ptijme rozhodnuti
podle ¢l. 45 odst. 3 nafizeni (EU) 2016/679
tykajici se pfedavani osobnich udajt, na které
se tyto dolozky vztahuji, nebo ii) se nafizeni
(EU) 2016/679 stane soucasti pravniho ramce
zemé, do které jsou osobni udaje predavany.
Tim nejsou doteny dal§i povinnosti
vztahujici se na dotCené zpracovani podle
natizeni (EU) 2016/679.

Clause 17

DoloZka 17

Governing law

Rozhodné pravo

MODULE FOUR: Transfer

processor to
controller

MODUL CTYRI:

Pienos od zpracovatele

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

Tyto dolozky se idi pravem zemé, ktera povoluje
prava opravnéné tieti strany. Smluvni strany
se dohodly, Ze timto pravem bude pravo
Ceské republiky.

Clause 18

Dolozka 18

Choice of forum and jurisdiction

Volba soudu a piislu§nost

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

Veskeré spory vyplyvajici z téchto dolozek budou
feSeny soudy v Ceské republice.

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

(") Pokud je vyvozcem udajii zpracovatel, na néjz
se vztahuje nafizeni (EU) 2016/679 a ktery
jedna jménem organu nebo subjektu Unie jako
spravce, spoléhani se natyto dolozky pii
zapojeni  jiného zpracovatele (dil¢i
zpracovani), na kterého se nafizeni (EU)
2016/679 nevztahuje, rovnéz zajistuje soulad
sCl.29  odst.4  natizeni  Evropského
parlamentu a Rady (EU) 2018/1725 ze dne
23.1ijna 2018 o ochran¢ fyzickych osob
v souvislosti se zpracovanim osobnich tdaju
organy, institucemi a jinymi subjekty Unie,
a o volném pohybu téchto udajii a o zruSeni
natfizeni (ES) ¢.45/2001  arozhodnuti
1247/2002/ES  (Ut. vést. L 295 ze dne
21.11.2018, s.39), vrozsahu, v némz jsou
tyto dolozky a povinnosti tykajici se ochrany
udaji  stanovené ve smlouvé nebo jiném
pravnim aktu mezi spravcem a zpracovatelem
podle ¢l. 29 odst. 3 natizeni (EU) 2018/1725
sladény. To bude zejména piipad, kdy se
spravce a zpracovatel spoléhaji na standardni
smluvni dolozky obsazené v rozhodnuti
2021/915.

(*) This requires rendering the data anonymous in
such a way that the individual is no longer
identifiable by anyone, in line with recital 26 of
Regulation (EU) 2016/679, and that this process
is irreversible.

() To vyzaduje anonymizaci udaji takovym
zptisobem, aby jiz nikdo nemohl byt nikym
identifikovatelny, v souladu s 26. bodem
odtvodnéni natizeni (EU) 2016/679, a aby byl

tento proces nevratny.

(°) The Agreement on the European Economic
Area (EEA Agreement) provides for the
extension of the European Union’s internal
market to the three EEA States Iceland,
Liechtenstein and Norway. The Union data
protection legislation, including Regulation
(EU) 2016/679, is covered by the EEA
Agreement and has been incorporated into
Annex XI thereto. Therefore, any disclosure by

(*) Dohoda o Evropském hospodafském prostoru
(Dohoda o EHP) stanovi rozsifeni vnitiniho
trhu Evropské unie o tii staty EHP, a to Island,
Lichtenstejnsko a Norsko. Dohoda o EHP
zahrnuje pravni ptedpisy Unie o ochrané
udaji, véetné natizeni (EU) 2016/679, které
jsou zaclenény do prilohy XI uvedené
dohody. Jakékoli zptistupnéni dovozcem
udaju treti strané se sidlem v EHP se proto pro
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the data importer to a third party located in the
EEA does not qualify as an onward transfer for
the purpose of these Clauses.

ucely téchto dolozek nepovazuje za dalsi
predavani.

() The Agreement on the European Economic

Area (EEA Agreement) provides for the
extension of the European Union’s internal
market to the three EEA States Iceland,
Liechtenstein and Norway. The Union data
protection legislation, including Regulation
(EU) 2016/679, is covered by the EEA
Agreement and has been incorporated into
Annex XI thereto. Therefore, any disclosure by
the data importer to a third party located in the
EEA does not qualify as an onward transfer for
the purpose of these Clauses.

(*) Dohoda o Evropském hospodaiském prostoru

(Dohoda o EHP) stanovi rozsifeni vnitiniho
trhu Evropské unie o tfi staty EHP, a to Island,
Lichtenstejnsko a Norsko. Dohoda o EHP
zahrnuje pravni predpisy Unie o ochrané
udaji, véetné natizeni (EU) 2016/679, které
jsou zaclenény do prilohy XI  uvedené
dohody. Jakékoli zpiistupnéni dovozcem
udaju treti strané se sidlem v EHP se proto pro
ucely téchto dolozek nepovazuje za dalsi
predavani.

(%) See Article 28(4) of Regulation (EU) 2016/679

and, where the controller is an EU institution or
body, Article 29(4) of Regulation (EU)
2018/1725.

(°) Viz ¢lanek 28 odst. 4 nafizeni (EU) 2016/679,

a pokud je spravcem instituce nebo organ EU,
¢lanek 29 odst. 4 natizeni (EU) 2018/1725.

(°) The Agreement on the European Economic

Areca (EEA Agreement) provides for the
extension of the European Union’s internal
market to the three EEA States Iceland,
Liechtenstein and Norway. The Union data
protection legislation, including Regulation
(EU) 2016/679, is covered by the EEA
Agreement and has been incorporated into
Annex XI thereto. Therefore, any disclosure by
the data importer to a third party located in the
EEA does not qualify as an onward transfer for
the purposes of these Clauses.

(°) Dohoda o Evropském hospodafském prostoru

(Dohoda o EHP) stanovi rozsifeni vnitiniho
trhu Evropské unie o tii staty EHP, a to Island,
Lichtenstejnsko a Norsko. Dohoda o EHP
zahrnuje pravni predpisy Unie o ochrané
udaji, véetné natizeni (EU) 2016/679, které
jsou zaclenény do ptilohy XI uvedené
dohody. Jakékoli zptistupnéni dovozcem
udaji teti stran¢ se sidlem v EHP se proto pro
ucely téchto dolozek nepovazuje za dalsi
predavani.

(") This includes whether the transfer and further

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

)

Patii sem pripady, kdy pfenos a dalsi
zpracovani zahrnuje osobni tdaje odhalujici
rasovy nebo etnicky ptivod, politické nazory,
naboZzenské nebo filozofické piesvédceni
nebo CcClenstvi v odborech, genetické udaje
nebo biometrické udaje za ucelem jedinecné
identifikace fyzické osoby, udaje tykajici se
zdravi nebo sexualniho Zivota nebo sexualni
orientace osoby nebo udaje tykajici se
odsouzeni za trestné Ciny nebo piestupky.

(*) This requirement may be satisfied by the sub-

processor acceding to these Clauses under the
appropriate Module, in accordance with Clause
7

)

Tento pozadavek muze byt splnén dil¢im
zpracovatelem  piistupujicim  k  témto
dolozkdam  podle  pfislusného  modulu

v souladu s dolozkou 7.

(’) This requirement may be satisfied by the sub-

processor acceding to these Clauses under the

)

Tento pozadavek muze byt splnén dil¢im
zpracovatelem  pfistupyjicim  k  témto
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appropriate Module, in accordance with Clause
7

dolozkdam  podle  pfislusného  modulu

v souladu s doloZkou 7.

(1())

That period may be extended by a maximum of
two more months, to the extent necessary taking
into account the complexity and number of
requests. The data importer shall duly and
promptly inform the data subject of any such
extension.

(% Tuto

lhitu lze vnezbytném rozsahu
s ptihlédnutim ke slozitosti a poctu zadosti
prodlouzit nejvyse odalsi dva mésice.
Dovozce udajt o takovém prodlouzeni fadné
a neprodlen¢ informuje subjekt tdajt.

('

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

(") Dovozce udaji miize nabidnout nezavislé

feSeni sport prostiednictvim rozhod¢iho
organu pouze v ptipad¢, Ze je usazen v zemi,
ktera ratifikovala Newyorskou umluvu
o vykonu rozhod¢ich nalez.

(")

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

(") Pokud jde odopad takovych pravnich

predpistt a postupti na dodrzovani téchto
dolozek, za soucast celkového posouzeni lze
povazovat ruzné prvky. Mezi tyto prvky
mohou patfit relevantni a zdokumentované
praktické zkusenosti s predchozimi pripady
zadosti o zptistupnéni od organt vetejné moci
nebo neexistence takovych zadosti, které
pokryvaji dostateCné reprezentativni Casovy
ramec. Tyka se to zejména internich zdznamu
nebo jiné dokumentace vypracovavané
priabézné¢  vsouladu  snalezitou  péci
a certifikované na trovni vrcholového vedeni
za predpokladu, Ze tyto informace Ize
v souladu s pravnimi piedpisy sdilet se tietimi
stranami. Pokud se na zaklad¢ této praktické
zkusenosti dospéje k zavéru, ze dovozci udaji
nebude branéno v dodrzovani téchto dolozek,
je tieba to podpofit dalS§imi relevantnimi,
objektivnimi prvkya je na smluvnich
stranach, aby peclivé zvazily, zda tyto prvky
maji spole¢né dostate¢nou vahu na podporu
tohoto zaveru, pokud jde o jejich spolehlivost
a reprezentativnost. ~ Smluvni strany musi
zejména zohlednit, zda jsou jejich praktické
zkuSenosti potvrzeny vefejné dostupnymi
nebo jinak  pfistupnymi  spolehlivymi
informacemi o existenci ¢i neexistenci zadosti
ve stejném  odvétvi  a/nebo o uplatiovani
prava v praxi, jako je napiiklad judikatura
azpravy nezavislych organt  dohledu,
a nejsou s nimi v rozporu.

APPENDIX

PRILOHA
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ANNEX I PRILOHA I

A. LIST OF PARTIES

A. SEZNAM SMLUVNICH STRAN

MODULE FOUR: Transfer
controller

processor to

MODUL CTYRI: Pienos od zpracovatele
spravci

Data exporter(s): [Identity and contact details of
the data exporter(s) and, where applicable, of

Vyvozce (vyvozcei) udaju: [7Totoznost a kontaktni
udaje vyvozce/vyvozcii udajii a v prislusném

its/their  data protection officer and/or pripadeé jeho/jejich povérence pro ochranu
representative in the European Union] osobnich udajii a/nebo zdstupce v Evropské
unii/
1. 1.

Name: Fakultni nemocnice Brno

Address: Jihlavska 20, 625 00 Brno, Czech
Republic

Contact person’s name, position and contact details:
XXXX, XXXXX

Activities relevant to the data transferred under
these Clauses: processing personal data of the Study
Subjects during the Study.

Signature and date:
Role (controller/processor): Processor

Jméno Fakultni nemocnice Brno

Adresa: Jihlavska 20, 625 00 Brno, Ceska
republika

Jméno, funkce a kontaktni idaje kontaktni osoby:
XXXXX — e-mail: XXXXXXX

Cinnosti relevantni pro ptedavani daj
na zaklad¢é téchto dolozek: zpracovani osobnich
udaji  subjektd  hodnoceni pfi provadeéni
klinického hodnoceni 1éCiv.

Podpis a datum:
Uloha (spravce/zpracovatel):zpracovatel

2.

2.

Data importer(s): [Identity and contact details of
the data importer(s), including any contact person
with responsibility for data protection]

Dovozce (dovozci) udaji: [ Totoznost a kontaktni
udaje dovozce/dovozcii udajii, vietné jakékoli
kontaktni osoby, kterd je odpovédna za ochranu
udajii]

1.

1.

Name: Day One Biopharmaceuticals, Inc

Address: 2000 Sierra Point Parkway, Suite 501,
Brisbane, CA. 94005, U.S.A

Contact person’s name, position and contact details:
XXXXXX

Activities relevant to the data transferred under
these Clauses: processing personal data of the Study
Subjects during the Study.

Signature and date:

Jméno: Day One Biopharmaceuticals, Inc
Adresa: 2000 Sierra Point Parkway, Suite 501,
Brisbane, CA. 94005, U.S.A

Jméno, funkce a kontaktni idaje kontaktni osoby:
XXXXXXX

Cinnosti relevantni pro ptedavani tdaji
na zaklad¢é téchto dolozek: zpracovani osobnich
udaji  subjektd  hodnoceni pfi provadeéni
klinického hodnoceni 1é¢iv.
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Role (controller/processor): Controller

Podpis a datum:
Uloha (spravce/zpracovatel):Spravce

2

2

B. DESCRIPTION OF TRANSFER

B. POPIS PREDAVANI

MODULE FOUR: Transfer processor to
controller

MODUL CTYRI: Pienos
spravci

od zpracovatele

Categories of data subjects whose personal data is
transferred

Kategorie subjektii udaju, jejichz osobni udaje se
predavaji

Health information including past medical history,
medical condition and its development during the
Study, medical test information (such as blood
samples results from scans and biopsies) generated
during the Study, treatment administered in the
course of the Study, data revealing racial or ethnic
origin, genetic data and/or social security number.

Date of birth and/or age, initials, personal
identification number assigned to Data Subjects
participating in the Study, description of
characteristics of physical features of the body,
medical condition, medical images and scans (such
as X-ray and study results), drugs and other
treatments administered during the Study.

Former, current or future persons and/or patients
who voluntarily enrolled in the Study, and/or their
relatives.

Zdravotni informace vcetné minulé Ilekarské
anamnézy, zdravotniho stavu a jeho vyvoje behem
studie, informace o lékarskych testech (jako jsou
vysledky vzorkii krve ze skenii a biopsii)
generované béhem studie, lécba podavand v
pribehu studie, udaje odhalujici rasovy nebo
etnicky puvod , genetické udaje a/nebo cislo
socialniho pojisteni.

Datum narozeni a/nebo vék, inicidly, osobni
identifikacni cislo pridelené subjektum udaju
ucastnicim se studie, popis charakteristik
fyzickych rysii téla, zdravotni stav, lékarské
snimky a skeny (jako jsou rentgenové snimky a
vysledky studie), léky a dalsi lécby podavané
béhem studie.

Byvale, soucasné nebo budouci osoby a/nebo
pacienti, kteri se dobrovolné prihlasili do studie,
a/nebo jejich pribuzni.

Categories of personal data transferred

Kategorie preddavanych osobnich udajit

Health information including past medical history,
medical condition and its development during the
Study, medical test information (such as blood
samples results from scans and biopsies) generated
during the Study, treatment administered in the
course of the Study, data revealing racial or ethnic
origin, genetic data and/or social security number.

Date of birth and/or age, initials, personal
identification number assigned to Data Subjects
participating in the Study, description of
characteristics of physical features of the body,
medical condition, medical images and scans (such
as X-ray and study results), drugs and other

Zdravotni informace vcetné minulé Ilekarské
anamnézy, zdravotniho stavu a jeho vyvoje behem
studie, informace o lékarskych testech (jako jsou
vysledky vzorkit krve ze skenii a biopsii)
generované béhem studie, lécba podavand v
pribehu studie, udaje odhalujici rasovy nebo
etnicky puvod , genetické udaje a/nebo cislo
socialniho pojisteni.

datum narozeni a/nebo vek, inicidaly, osobni
identifikacni cislo pridelené subjektum udaju
ucastnicim se studie, popis charakteristik
fyzickych rysii téla, zdravotni stav, lékarské
snimky a skeny (jako jsou remtgenove snimky a
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treatments administered during the Study.

Former, current or future persons and/or patients
who voluntarily enrolled in the Study, and/or their
relatives.

vysledky studie), léky a dalsi lécby podavané
béehem studie.

Byvale, soucasné nebo budouci osoby a/nebo
pacienti, kteri se dobrovolné prihlasili do studie,
a/nebo jejich pribuzni.

Nature of the processing

Povaha zpracovani

For the purposes of the Study, personal data
relating to the following categories of data subject
will be processed.: persons taking part in the Study;
persons operating on the Parties’ behalf to conduct
the Study. Such data subjects will be appropriately
informed of the processing of their data. For the
purposes of the Study, the following types of
personal data will be processed: the data referred
to in article 4 paragraph 1 of the GDPR; data
classified as “sensitive” — and in particular, data
relating to health, sexual preferences and genetic
data — referred to in Article 9 GDPR. Such data
shall be processed in accordance with the
principles of legality, fairness, transparency,
adequacy, relevance and necessity as contained in
Article 5 paragraph 1 of the GDPR.

Performance of clinical study services under the
Clinical Trial Agreement and for the purpose of
mandatory safety monitoring— as specifically
described in the Protocol.

Completion of data in the CRF system...

Pro ucely Studie budou zpracovavany osobni
udaje tykajici se nasledujicich kategorii subjektu
udaju: osob ucastnicich se Studie; osoby jednajict
Jménem smluvnich stran za ucelem provedeni
studie. Takové subjekty udajii budou nalezité
informovany o zpracovani jejich udajii. Pro ucely
Studie budou zpracovavany ndsledujici typy
osobnich udaju: udaje uvedené v ¢l. 4 odst. 1
GDPR; udaje klasifikované jako , citlive” — a
zejména udaje tykajici se zdravi, sexudlnich
preferenci a genetické udaje — uvedené v clanku 9
GDPR. Tyto udaje budou zpracovavany v souladu
se zasadami zakonnosti, spravedlnosti,
transparentnosti, — primerenosti, relevance a
nezbytnosti, jak je uvedeno v ¢l. 5 odst. 1 GDPR.

Provadenti sluzeb klinickych studii podle Smlouvy
o klinickéem hodnoceni a za ucelem povinného
monitorovani bezpecnosti — jak je konkrétné
popsano v Protokolu.

Dopliiovani dat v systému CRF.

ANNEX I1 PRILOHA 11

TECHNICAL AND ORGANISATIONAL | TECHNICKA A ORGANIZACNI
MEASURES INCLUDING TECHNICAL AND | OPATRENI VCETNE TECHNICKYCH
ORGANISATIONAL MEASURES TO | A ORGANIZACNICH OPATRENI
ENSURE THE SECURITY OF THE DATA K ZAJISTENI BEZPECNOSTI UDAJU

1. Asset Management. Day One shall maintain | 1. Sprava aktiv. Spole¢nost Day One povede

an inventory of all media on which Personal Data is
retained or transmitted. Day One shall implement
and maintain policies and procedures governing the
conditions and circumstances in which Day One
personnel may store Personal Data on portable
devices, remotely access Personal Data, and process
Personal Data outside the facilities, premises, or
offices owned, leased, or operated by Day One

inventai vSech médii, na nichz jsou uchovavany a
prenaseny osobni udaje. Spolecnost Day One
zavede a bude dodrzovat zasady a postupy, které
upravuji podminky a okolnosti, za nichz mohou
pracovnici spole¢nosti Day One uchovavat osobni
udaje na prenosnych zafizenich, mit vzdaleny
pristup k osobnim udajum a zpracovavat osobni
udaje mimo zafizeni, prostory nebo kancelare
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(“Day One Offices”). vlastnéné,  pronajaté  nebo  provozované

2. Administrative Measures; Training. Prior
to providing any of its personnel access to an
information system, network, or device used to
process  Personal Data  (collectively, an
“Information System”), Day One shall (i) ensure the
reliability of such personnel, including by
performing background screening (to the extent
permitted by law), and (ii) provide appropriate
security training to such personnel. Day One will
periodically provide additional training to its
personnel as may be appropriate.

3. Access Controls. Day One shall (i) abide by
the “principle of least privilege,” pursuant to which
Day One will permit access to Personal Data by its
personnel solely on a need-to-know basis, and
promptly terminate its personnel’s access to
Personal Data when such access is no longer
required.

4. Account Management. Day One will use
reasonable measures to manage the creation, use,
and deletion of all account credentials used to
access an Information System, including by
implementing: (i) a segregated account with unique
credentials for each user, (ii) strict management of
administrative accounts, (iii) password best
practices, including the use of strong passwords and
secure password storage, and (iv) periodic audits of
accounts and credentials.

5. System Maintenance; Segmentation. Day
One shall (i) use automated vulnerability scanning
tools to continually scan Information Systems, (ii)
log vulnerability scan reports, (iii) conduct periodic
reviews of vulnerability scan reports over time, (iv)
use patch management and software update tools
for Information Systems, (v) prioritize and
remediate vulnerabilities by severity, and (vi) use
compensating controls if no patch or remediation is
immediately available.

spolecnosti Day One (,,kancelare Day One®).

2. Administrativni opatfeni, Skoleni. Nez
spole¢nost Day One poskytne kterémukoli ze
svych pracovnikd pfistup k informacnimu
systému, siti nebo zafizeni pouzivanym pro
zpracovani osobnich udajt (souhrnné ,,informac¢ni
systém®), (i) ovéii spolehlivost téchto pracovnik,
veetné provedeni provéfeni jejich minulosti (v
mife povolené zakonem) a (ii) poskytne témto
pracovnikiim odpovidajici zaSkoleni v oblasti
zabezpeceni. Spole¢nost Day One bude svym
pracovnikim pravideln¢ poskytovat dalsi skoleni
podle potieby.

3. Kontrola pfistupu. Spole¢nost Day One
bude (i) dodrzovat ,,zasadu nejnizsiho opravnéni®,
podle niz spolecnost Day One povoli piistup k
osobnim tdajim pouze tém pracovniktim, ktefi je
potiebuji znat, a tento piistup danych pracovnikl
k osobnim tidajim neprodlen¢ ukon¢i, jakmile ho
jiz nebudou potiebovat.

4. Sprava uctu. Spolecnost Day One bude
uplatiiovat pfiméfend opatfeni pro vytvaieni,
pouzivani a odstranovani vSech ptihlaSovacich
udaji k uctam, které se pouzivaji k pristupu do
informac¢niho systému, a to v€etné¢ zavedeni: (i)
samostatného uc¢tu s jedineénymi piihlaSovacimi
udaji pro kazdého uzivatele; (ii) striktni spravy
administrativnich uétd, (iii) nejlepsich postupi pro
tvorbu hesel, vcetné pouziti silnych hesel a
bezpetného ukladani hesel, a (iv) pravidelnych
auditd ucth a prihlasovacich tidaja.

5. Udrzba systému, segmentace. Spole&nost
Day One bude (i) pouzivat automatizované
nastroje pro kontrolu zranitelnosti, které budou
neustale skenovat informaéni systémy, (ii)
uchovavat zpravy o kontrolach zranitelnosti, (iii)
v priub¢hu Casu pravidelné¢ posuzovat zpravy o
kontrolach zranitelnosti, (iv) pouzivat nastroje pro
spravu oprav a aktualizace softwaru pro
informacni systémy, (v) tiidit a napravovat
zjisténé nedostatky podle zavaznosti a (vi)
pouzivat kompenzacéni kontroly v pfipadech, kdy
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6. Encryption. Day One shall encrypt, using
industry standard encryption tools, Personal Data
that Day One (i) transmits or sends across public
networks or within Information Systems, (ii) stores
on laptops or storage media, and (iii) stores on
portable devices or within an Information System.
Day One will safeguard the security and
confidentiality of all encryption keys associated
with encrypted information.

7. Security Testing. Day One shall, at least
annually, undertake internal and external
penetration, vulnerability, and application scanning
and testing to assess any vulnerabilities to an
Information System. Such scanning and testing
shall be conducted by Day One, or by any external
qualified, credentialed, and industry-recognized
auditor or consultant. Day One shall remedy
vulnerabilities identified during any such scans and
testing in a commercially reasonable manner and
timeframe based on severity.

8. Vendor Controls. Day One shall require
and enforce contractual obligations for data security
controls for all service providers, systems vendors
and other contracted entities that shall access,
receive, maintain, store, process or transmit
Personal Data on behalf of Day One. Controls
include, but are not limited to, the requirement to
implement and maintain a program designed to
protect the security of infrastructure, systems and
media containing Personal Data from all reasonably
foreseeable hazards, to maintain encryption in
transmission and storage of Personal Data, and to
restrict and monitor physical, logical and network
access to authorized uses only. Day One shall
require all entities with access to Day One Personal
Data to maintain adherence to one or more current
security standard framework, such as ISO 27001
series, ISO 27701, ISO 27018, NIST-CSF,
HITRUST, AICPA SOC2, and shall require an
annual accredited 3rd party audit with attestation of

neni bezprostfedné mozna oprava nebo naprava.

6. Sifrovani. Spole¢nost Day One bude
pomoci standardnich Sifrovacich nastroju Sifrovat
osobni tudaje, které (i) predd nebo odesle
prostfednictvim vefejnych siti nebo v ramci
informac¢nich ~ systémut, (i) uchovava na
noteboocich nebo uloznych médiich a (iii)
uchovava na prenosnych =zafizenich nebo v
informacnim systému. Spole¢nost Day One zajisti
zabezpeceni a duveérnost vSech Sifrovacich klica
spojenych s Sifrovanymi informacemi.

7. Testovani bezpecnosti. Spolecnost Day
One bude pringjmensim jednou roc¢né provadeét
interni a externi kontroly a testy pruniku,
zranitelnosti a aplikaci, aby mohla posoudit
zranitelnost  informac¢niho  systému. Takové
kontroly a testy bude provadét spole¢nost Day
One nebo kvalifikovany a osvédCeny externi
auditor nebo poradce, ktery ma poticbnou
specializaci. Spole¢nost Day One napravi
zranitelnosti zjisténé pii takovych kontrolach a
testech komeréné piipustnym zpusobem a v
casovém ramci, ktery bude odpovidat jejich
zavaznosti.

8. Kontrola dodavateld. Spole¢nost Day One
bude vyzadovat a vymahat smluvni zavazky pro
kontrolu  zabezpeCeni  udaji  od  vSech
poskytovatel, dodavateld systémi a dalSich
smluvnich subjektd, které budou mit piistup k
osobnim udajlim, budou je pfijimat, spravovat,
uchovavat, zpracovavat nebo predavat jménem
spolecnosti Day One. Kontroly budou mimo jiné
zahrnovat pozadavek na implementaci a udrzbu
programu urCeného k ochrané¢ zabezpeceni
infrastruktury, systémid a médii obsahujicich
osobni udaje ptred vsemi piedvidatelnymi riziky,
spravé Sifrovani prenaSenych a uchovavanych
osobnich  udaji, monitorovani  fyzického,
logického a sitového pfistupu a omezeni pristupu
pouze na opravnéné pouziti. Spolec¢nost Day One
bude vyzadovat, aby vSechny subjekty s pfistupem
k osobnim udajim nalezejicim spolecnosti Day
One dodrzovaly jednu nebo vice platnych
ramcovych norem pro zabezpeCeni, jako jsou
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compliance to be provided to Day One. normy ISO 27001, ISO 27701, ISO 27018, NIST-

CSF, HITRUST, AICPA SOC2, a dale bude
vyzadovat  kazdoro¢ni  audit  provedeny
akreditovanou 3. stranou, na dikaz ¢ehoz predlozi
spolecnosti Day One osvédceni o shodé.

ANNEX III PRILOHA III
LIST OF SUB-PROCESSORS POUZITI DILCICH ZPRACOVATELU
None Zadny
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