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Takeda Sponsored Non-Interventional (Observational)
Study Agreement

Smlouva 0 neintervenéni (observaéni) studii, jejimzZ
zadavatelem je spole¢nost Takeda

SPOTLITE: ProSPective ObservaTionalL Study on the
Clinical Outcomes of Surgical InTErventions in Complex
Fistulizing Conditions (CPF-CD, CD-RVF, CCF)

SPOTLITE: Prospektivni observacni studie klinickych
vysledk chirurgickych zakrokl pfi komplexnich
fistulizujicich onemocnénich (CPF-CD, CD-RVF,

CCF)

Takeda Protocol No. Alofisel-5007

C. protokolu spole¢nosti Takeda Alofisel-5007

THIS SPONSORED NON-INTERVENTIONAL
(OBSERVATIONAL) STUDY AGREEMENT (the
“Agreement”) is made as of of the last date of signature
(“Date of Final Signature”) and effective as set out in
Section 24 below, by and among IQVIA RDS AG, Branch
St-Prex, a clinical research organization with a registered
address at Route de Pallatex 29, 1162 St-Prex, Switzerland,
VAT: CHE-106.402567, acting through its Legal

representative | R
h with D.N.I. (Documento Nacional de Identidad
[National ID]) number n°411658CE, or n°® 771656RA

(“CRO”), Fakultni nemocnice u sv. Annyv Brné, having
a place of business at Pekaiska 53, 656 91 Brno, Czech
Republic, Identification number: 00159816, Tax
identification number: CZ00159816, represented by Ing.

Vlastimil Vajdak, Director, (“Institution”) and
— (the

“Investigator” and together with the Institution, the “Site”).
For purposes of this Agreement, each of CRO and the Site
may be referred to as a “Party” and together as the “Parties.”

TATO SMLOUVA O SPONZOROVANE
NEINTERVENCNI (OBSERVACNI) STUDII (déle
jen ,,smlouva®) se uzavira k datu posledniho podpisu
(dale jen ,,datum posledniho podpisu®) a je ti¢inna tak,
jak je stanoveno v ¢lanku 24 nize, mezi spole¢nosti
IQVIA RDS AG, Branch St-Prex, Kklinickou
vyzkumnou organizaci se sidlem na adrese Route de
Pallatex 29, 1162 St-Prex, Svycarsko, DIC: CHE-

106.402.567, jednajici prostfednictvim jejiho pravniho
zastupee (N
s D.N.1. . (Documento Nacional de Identidad [narodni
ID]) ¢islo n°411658CE, nebo n° 771656RA (dale jen
,»CRO), Fakultni nemocnici u sv. Anny v Brné, se
sidlem Pekaiska 53, 656 91 Brno, Ceska republika,
identifikacni cCislo: 00159816, danové identifikacni
Cislo: CZ00159816, zastoupena Ing. Vlastimilem
Vajdakem, feditelem dale jen ,zdravotnické
zafizeni® a

(dale jen ,,zkousSejici
a spolecné¢ se zdravotnickym zafizenim dale jen
»centrum®). Pro ucely této smlouvy mohou byt CRO
a centrum jednotlivé oznacovany jako ,,smluvni strana“
a spolecné¢ jako ,,smluvni strany*.

RECITALS:

UVODNI USTANOVENI:

WHEREAS, Takeda Development Center Americas,
Inc., located at 95 Hayden Avenue Lexington, MA 02421,
USA, Company No: 52986792 (“Sponsor”) desires to
obtain the services of the Site to conduct a non-
interventional (observational) study;

VZHLEDEM K TOMU, ZE spoletnost Takeda
Development Center Americas, Inc., ¢islo
spole¢nosti: 52986792 se sidlem na adrese 95 Hayden
Avenue Lexington, MA 02421, USA (dale jen
»zadavatel“) si chce obstarat sluzby centra pro
provedeni neintervenéni (observacéni) studie;

WHEREAS, Sponsor has designated or may designate CRO
and/or other organization(s) (collectively, “Designee(s)”) in
the performance of services for Sponsor, and the Site shall

VZHLEDEM K TOMU, ZE zadavatel jmenoval nebo
muze jmenovat CRO a/nebo jinou/jiné
organizaci/organizace (spolecné dale jen ,,zastupce‘) za
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permit such Designee(s) to perform any or all of Sponsor’s
obligations under this Agreement. With respect to the rights
and obligations of the Sponsor hereunder, CRO is acting by
virtue of a separate written Delegation Letter;

ucelem poskytovani sluzeb za zadavatele a centrum
umozni takovému zastupci (zastupciim) plnit jakékoli
nebo veskeré zavazky zadavatele podle této smlouvy.
S ohledem na prava a povinnosti zadavatele podle této
smlouvy jedna CRO na =zakladé samostatného
pisemného povéieni;

WHEREAS, Investigator) is an employee of
Institution, experienced in the conduct of non-
interventional (observational) research studies in humans,
who shall serve as the principal investigator for the Study
(defined below) as contemplated in Act No 378/2007 Coll.,
on pharmaceuticals and on amendments to some related
acts, as amended (“Act on Pharmaceuticals”), Decree No
226/2008 Coll., on good clinical practice and detailed
conditions of clinical trials on medicinal products, as
amended (the “Decree”), Act No 372/2011 Coll., on health
services and the terms and conditions of the provision
thereof, as amended (“Health Services Act”) and SUKL
guidelines: PHV 3 on Non-interventional post-authorisation
safety studies with Prescription-Only Medicinal Products
for Human Use;

VZHLEDEM K TOMU, ZE zkousejici) je
zaméstnancem zdravotnického zafizeni, ktery ma
zkusenosti s provadénim neintervencnich
(observacnich) vyzkumnych studii u lidi, bude ptisobit
jako hlavni zkouSejici pro studii (definovéna nize), jak
je zamysleno v zakoné ¢. 378/2007 Sh., o 1écivech
a 0 zménéch nékterych souvisejicich zakont, ve znéni
pozdéjsich predpist (dale jen ,,zakon o lé¢ivech), ve
vyhlasce ¢.226/2008 Sb., o spravné Klinické praxi
a blizsich podminkéch klinického hodnoceni lécivych
pripravkl, ve znéni pozdéjSich predpisi (dale jen
,,vyhlaska®), v zakoné ¢. 372/2011 Sh., o zdravotnich
sluzbach a podminkéach jejich poskytovani, ve znéni
pozdé&jsich predpisit (dale jen ,,zdkon o zdravotnich
sluzbach®) a  vpokynech SUKL: PHV 3
0 neintervenénich  poregistracnich  bezpe¢nostnich
studiich huméannich 1é¢ivych ptipravka vydavanych na
1ékarsky predpis;

WHEREAS, the Site has reviewed sufficient
information regarding the Protocol (defined below) to
evaluate its interest in participating in the Study, and the
Site is equipped to undertake the Study and desires to
perform the Study on the terms and conditions set forth
herein;

VZHLEDEM K TOMU, ZE centrum
posoudilo dostatek informaci tykajicich se protokolu
(definovaného nize) k vyhodnoceni svého zajmu
o ucast ve studii acentrum je pro provadéni studie
vybaveno apfeje si provadét studii za podminek
stanovenych v této smlouv¢,;

NOW, THEREFORE, in consideration of the
mutual covenants and agreements herein, the Parties,
intending to be legally bound, have entered into this
Agreement and do specifically agree as follows:

NA ZAKLADE TOHOTO smluvni strany
S ptihlédnutim k vzajemnym zde uvedenym zavazkim
adohodadm a s tmyslem byt pravné vazany, uzaviely
tuto smlouvu a vyslovné se dohodly na nésledujicim:

1. Study Protocol.

1. Protokol studie.

A The Site will conduct the study entitled
“SPOTLITE: ProSPective ObservaTionaL Study on the
Clinical Outcomes of Surgical InTErventions in Complex
Fistulizing Conditions (CPF-CD, CD-RVF, CCF)” (the
“Study”) at Institution in accordance with the protocol,
incorporated herein by reference (the ‘“Protocol”). The
Protocol sets forth the research activities and
responsibilities to be undertaken by the Parties. CRO, at the
direction of Sponsor, shall have the right to amend and/or
supplement the Protocol from time to time with the consent

A. Centrum bude provadét studii s nazvem
»SPOTLITE:  Prospektivni  observacni  studie
klinickych vysledkt chirurgickych zakrokd pfii
komplexnich fistulizujicich onemocnénich (CPF-CD,
CD-RVF, CCF)“ (dale jen ,,studie”) ve zdravotnickém
zatizeni v souladu s protokolem, ktery je do této
smlouvy zaclenén formou odkazu (dale jen ,,protokol).
Protokol stanovi vyzkumné ¢innosti a povinnosti, které
musi smluvni strany plnit. CRO bude mit podle pokynt
zadavatele pradvo Cas od Casu se souhlasem pfislusné
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of the relevant ethics committee and in accordance with
applicable legal regulations on written notice to
Investigator and/or Institution. If any term of this
Agreement regarding the medical or scientific conduct of
the Study conflicts with any term of the Protocol, the
Protocol shall control. For all other matters, this Agreement
shall control.

etické komise protokol upravit a/nebo doplnit v souladu
s platnymi pravnimi pfedpisy na zakladé pisemného
oznameni zkousejicimu a/mebo  zdravotnickému
zatizeni. Pokud bude jakakoli podminka této smlouvy
tykajici se 1ékarského nebo védeckého provadeéni studie
v rozporu s jakoukoli podminkou protokolu, bude
rozhodujici protokol. Ve vsech ostatnich zalezitostech
bude rozhodujici tato smlouva.

B. Investigator shall not amend or deviate from the
Protocol without the prior written approval of Sponsor,
unless required by Applicable Law (as defined below), in
which case the Investigator shall immediately notify
Sponsor in writing of the facts giving rise to the need for the
deviation and the alternate procedures followed.

B. ZkousSejici nebude bez predchoziho pisemného
souhlasu zadavatele menit protokol ani se od n¢j
odchylovat, pokud to neni vyzadovano platnymi
pravnimi piedpisy (jak je definovano nize). V takovém
pfipadé zkouSejici neprodlené pisemné informuje
zadavatele o skuteCnostech, které vedou k potiebé
odchylky a naslednych alternativnich postupa.

2. Conduct of Study.

2. Provadéni studie.

A. The Parties shall, and shall ensure that their
employees and agents shall, conduct the Study in
compliance with (i) all generally accepted professional
standards, (ii) Good Clinical Practice Guidelines, (iii) the
ICH Harmonized Tripartite Guideline for Good Clinical
Practice (“ICH Guidelines”) (iv) any and all valid legal
regulations of the Czech Republic, including without
limitation, the Act on Pharmaceuticals, the Decree and all
conditions imposed by EC”), as well as any other laws,
regulations, guidelines, guidance and government
requirements that may be applicable to the Parties, Study
Personnel (defined below), and/or the Study conducted in
Czech Republic (collectively, “Applicable Law”).

A. Smluvni strany budou provadét a zajisti, aby
jejich zaméstnanci a zastupci provadéli studii v souladu
se (i) viemi obecné pfijimanymi profesnimi standardy,

(i) pokyny pro spravnou klinickou praxi, (iii)
harmonizovanymi tripartitnimi pokyny
Mezinarodni rady pro harmonizaci pro  spravnou

klinickou praxi (dale jen ,,pokyny Mezinarodni rady
pro harmonizaci) (iv) veskerymi platnymi pravnimi
predpisy Ceské republiky, mimo jiné véetn& zikona
0 lécivech, vyhlasky a vSech podminek ulozenych EK,
jakoz 1 jakymikoliv dalsimi zékony, pftedpisy,
smérnicemi, pokyny a vladni pozadavky, které se
mohou vztahovat na smluvni strany, personal studie
(definovan nize) a/mebo studii provadénou v Ceské
republice (spole¢né dale jen ,,platné pravni piedpisy*).

B. Institution and/or Investigator may use sub-
investigators, other employees of Institution, and
contractors to perform Study-related services under this
Agreement (together with Investigator, “Study Personnel”).
Institution shall ensure that:

B. Zdravotnické zatizeni a/nebo zkousejici mohou
k poskytovavani sluzeb souvisejicich se studii podle
této smlouvy vyuzivat spoluzkouSejici, dalsi
zaméstnance zdravotnického zafizeni a dodavatele
(spolecné se zkousejicim dale jen ,,personal studie®).
Zdravotnické zafizeni zajisti, aby:

i. All  Study Personnel perform their Study
responsibilities and fulfill their obligations under this
Agreement, including adherence to the Protocol and the
Investigator’s instructions;

i veskery persondl studie plnil své povinnosti
v ramci studie a plnil své povinnosti dle této smlouvy,
véetné dodrzovani protokolu a pokynti zkousejiciho;

ii. All Study Personnel have the necessary licenses
and certifications as may be required to perform their Study
responsibilities;

ii. veskery personal studie mél potiebné licence
a certifikace, které mohou byt vyzadovany k plnéni
jejich povinnosti v rdmci studie;
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iii. Any Study Personnel not employed by Institution
shall comply with the same terms that bind Investigator
hereunder.

iii. veskery personal studie, ktery neni zaméstnan
zdravotnickym zafizenim, dodrzoval stejné podminky,
které zavazuji podle této smlouvy zkousejiciho.

C. Without limitation of the foregoing, Institution
further agrees that, in the performance of the Study,
Institution and Institution’s employees and agents shall:

C. Bez omezeni platnosti vySe uvedeného
zdravotnické zafizeni dale souhlasi stim, ze pfi
provadéni studie zameéstnanci a zastupci
zdravotnického zafizeni:

i provide to each potential Study subject verbal and
written information about the risks, benefits, and
requirements associated with Study participation and obtain
in advance from each Study subject a signed and dated
written informed consent form that is provided by the
Sponsor and has received the favorable opinion of the EC
and that is consistent with the Protocol and this Agreement;

I poskytnou kazdému potencidlnimu subjektu
hodnoceni  Ustni a pisemné informace o rizicich,
pfinosech a pozadavcich souvisejicich s tiCasti ve studii
a ziskaji od kazdého subjektu studie pfedem podepsany
a datovany pisemny formular informovaného souhlasu,
ktery je dodany zadavatelem, ziskal souhlasné
stanovisko EK a aktery je v souladu s protokolem
a touto smlouvou;

ii. obtain the authorization (either separately or
included in the informed consent), signed by or on behalf of
Study subject permitting the transfer of health and other
personal information pursuant to Applicable Law, a
template of this authorization shall be provided to the
Institution by the Sponsor, which shall also be responsible
for its compliance with Applicable Law;

ii. ziskaji opravnéni (bud’ samostatné nebo
obsazené v informovaném souhlasu), podepsané
subjektem studie nebo jeho jménem, které umoznuje
piedani zdravotnich a jinych osobnich idaji v souladu
S platnymi pravnimi piedpisy, vzor tohoto opravnéni
preda centru zadavatel, ktery také odpovida za jeho
soulad s platnymi pravnimi predpisy;

iii. require that no subject in the Study may participate
concurrently in any other clinical study in which a study
drug is given. Should Institution or Investigator become
aware of any such concurrent study participation, it shall
notify Sponsor promptly;

iii. budou pozadovat, aby se zadny subjekt ve
studii nemohl soubézn¢ tcastnit jakékoli jiné klinické
studie, ve které je podavan hodnoceny pfipravek.
Pokud by se zdravotnické zafizeni nebo zkouSejici
dozveédéli o jakékoli takové soub&zné ucasti ve studii,
budou neprodlené informovat zadavatele;

iv. maintain and prepare records relating to the Study
and subjects participating in the Study as specified in the
Protocol,

iv. budou uchovavat a pfipravovat zaznamy
tykajici se studie a subjektli icastnicich se studie, jak je
uvedeno v protokolu;

V. complete all subject case report forms (“CRFs”)
using the form(s) provided by or on behalf of Sponsor as
close to time of visit as possible and not later than within 5
days of subject’s visit, as well as complete all other reports
required by the Protocol and Applicable Law on a timely
basis, whether recorded on paper or in digital format,
review the CRFs to assure their accuracy and completeness,
assist the representatives and clinical monitors of Sponsor
in promptly resolving any discrepancies or errors on CRFs,
and, provided subject confidentiality is maintained, assist in
performing audits of original subject records, laboratory
reports, or other raw data sources for the purpose of

V. vyplni vSechny formulafe pro individualni
zaznam subjektu hodnoceni (dale jen ,,CRF*)
S vyuzitim formulare/formulait
poskytnutého/poskytnutych zadavatelem nebo jeho
jménem co nejblize dobé navstévy, nejpozdéji vak do
5 dnti od navstévy pacienta a véas vyplni vsechny dalsi
zpravy vyzadované protokolem a plathnymi pravnimi
predpisy, at uz zaznamenavané na papife nebo
v digitalnim formatu, zkontroluji CRF, aby byla
zajisténa jejich presnost a Uplnost, budou pomahat
zastupcim a klinickym monitorim zadavatele pfi
rychlém vyfteSeni veSkerych nesrovnalosti nebo chyb ve
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verifying data recorded on the CRFs; subject’s email form
will be completed in CRF at time of enrollment visit to
generate ePRO email to the subject for completion of
questionnaires prior to surgery.

formulatich CRF aza predpokladu zachovani
davérnosti subjektu budou pomahat pii provadéni
auditd originadlnich zaznama subjektli, laboratornich
zprav nebo jinych zdroji nezpracovanych dat pro ucely
ovéfeni daji zaznamenanych ve formulatich CRF; E -
mailovy formulaf pacienta bude vyplnén v CRF pfi
zafazovaci navstéve, aby se vygeneroval ePRO e -mail
pro pacienta k vyplnéni dotaznikti pfed operaci.

Vi. ensure that all data, including signatures, supplied
to Sponsor will meet the principles of ALCOA+
(attributable, complete, legible, original, accurate,
contemporaneous, permanent, readily retrievable),
and further certify that appropriate controls are established
to mitigate the risks related to intentional or unintentional
falsification of data and signatures as required by
Applicable Law;

Vi. zajisti, aby vSechny udaje, vCetné podpisd,
dodané =zadavateli, spliovaly zasady ALCOA+
(attributable [piifaditelné], complete [uplné], legible
[Citelné], original [originalni], accurate [pfesné],
contemporaneous  [soudobé], permanent [trvalé],
readily retrievable [snadno ziskatelné]) a dale potvrdi,
ze byla zavedena vhodna kontrolni opatieni ke
zmiméni rizik souvisejicich s Umysinym nebo
netmyslnym falSovanim udaji a podpist, jak vyzaduji
platné pravni predpisy;

Vii. cooperate with Sponsor and its Designee in all of
their efforts to support and monitor the Study, including
without limitation, allowing Sponsor on-site access to the
facilities where the Study is being conducted and any and
all records and other documents associated with the conduct
of the Study as reasonably requested by Sponsor , providing
all requested documentation in a timely and organized
manner, and keeping Sponsor fully apprised of the progress
of the Study;

Vii. budou spolupracovat se zadavatelem a jeho
zastupcem pii  veSkerém jejich usili o podporu
a monitorovani studie, mimo jiné vcetné¢ umoznéni
zadavateli pfistupu do prostor v centru, kde se studie
provadi, akveskerym  zaznamim  adalSim
dokumentim souvisejicim s provadénim studie, jak
zadavatel primétené pozaduje, vcasného
a organizovaného poskytnuti veskeré pozadované
dokumentace a zajisténi plného informovani zadavatele
0 pribchu studie;

viii. ~ record all adverse events on the Adverse Events
page(s) of the CRFs and report all adverse events and
serious adverse events in accordance with Applicable Law
and the Protocol;

viii.  budou zaznamenavat vSechny nezadouci
piihody na stranku (strdnky) neZzadoucich ptihod
formulafe CRF a hlésit vSechny nezadouci ptihody a
zavazné nezadouci piihody v souladu s platnymi
pravnimi predpisy a protokolem;

iX. retain all records relating to the Study, for the
period required by Applicable Law, and prior to the
Institution or Investigator’s disposition of any Study
records for any reason, the Site shall provide prior written
notice to Sponsor, and upon Sponsor’s request and at
Sponsor’s reasonable expense, the Site shall either retain
such Study records for the period specified by Sponsor or
send such records to Sponsor, as designated by Sponsor; for
the sake of completeness, the Parties confirm that the
foregoing does not apply to the medical records of Study
subjects;

iX. budou uchovavat vSechny zdznamy tykajici se
studie po dobu pozadovanou platnymi pravnimi
predpisy a pfedtim, nez zdravotnické zafizeni nebo
zkousejici z jakéhokoli divodu zlikviduje jakékoli
zaznamy ze studie, bude otom centrum zadavatele
predem pisemné€ informovat a na zadost zadavatele a na
jeho pfimétené naklady bud’ bude tyto zaznamy ze
studie uchovévat po dobu stanovenou zadavatelem,
nebo je zasle zadavateli podle toho, jak zadavatel urci;
pro uplnost strany potvrzuji, Ze tento ¢lanek se netyka
zdravotnické dokumentace subjekti studie;
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X. cooperate with and support the Sponsor with regard
to the relevant applications or communications with the
relevant EC;

X. budou  spolupracovat se  zadavatelem
a poskytovat mu podporu sohledem na pfislusné
zé&dosti nebo komunikaci s ptislusnou EK;

Xi. conduct the Study solely at Institution’s facilities;
the location for the conduct of the Study may not be
changed without Sponsor ‘s prior written consent.

Xi. budou provadét studii vyhradné v prostorach
zdravotnického zafizeni; misto provadeéni studie se
nesmi zménit bez predchoziho pisemného souhlasu
zadavatele.

employees or agents performing the Study, (1) are under
any contractual or other obligations or restrictions that are
inconsistent with the Institution’s obligations under this
Agreement, or (2) have a financial or other interest in
Sponsor or the outcome of the Study that might interfere
with their independent judgment, or (3) are under
investigation by any regulatory authority, for debarment or
any action in relation to clinical or non-interventional
(observational) research, or (4) are presently debarred,
disqualified, or deemed ineligible to conduct clinical or
non-interventional (observational) research or to receive
investigational drugs or devices as a clinical or non-
interventional (observational) investigator under any
Applicable Law. The Institution will notify Sponsor
immediately (a) if Institution, the Investigator, or any of its
employees or agents become debarred, disqualified, or
deemed ineligible by any court or regulatory agency, or (b)
upon any inquiry concerning or the commencement of any
debarment or disqualification proceeding regarding any
such person, the Investigator, or Institution, together with
any other information known to the Site that is relevant to
such proceedings or actions;

D. The Institution further represents and warrants to | D. Zdravotnické  zafizeni dale  prohlaSuje
Sponsor that: a zaruCuje zadavateli, Ze:
i. neither the Institution, nor any of the Institution’s | i. ani zdravotnické zafizeni, ani zadny ze

zaméstnancl nebo zastupcii zdravotnického zafizeni
provadgjicich studii (1) nepodléha zadnym smluvnim
ani jinym zavazkim nebo omezenim, kterd nejsou
v souladu s povinnostmi zdravotnického zafizeni podle
této smlouvy, ani (2) nema finan¢ni nebo jiny zajem na
zadavateli nebo vysledku studie, ktery by mohl narusit
jeho nezavisly usudek, ani (3) neni vysetfovan zadnym
regulaénim organem ohledné zakazu c¢innosti nebo
jakékoli  zaloby v souvislosti s klinickym nebo
neintervenénim (observa¢nim) vyzkumem nebo (4) mu
podle jakychkoli platnych pravnich predpist
v soucasné dobé€ neni zakazana c¢innost, neni uc¢inén
nezpusobilym ani neni povazovan za nezpusobilého
provadét klinicky nebo neintervencni (observacni)
vyzkum nebo dostdvat hodnocené ptipravky nebo
zdravotnické prosttedky jakoZzto zkousejici klinickych
nebo  neintervencnich (observacnich) studii.
Zdravotnické zafizeni bude neprodlené¢ informovat
zadavatele (a) pokud zdravotnickému zafizeni,
zkouSejicimu nebo kterémukoli z jejich zaméstnanct
nebo zastupcii bude zakazana cinnost, bude ucinén
nezpusobilym nebo bude povazovan za nezpiisobilého
jakymbkoli soudem nebo regulacnim organem, nebo (b)
v piipadé jakéhokoli vysetfovani tykajictho se
jakéhokoli fizeni o zdkazu ¢innosti nebo nezplisobilosti
tykajiciho se kterékoli takové osoby, zkousejiciho nebo
zdravotnického zafizeni nebo jeho zahajeni spolecné
s veskerymi dal$imi informacemi, které jsou centru
znamy akteré jsou pro takové fizeni nebo ukony
relevantni;

ii. The Institution shall properly supervise all persons
performing the Study under its direction and shall ensure
that such persons comply with the terms of this Agreement.

ii. Zdravotnické zafizeni bude fadné dohlizet na
vSechny osoby provadé&jici studii pod jeho vedenim
a zajisti, aby tyto osoby dodrzovaly podminky této
smlouvy.
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E. In conducting the Study for Sponsor, the Institution
and the Institution’s employees, agents, and contractors (i)
shall not offer to make, make, promise, authorize or accept
any payment or give anything of value, including without
limitation bribes, either directly or indirectly to any public
official, regulatory authority or anyone else for the purpose
of influencing, inducing or rewarding any act, omission or
decision in order to secure an improper advantage, or obtain
or retain business; and (ii) shall comply with all applicable
anti-corruption and anti-bribery laws and regulations.
Institution or Investigator shall notify Sponsor immediately
upon becoming aware of any breach of Institution’s and/or
Investigator’s obligations under this Section.

E. Pfi  provadéni studie pro zadavatele
zdravotnické zafizeni ajeho zameéstnanci, zastupci
a dodavatelé (i) nenabidnou, Ze ucini, neucini, nebudou
slibovat, schvalovat ani piijimat jakoukoliv platbu nebo
davat cokoli hodnotného, véetné wuplatkii, primo ani
neprimo jakémukoli vefejnému Ciniteli, regulaénimu
organu nebo komukoli jinému ¢i od nich za ucelem
ovliviiovani, navadéni k nebo odménovani jakéhokoli
Ukonu, opomenuti nebo rozhodnuti s cilem zajistit si
nepatfi¢nou vyhodu, ziskat nebo udrzet si obchody; a
(i1) budou dodrzovat veskeré platné zékony a natizeni
tykajici se boje proti korupci a uplatkaistvi.
Zdravotnické zatfizeni nebo zkousSejici budou
informovat zadavatele okamzit¢ poté, co se dozvi
0 jakémkoli poruseni zavazkll zdravotnického zatizeni
a/nebo zkousejiciho podle tohoto ¢lanku.

3. Investigator; Replacement.

3. Zkousejici; nahrada.

A. Investigator shall provide Sponsor with a copy of
the Investigator’s current curriculum vitae.

A Zkousejici poskytne zadavateli kopii svého
aktualniho zivotopisu.

B. Investigator shall provide Sponsor with sufficient
accurate financial disclosure information to permit Sponsor
to submit a complete and accurate certification or disclosure
statement as required by Applicable Law and will promptly
update the information if any relevant changes occur during
the course of the Study and for one (1) year following
completion or termination of the Study. Investigator
consents to the disclosure by Sponsor of such financial
information to the U.S. Food and Drug Administration
(“FDA”) and, if required, other regulatory authorities.
Investigator shall cooperate with Sponsor to provide any
additional information required by the FDA and/or such
other regulatory authorities in connection with the Study.

B. Zkousejici poskytne zadavateli dostatecné
presné finanéni informace pro zvetejnéni, které umozni
zadavateli predlozit Uplné a piesné potvrzeni nebo
prohlaseni o zvefejnéni, jak vyZaduji platné pravni
predpisy, aneprodlené bude tyto informace
aktualizovat, pokud se v pribéhu studie a po dobu
jednoho (1) roku po dokonceni nebo ukonceni studie
vyskytnou jakékoli relevantni zmeény. ZkousSejici
souhlasi stim, Ze zadavatel sdé€li tyto finanéni
informace americkému Utadu pro kontrolu potravin a
1é¢iv (Food and Drug Administration, déle jen ,,FDA*)
a pripadné dal$im regula¢nim tradiim. Zkousejici bude
spolupracovat se zadavatelem pifi poskytovani
jakychkoli dalSich informaci vyzadovanych FDA
a/nebo  takovymi  dalSimi regulacnimi ufady
v souvislosti se studii.

C. If the Investigator becomes either unwilling or
unable to perform the duties required by this Agreement,
Institution shall promptly notify Sponsor, and shall
cooperate to find a replacement investigator acceptable to
Sponsor (a “Replacement Investigator”); provided,
however, that the Site shall continue to be responsible for
fulfilling the obligations of this Agreement until a
Replacement Investigator is appointed. If an acceptable
Replacement Investigator is not found within thirty (30)
days (or such longer period as mutually agreed upon by the
Parties), CRO may terminate this Agreement in accordance

C. Pokud zkousejici ptfestane byt bud’ ochoten,
nebo schopen plnit povinnosti vyzadované touto
smlouvou, zdravotnické zafizeni bude neprodlené
informovat zadavatele a bude spolupracovat za ti¢elem
nalezeni nahradniho zkousejiciho akceptovatelného pro
zadavatele (dale jen ,,nahradni zkousejici*), avsak za
predpokladu, Ze centrum bude nadale odpovidat za
plnéni povinnosti této smlouvy, dokud nebude
jmenovan nahradni zkousejici. Pokud béhem tficeti
(30) dntt (nebo po takovou delsi dobu, na které se
smluvni strany vzdjemné dohodly) nebude nalezen
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with the terms herein. If a Replacement Investigator is
designated, such Replacement Investigator shall be bound
by all terms of this Agreement that are applicable to the
Investigator, and the Parties shall amend this Agreement
accordingly.

akceptovatelny nahradni zkousSejici, mize CRO
vypovédét tuto smlouvu v souladu s podminkami této
smlouvy. Pokud bude nahradni zkousSejici jmenovan,

bude tento nahradni zkouSejici vazan vSemi
podminkami této smlouvy, které se vztahuji na
zkousejiciho, asmluvni  strany tuto smlouvu

odpovidajicim zplisobem zméni.

D. If Sponsor or CRO requests, Investigator shall
attend and participate in an investigator’s meeting or other
initiation meeting. Sponsor will reimburse Investigator for
reasonable and necessary travel and lodging expenses
incurred to attend such meeting(s). The receipts for such
meeting(s) must be submitted to Sponsor or Sponsor’s
Designee within sixty (60) days of the date of the meeting.

D. Pokud oto zadavatel nebo CRO pozadaji,
zkousejici se zucastni schiizky zkousejicich nebo jiného
zahajovaciho setkani. Zadavatel uhradi zkouSejicimu
ptimétené a nezbytné naklady na cestovani a ubytovani
vzniklé v souvislosti s ucasti na takovych setkanich.
Stvrzenky za takové(d) setkani musi byt ptedlozeny
zadavateli nebo jeho zastupci do Sedesati (60) dnti od
data setkani.

Effective Date and shall continue until completion of all
obligations herein, including without limitation receipt by
Sponsor of all Study data and resolution of all
corresponding queries in a form acceptable to Sponsor and
execution of all payments(“Completion”), unless otherwise
terminated in accordance with this Agreement.

4. Term; Study Initiation; | 4. Doba platnosti; zahajeni studie;
Completion/Termination dokon¢eni/ukonceni
A This Agreement shall commence as of the A Tato smlouva vstoupi v platnost k datu

ucinnosti a bude platit az do splnéni vech zavazku v ni
uvedenych, mimo jiné vcetné pfijeti vSech udaji ze
studie zadavatelem a vyteSeni vSech odpovidajicich
dotazti ve form¢ akceptovatelné pro zadavatele a
provedeni vSech plateb (dale jen ,,dokonceni), pokud
nebude v souladu s touto smlouvou ukoncena jinak.

B. If the favorable opinion of the EC is not
obtained, this Agreement shall be null and void. The
Sponsor shall promptly notify the Site if the favorable
opinion of the EC for the Study is lapsed, suspended, or
withdrawn in whole or in part.

B. Pokud souhlasné stanovisko EK
nebude ziskano, bude tato smlouva neplatna. Zadavatel
bude neprodlen¢ informovat centrum, pokud bude
souhlasné stanovisko EK pro studii zcela nebo zCasti
zru$eno, pozastaveno nebo odvolano.

C. No subject may be enrolled in the Study
without the Investigator first obtaining an approved
informed consent signed by or on behalf of each subject.
The Site shall not request an informed consent from any
subject or allow any subject to participate in the Study prior
to the initiation of the Study in accordance with the Protocol
and the terms of this Agreement.

C. Zadny subjekt nesmi byt do studie
zafazen bez toho, aniz by zkouSejici nejprve ziskal
schvaleny informovany souhlas podepsany kazdym
subjektem nebo jeho jménem. Centrum nebude
poZzadovat informovany souhlas od zddného subjektu
ani nedovoli ucast které¢hokoli subjektu ve studii pred
zahgjenim studie v souladu s protokolem
a podminkami této smlouvy.

D. The Site acknowledges that Sponsor and
CRO reserve the right to limit entry or enrollment of
subjects at any time.

D. Centrum bere na védomi, Ze zadavatel
a CRO si vyhrazuji pravo kdykoli omezit vstup nebo
nabor subjekti.

5. Payment Terms and Budget.

5. Platebni podminky a rozpocet.
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A In consideration for performance of the Study,
Sponsor through the CRO will compensate Institution and
Investigator in accordance with the payment terms and
budget set forth in Schedule A attached hereto and made a
part hereof (the “Budget”). The estimated value of financial
payment under this Agreement shall be approximately
CZK 681,000.00. No other benefits or compensation,
beyond those expressly included in the Budget, or as
otherwise approved by Sponsor in advance in writing, will
be provided by Sponsor through the CRO to Institution nor
to Investigator. Payments shall be made by Sponsor through
the CRO in accordance with the Budget following receipt
of a detailed invoice from Institution, which invoice shall
be consistent with the provisions set forth in the Budget.
Documentation for issuing invoices will be sent to
Institution at the address: | GGG A
invoices will be itemized as set forth in the Budget.
Investigator will be rendered payment on the basis of
approved documentation for disbursement of sums.
Documentation will be sent for approval to Investigator at
the address . Any expenses, for
which reimbursement is sought, shall be paid only if (i) the
request for reimbursement for such expenses is
accompanied by original receipts and (ii) Sponsor has
expressly agreed to reimburse such expenses in writing or
in the Budget. The last payment due will be made by
Sponsor through the CRO after the Site completes all of its
obligations hereunder, and Sponsor or CRO has received all
completed CRFs, all deliverables defined in the Protocol,
and all other data and rights to which Sponsor or CRO is
entitled under this Agreement. The terms of the Budget may
be modified only upon the prior written amendment to this
Agreement signed by all Parties.

A Jako protiplnéni za provadéni studie poskytne
Zadavatel prostifednictvim CRO zdravotnickému
zatizeni a zkouSejici odménu v souladu s platebnimi
podminkami a rozpo¢tem uvedenymi v piiloze A
pripojené k této smlouve a tvofici jeji soucast (dale jen
»rozpocet™). Odhadovana hodnota finanéni odmény
podle této smlouvy bude piiblizné¢ 681000,00 K¢&.
Zadavatel prostfednictvim CRO nebude
zdravotnickému zafizeni ani zkousSejici poskytovat
z4dné dal$i vyhody nebo odmény kromé téch, které
jsou vyslovné uvedeny v rozpoctu nebo jinak pisemné
pfedem zadavatelem schvaleny. Platby budou
provadény  Zadavatelem prostfednictvim  CRO
v souladu s rozpoétem po obdrzeni podrobné faktury od
zdravotnického zafizeni, pficemz tato faktura bude
v souladu s ustanovenimi uvedenymi Vv rozpoétu.
Podklady pro vystaveni faktury budou zdravotnickému
zafizeni zasilany na adresu:
Vsechny faktury budou rozepsany na polozky, jak j Je
uvedeno Vv rozpoltu. Zkousejici budou platby
provadény na zaklad¢ odsouhlasenych podkladd pro
vyplatu ¢astek. Podklady budou k odsouhlaseni
zasilan zkousejici na adresu
H. Veskeré vydaje, u nichz
se pozaduje proplaceni, budou proplaceny pouze tehdy,
pokud (i) bude zadost o proplaceni takovych vydaji
doprovazena originalnimi uctenkami a (ii) zadavatel
vyslovné pisemné nebo v rozpoctu souhlasil s tim, Ze
tyto vydaje uhradi. Posledni splatnd platba bude
provedena Zadavatelem prostfednictvim CRO pote, co
centrum splni vSechny své povinnosti podle této
smlouvy azadavatel nebo CRO obdrzi vsechny
vyplnéné formulare CRF, v§echny vystupy definované
v protokolu a vsechny dalsi udaje a prava, na které ma
zadavatel nebo CRO podle této smlouvy narok.
Podminky rozpoc¢tu je mozné upravit pouze na zaklade

amounts payable by Sponsor under this Agreement
represent the fair market value of the covered costs
associated with the Study and no part of any consideration
paid hereunder is a prohibited payment for the
recommending or arranging for the referral of business or
the ordering of items or services; nor are the payments
intended to induce illegal referrals of business; nor are the
payments given in exchange for any explicit or implicit
agreement by Institution or Investigator to recommend or
provide favorable status for any of Sponsor’s products or to

predchoziho pisemného dodatku ktéto smlouvé
podepsaného vSemi smluvnimi stranami.
B. The Parties acknowledge and agree that the | B. Smluvni strany berou na védomi a souhlasi

s tim, ze Castky splatné zadavatelem na zakladée této
smlouvy predstavuji skute¢nou trzni hodnotu krytych
nakladt souvisejicich se studii a ze zadna ¢ast jakékoli
odmény zaplacené na zakladé této smlouvy neni
zakazanou platbou za doporuceni nebo zajisténi
doporuceni zakazky nebo objednani zbozi ¢i sluzeb; ani
se nejedné o platby urcené k nezakonnému doporucéeni
zakazek; plathy nejsou rovnéz poskytnuty vyménou za
jakoukoli vyslovnou nebo implicitni dohodu ze strany
zdravotnického zafizeni nebo zkousSejiciho, Ze budou

-Page 9 of 78-

Takeda Base Non-Interventional (Observational) Study Agreement (Czech Republic) CRO Inst (Inv) v. 02Dec2020

Alofisel-5007

PI Name/Institution Name: _/ Fakultni nemocnice u sv. Anny v Brné



mailto:fakturace.trials@fnusa.cz
mailto:beata.hemmelova@fnusa.cz
mailto:fakturace.trials@fnusa.cz
mailto:beata.hemmelova@fnusa.cz

which Sponsor has agreed to provide compensation,
Sponsor, through CRO, will be the sole source of
compensation. With the exception of third-party payors
(e.g. insurers), no part of the Study shall be conducted with
funding from any third parties, including without limitation,
any government or government agency funding, without the
prior written consent of Sponsor. Neither Institution nor
Investigator will seek reimbursement from any government
healthcare program or third party payor for amounts paid by
or on behalf of Sponsor, or for any materials that were
provided by or on behalf of Sponsor at no cost to Institution
or Investigator.

influence Institution’s or Investigator’s formulary, | doporuovat nebo zajistovat piiznivé postaveni pro

prescribing or dispensing decisions. jakékoli pfipravky zadavatele nebo ovliviiovat
rozhodovéani zdravotnického zatizeni nebo
zkousejiciho ohledné jejich 1ékopisd, predepisovani
nebo vydeje.

C. For all services required under the Protocol for | C. Za vSechny sluzby vyzadované podle

protokolu, u kterych zadavatel souhlasil stim, zZe
poskytne odménu, bude vyhradnim zdrojem odmeény
zadavatel prostfednictvim CRO. S vyjimkou platct
ttetich stran (napr. pojistoven) nebude bez piedchoziho
pisemného souhlasu zadavatele z&dna Cast studie
provadéna s financovanim od jakychkoli tfetich stran,
mimo jiné véetné od veskerych statnich nebo vladnich
instituci. Zdravotnické zafizeni ani zkousejici nebudou
usilovat o uhradu z jakéhokoli statniho programu
zdravotni péce nebo od platce tieti strany u castek
zaplacenych zadavatelem nebo jeho jménem ani za
jakékoli materidly, které byly zdarma poskytnuty

disclose to relevant governmental authorities the payments
made by or on behalf of Sponsor to the Site under this
Agreement, as well as the purpose and nature of such
payments, to the extent that Sponsor deems necessary under
Applicable Law.

zdravotnickému  zafizeni nebo  zkouSejicimu
zadavatelem nebo jeho jménem.
D. The Site understands that Sponsor or CRO will | D. Centrum bere na védomi, ze zadavatel nebo

CRO oznami pfislusSnym statnim organtim platby
provedené zadavatelem nebo jeho jménem centru podle
této smlouvy, jakoz i ucel a povahu téchto plateb, a to
v rozsahu, v jakém to zadavatel povazuje podle
platnych pravnich ptedpisi za nezbytné.

6. Confidentiality.

6. Diivérna povaha informaci.

A. All information (including without limitation,
verbal, written, and electronically stored or transmitted
information), materials, and documents provided to the Site
by or on behalf of Sponsor in connection with the Study,
including without limitation preclinical data and CRFs, and
Study Results shall be considered “Confidential
Information.” Confidential Information also includes
without limitation, the Protocol, Study correspondence, and
Study Results; provided, however, that the Site may use
and/or publish Study Results in accordance with the terms
of this Agreement. The Site hereby agrees that it: (i) shall
maintain in strict confidence all of the Confidential
Information, (ii) shall not disclose or disseminate
Confidential Information to any third party, (iii) shall not
use the Confidential Information for any purpose other than
the performance of the Study, and (iv) shall safeguard the
Confidential Information using the same degree of care, but
no less than a reasonable degree of care, as the Site uses to
protect its own confidential information. Such Confidential

A Veskeré¢ informace (mimo jiné vcetné ustnich,
pisemnych a elektronicky uloZenych nebo pfenasenych
informaci), materialy a dokumenty poskytnuté centru
zadavatelem nebo jeho jménem v souvislosti se studii,
mimo jiné v¢etné preklinickych udajt a formulara CRF
avysledkt studie, budou povazovany za ,divémé
informace”. Duvérné informace zahrnuji mimo jiné
také protokol, korespondenci ke studii a vysledky
studie, avSak s podminkou, Ze centrum miize pouzit
a/nebo  zvefejnit  vysledky  studie v souladu
s podminkami této smlouvy. Centrum timto souhlasi
S tim, ze: (i) bude zachovavat pfisnou divérnost vSech
davérnych informaci, (ii) nezpfistupni ani nebude §ifit
diavémé informace zadné tieti strané, (iii) nebude
pouzivat diivémé informace k zddnému jinému tcelu
nez k provadéni studie a (iv) divémé informace bude
chrénit s vynaloZenim stejné miry péce, jakou centrum
pouzivd kochrané¢ svych vlastnich divémych
informaci, ktera vsak nebude mensi nez pfiméfena mira
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Information shall remain the exclusive confidential and
proprietary property of Sponsor and shall be disclosed only
on a need-to-know basis and only to the Site and the Site’s
employees and agents. The Site agrees to ensure that each
of the Site’s employees and agents rendering services
hereunder treat the Confidential Information as confidential
consistent with the terms hereof.

péce. Tyto divémé informace zistanou vyhradnim
divérnym a chranénym majetkem zadavatele a budou
zpfistupnény pouze t€ém, kdo je potiebuji znat, a pouze
centru ajeho zaméstnancim a zastupcim. Centrum
souhlasi stim, ze zajisti, aby vSichni zaméstnanci
a zastupci centra poskytujici sluzby podle této smlouvy
nakladali s davémymi informacemi jako s divémymi
v souladu s podminkami této smlouvy.

B. The foregoing obligations shall not apply to
Confidential Information that;

B. Vyse uvedené povinnosti se nevztahuji na
duvérné informace, které:

i is or becomes publicly available through no
fault of the Site;

i jsou nebo se stanou

dostupnymi bez zavinéni centra;

vefejne

ii. is lawfully disclosed to the Site by a third
party entitled to disclose such information without any
obligation of confidence;

ii. byly zékonné sdéleny centru tfeti
stranou opravnénou tyto informace sdélit bez jakékoli
povinnosti zachovéani davérnosti;

iii. is already known to the Site prior to
disclosure hereunder, as shown by the Site’s prior written
records; or

iii. jsou jiz centru znamy pied jejich
sdélenim podle této smlouvy, jak lze prokazat
predchozimi pisemnymi zaznamy centra; nebo

iv. was developed by the Site without the use
of any Confidential Information, as evidenced by the Site’s
prior written records.

iv. byly vyvinuty centrem bez pouziti
jakychkoli divémych informaci, jak je doloZeno
piedchozimi pisemnymi zaznamy centra.

C. In the event that Confidential Information is
required to be disclosed by law or regulation, the Site shall
(i) timely notify Sponsor and provide Sponsor an
opportunity to object to such disclosure, prior to making any
such disclosure, and (ii) use all reasonable efforts to limit
the disclosure and maintain the confidentiality of such
Confidential Information to the extent reasonably possible.

C. V piipadé¢, ze bude ze zakona nebo nafizenim
vyzadovano, aby byly divérné informace zpfistupnény,
centrum (i) to vcas oznami zadavateli a poskytne
zadavateli ptilezitost vznést namitku vici takovémuto
zpfistupnéni pred jejich zptistupnénim a (ii) vynaloZi
veSkeré pfimétené Usili k omezeni zpfistupnéni
a zachovani divérnosti takovych divémych informaci
V piimétené mozném rozsahu.

D. Upon demand by Sponsor, the Site shall return all
Confidential Information, including all copies thereof, to
Sponsor; provided, however, that one (1) copy of such
Confidential Information may be retained by Institution in
its confidential files for purposes of compliance with
Applicable Law only.

D. Na Zzadost zadavatele vrati centrum veskeré
davérné informace véetné vsech jejich kopii zadavateli;
avSak za predpokladu, ze jedna (1) kopie takovych
davérmych  informaci mize byt uchovana
zdravotnickym zafizenim V jeho divémych slozkach
pouze pro uclely dodrzovani platnych pravnich
predpist.

7. Data Protection. The Parties agree to the terms
and conditions set forth in Schedule B and agree to sign the
Standard Contractual Clauses in Schedule C.

7. Ochrana udaji. Smluvni strany souhlasi s
podminkami uvedenymi v Pfiloze B a souhlasi s
podpisem Standardnich smluvnich dolozek v Priloze C.

8. Use of Study Results. Subject to Applicable Law,
Sponsor shall have the unrestricted right to use and publish,

8. Pouziti vysledkii studie. V souladu s platnymi
pravnimi piedpisy bude mit zadavatel neomezené pravo
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any data and information from the Study without the
consent of Investigator or Institution, provided that Sponsor
maintains Study subject confidentiality and complies with
the conditions of Applicable Law. The Site will not use data
generated during the Study or results of the Study for any
purpose other than care of a subject, for internal research
purposes, or for publication subject to Article 9, below. For
the avoidance of doubt, internal research purposes means
internal, non-commercial research activities that are not
funded by a third party (other than a government agency).

pouzivat a zvefejnovat jakékoli udaje a informace ze
studie bez souhlasu zkousejiciho nebo zdravotnického
zafizeni za predpokladu, Ze =zadavatel zachova
davérnost subjekti hodnoceni a dodrzi podminky
platnych pravnich ptedpist. Centrum nebude pouzivat
udaje vytvorené béhem studie nebo vysledky studie
k Zadnému jinému ucelu, nez je péfe o subjekt,
K internim vyzkumnym ucelim nebo pro publikaci
vsouladu sc¢lankem9 nize. Aby se predeslo
pochybnostem, interni vyzkumné wéely znamenaji
interni nekomeréni vyzkumné ¢innosti, které nejsou
financovany tieti stranou (jinou nez vladni instituci).

9. Ownership of Data; Publication.

9. Vlastnictvi udaji; publikace.

A All data, information, and results generated
during the course of conducting the Study, including
without limitation, the completed CRFs and any reports
prepared by the Site (collectively the “Study Results”) shall
be the sole property of Sponsor. The Site shall have the right
to publish or otherwise publicly disclose the Study Results
for its own internal, bona-fide, academic, non-commercial
purposes, in accordance with the terms of this article. The
medical records or other Source Documents, as defined by
ICH Guidelines, that support the Study Results shall remain
the property of Institution.

A Veskeré udaje, informace a vysledky
ziskané v prib&hu provadéni studie, mimo jiné véetné
vyplnénych formulaii CRF aveskerych zprav
pfipravenych centrem (spolecné dale jen ,,vysledky
studie*), budou vyhradnim vlastnictvim zadavatele.
Centrum bude mit pravo publikovat nebo jinak
zvetejnit vysledky studie pro své vlastni interni,
akademické, nekomeréni Gcéely v dobré vite v souladu
s podminkami tohoto ¢lanku. Zdravotni zaznamy nebo
jiné zdrojové dokumenty, jak jsou definovany pokyny
Mezinarodni rady pro harmonizaci, které dokladaji
vysledky studie, zlstanou majetkem zdravotnického
zafizeni.

B. If the Study is being conducted as part of a
multi-center non-interventional (observational) study, the
first publication of the results of the Study shall be in the
form of a multi-center publication authored by investigators
in this Study. However, if a multi-center publication is not
submitted within eighteen (18) months following
Completion or termination of the Study at all sites, the Site
may publish Institution’s Study Results in accordance with
this article.

B. Pokud je studie provadéna jako soucast
multicentrické neintervencni (observacni) studie, prvni
publikace vysledki studie bude mit podobu
multicentrické publikace napsané zkousejicimi v této
studii. Pokud vSak multicentrickd publikace nebude
predlozena do osmnécti (18) mésicii po dokonceni nebo
ukonceni studie ve vSech centrech, muZze centrum
publikovat vysledky studie zdravotnického zafizeni
v souladu s timto ¢lankem.

i The Site will provide Sponsor with a copy of any
proposed publication or presentation for review and
comment at least forty-five (45) days prior to such
presentation or submission for publication. At the
expiration of such forty-five (45) day period, the Site may
proceed with the presentation or submission for publication
unless Sponsor has notified Investigator or Institution in
writing that such proposed publication and/or presentation
discloses Confidential Information. Following such
notification, the Site hereby agrees to make any changes or
deletions prior to publication necessary to prevent

i Centrum poskytne zadavateli kopii jakékoli
navrhované publikace nebo prezentace ke kontrole
a pripominkovani nejméné Ctyticet pét (45) dnti pred
takovou prezentaci nebo predlozenim ke zvefejnéni. Po
uplynuti této lhity Ctyficeti péti (45) dnlt miize centrum
pokracovat v prezentaci nebo piedlozeni ke zvetejnéni,
pokud zadavatel pisemné€ neoznamil zkousejicimu nebo
zdravotnickému zafizeni, ze navrhovana publikace
a/nebo prezentace zpfistupnuje diveémné informace.
Centrum timto souhlasi, ze po jakémkoli takovémto
oznameni provede pied zvefejnénim veskeré zmeény
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disclosure of Confidential Information (excluding Study
Results). Further, upon the request of Sponsor, the Site will
delay publication or presentation for an additional ninety
(90) days to permit Sponsor to take necessary actions to
protect its intellectual property interests.

nebo vymazy, které jsou nezbytné Kk zabranéni
zpiistupnéni  dtvémych informaci (s vyjimkou
vysledkd studie). Centrum dale na zadost zadavatele
pozdrzi zvefejnéni nebo prezentaci o dalSich devadesat
(90) dni, aby umoznilo zadavateli podniknout nezbytné
kroky k ochran¢ jeho zajmu duSevniho vlastnictvi.

il The Site will keep the proposed publication
confidential during the review periods described herein and
will give due consideration to all comments provided by
Sponsor.

il Centrum bude béhem obdobi kontroly
popsanych v této smlouvé zachovavat duveémost
navrhované publikace a nalezit¢ zvazi vsSechny
pfipominky poskytnuté zadavatelem.

iii Except as otherwise mutually agreed by the Parties,
publications will be submitted to journals that offer public
availability via Open Access (including publisher
platforms/repositories and self-archiving). Open Access
refers to the free at point of entry, online availability of
published research output with, where available, rights of
re-use according to an end user license. Sponsor encourages
the publication using the Creative Commons Attribution 4.0
generic license (CC-BY 4.0) or equivalent license whenever
possible, with or without embargo period, over more
restrictive Creative Commons licenses such as CC-BY-NC,
CC-BY-NC-ND, or others.

iii. S vyjimkou piipadt, kdy se smluvni strany
vzajemné dohodly jinak, budou publikace piedlozeny
Casopisim, které nabizeji vefejnou dostupnost
prostiednictvim  otevieného  pfistupu  (vCetné
vydavatelskych platforem/alozist a autoarchivace).
Otevieny piistup znamend bezplatny pfistup v misté
vstupu, online dostupnost publikovaného vyzkumného
vystupu, pfipadn€¢ spravy na opakované pouziti
v souladu s licenci koncového uzivatele. Kdykoli to
bude mozné, zadavatel doporucuje publikaci s vyuzitim
generické licence Creative Commons, 4.0 (CC-BY 4.0)
nebo ekvivalentni licence, s embargem nebo bez ngj,
oproti restriktivn€jsim licencim Creative Commons,
jako je CC-BY-NC, CC-BY-NC-ND nebo dalsi.

iv. Unless otherwise required by the journal in which
the publication appears, or the forum in which it is made,
authorship will comply with the International Committee of
Medical Journal Editors (ICMJE) Recommendation for the
Conduct, Reporting, Editing and Publication of Scholarly
Work in Medical journals. Participation as an investigator,
in and of itself, does not confer any rights to authorship of
publications.

iv. Neni-li v ¢asopise, ve kterém se publikace
objevuje, nebo ve foru, ve kterém je publikovana,
vyzadovano jinak, bude autorstvi dodrzovat doporuceni
Mezinarodniho vyboru editori 1ékatskych casopist
(ICMIE) pro provadéni, vykazovani, upravu
a zvefejiovani  védeckych  praci v lékaiskych
Zasopisech. Ucast jakozto zkoudejictho sama o sobé&
neud€luje zadna prava na autorstvi publikaci.

10. Release of Information; Use of Name. Sponsor
may disclose the name of the Site and shall provide a
description of this Study on public websites consistent with
and as required by Applicable Law. No Party shall use the
name of any other Party in connection with any advertising
or promotion of any product or service without the prior
written permission of such other Party; provided, however,
that the limitations contained in this article shall not apply
to any documents that may be necessary or appropriate for
Sponsor or the Site to provide to a federal, state, or local
governmental agency or in scientific publications and grant
applications. Sponsor must approve, in writing, press
statements by Investigator or Institution or any of their

10. Zverejnéni informaci; pouziti jména.
Zadavatel mtize zvefejnit nazev centra a poskytne popis
této studie na vefejnych webovych strankach v souladu
s platnymi pravnimi ptedpisy atak, jak je jimi
vyzadovano. Zadna ze smluvnich stran nepouZije
jméno jakékoli jiné smluvni strany v souvislosti
s reklamou nebo propagaci jakéhokoli piipravku nebo
sluzby bez ptedchoziho pisemného souhlasu takové
jiné smluvni strany; avsak za predpokladu, ze omezeni
obsazena vtomto clanku se nevztahuji na zadné
dokumenty, které mohou byt nezbytné nebo piimerené
k tomu, aby je zadavatel nebo centrum poskytli
federalnimu, statnimu organu nebo organu mistni statni
spravy nebo ve védeckych publikacich a zadostech
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respective employees, agents, or contractors regarding the
Study before release of the statements.

ogrant. Zadavatel musi pisemné schvalit tiskova
prohlaseni zkousejiciho nebo zdravotnického zatizeni
nebo kteréhokoli z jejich pfislusnych zaméstnancu,
zastupcl nebo smluvnich partner ohledné studie pred
vydéanim téchto prohlaseni.

11. Independent Contractors. In conducting the
Study, the Site will each be acting as an independent
contractor with respect to Sponsor and its Designee, and not
as an agent, partner, or employee of Sponsor. Neither
Investigator, Institution, nor any of their respective
employees, agents, or contractors, shall have any authority
to make agreements with third parties that are binding on
Sponsor.

11. Nezavisli dodavatelé. Pfi provadéni studie
bude centrum ve vztahu k zadavateli a jeho zastupci
jednat jako nezavisly dodavatel, a nikoli jako zastupce,
spolecnik nebo zaméstnanec zadavatele. Zkousejici,
zdravotnické zafizeni ani zadny z jejich pftislusnych
zaméstnancl, zastupcli nebo dodavateli nebudou
opravnéni uzavirat smlouvy s tfetimi stranami, které
jsou pro zadavatele zavazné.

12, Inspections, Audits, and Study Monitoring.

12. Kontroly, audity a monitorovani studie.

A. Regulatory Inspection. The Site shall notify
Sponsor and its Designee promptly of any inquiries,
correspondence, or communications with or from the FDA,
the State Institute for Drug Control or any other
governmental or regulatory authority relating to the Study.
If a regulatory authority requests permission to or does
inspect the Site’s facilities or research records relating to the
Study, the Site will cooperate with the regulatory
authority’s representative(s) and permit such inspection.
The Site shall provide to Sponsor copies of all materials that
the Site receives, obtains, or generates in connection with
any such inspection or in connection with any
communications from regulatory authorities, unless
prohibited by Applicable Law.

A Kontrola regulacnich organii. Centrum bude
zadavatele ajeho zastupce bezodkladné informovat
0 veskerych dotazech, korespondenci nebo komunikaci
s FDA, Statnim Gstavem pro kontrolu 1é¢iv nebo
jakymkoli jinym statnim nebo regulacnim organem
Vv souvislosti se studii. Pokud regula¢ni organ pozada
o povoleni nebo provede kontrolu prostor centra nebo
zaznamu o Vyzkumu souvisejicich se studii, bude
centrum spolupracovat se zastupcem(i) regula¢niho
organu a takovouto kontrolu povoli. Centrum poskytne
zadavateli kopie vSech materiald, které obdrzi, ziska
nebo vytvoii v souvislosti s jakoukoli takovouto
kontrolou nebo v souvislosti s jakoukoli komunikaci od
regula¢nich organt, pokud to nezakazuji platné pravni

predpisy.

B. Sponsor Inspection/Audit.

B. Kontrola/audit zadavatele.

i The Site agrees to permit representatives of
Sponsor (including monitors, auditors, and inspectors),
upon reasonable notice and during normal business hours,
to examine (i) the facilities where the Study is being
conducted, (ii) raw Study Results including original Source
Documents (as defined by current ICH Guidelines),
whether in paper or electronic format, if allowed under the
terms of the informed consent, (iii) Electronic Data Capture
(“EDC”) equipment and/or EDC documentation system,
and (d) any other relevant information (and to make copies)
necessary for Sponsor to confirm that the Study is being
conducted in conformance with the Protocol and the data
protection requirements of Schedule B, and in compliance
with Applicable Law.

i Centrum souhlasi s tim, Ze dovoli zastupcim
zadavatele (v€etné monitorQ, auditori a kontrolor() po
vCasném oznameni abchem be&Zné pracovni doby
zkontrolovat (i) prostory, kde se studie provadi, (ii)
nezpracované vysledky studie véetné ptivodni zdrojové
dokumentace (jak je definovano aktudlnimi pokyny
Mezinarodni rady pro harmonizaci) at’ uz v papirové
nebo elektronické podob&, pokud to podminky
informovaného souhlasu dovoluji, (iii) zafizeni pro
elektronicky  zaznam  dat  (,L,EDC*)  a/nebo
dokumentacni systém EDC a (d) veskeré dalsi
relevantni informace (apofizovat kopie) nezbytné
K tomu, aby zadavatel mohl ové&fit, Ze je studie
provadéna v souladu s protokolem a pozadavky na
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ochranu udaji uvedenymi v piiloze B av souladu
S platnymi pravnimi piedpisy.

ii. Sponsor/CRO themselves or through their authorized
representatives will inform the Institution via the Clinical
Trials Department of the scheduled date of initiation and
termination visit, audit, and the start and end date of patient
recruitment via email sent to i
Sponsor/CRO are further required to conduct the above
visits during normal business hours of the Institution by
mutual agreement with the investigator or the Institution’s
designee, as applicable. Sponsor/CRO agrees that, in

addition to the Investigator, another authorized Institution
staff member will attend these visits if necessary.

ii. Zadavatel/CRO sami nebo prostiednictvim svych
povéfenych zastupcl budou informovat zdravotnické
zatizeni prostfednictvim Oddéleni klinickych studii o

.....

auditu a dale o datu zahgjeni a ukonceni naboru

acientil prostfednictvim emailu zaslaného na adresu
*. Zadavatel nebo CRO jsou dale
povinni provadét vysSe uvedené navstévy v bézné
pracovni dobé zdravotnického zafizeni po vzajemné
domluvé se zkousSejicim, pfipadné poveérenym
pracovnikem zdravotnického zatizeni. Zadavatel/CRO
souhlasi, ze se téchto navstév bude v ptipad¢ potieby
ucastnit kromé zkousejiciho i dalsi povéteny pracovnik
zdravotnického zafizeni.

iii. If any such inspection discloses any material non-
compliance with this Agreement, Sponsor and/or CRO is
entitled to secure compliance (to the extent possible) and
terminate the Site’s participation in the Study.

iii. Pokud takova kontrola zjisti jakykoli podstatny
nesoulad s touto smlouvou, zadavatel a/nebo CRO jsou
opravnéni zajistit soulad (v mozném rozsahu) a ukon¢it
ucast centra ve studii.

13. Termination Prior To Completion.

13. Vypovéd’ pred dokonéenim.

A This Agreement may be terminated in whole or in
part prior to Completion upon written notice as follows:

A. Tato smlouva mtize byt vypovézena zcela nebo
zCasti pred jejim dokoncenim pisemnou vypovédi
nasledovné:

i by any Party, upon written notice (effective
on the day following delivery to the other Party) if (1) the
authorization and approval to conduct the Study is
irrevocably withdrawn by the applicable supervisory
authority or relevant EC; or (2) the Sponsor or Investigator
determines continuation of the Study will compromise the
safety of the Study subjects and such determination is based
on reasonable medical judgment;

i kteroukoli smluvni stranou pisemnou
vypovédi (i¢inné dnem nasledujicim po doruceni druhé
Stran¢), pokud (1) pfislusny Kkontrolni ufad nebo
pfislusna EK neodvolateln¢ odvolaji povoleni
a schvaleni provadét studii; nebo (2) zadavatel nebo
zkousejici rozhodnou, ze pokraCovani studie ohrozi
bezpecénost studijnich subjekti a toto rozhodnuti bude
zalozeno na pfiméteném lékarském tsudku;

ii. by Sponsor (1) upon written notice
(effective on the day following delivery to the other Party)
if the Investigator is unwilling or unable to serve as the
principal investigator and the Parties are not able to agree
on a substitute pursuant to the terms of this Agreement; (2)
upon written notice (effective on the day following delivery
to the other Party) if the Site fails to perform the Study in
accordance with the terms of the Protocol (excluding
permitted deviations pursuant to the Protocol and under the
terms of this Agreement), or Applicable Law; or (3) upon
thirty (30) days written notice even without stated reason.

ii. zadavatelem (1) na zakladé pisemné
vypovédi (a¢inné dnem nasledujicim po doruéeni druhé
Stran¢), pokud zkouSejici nebude ochoten nebo
schopen vykonavat funkci hlavniho zkousejiciho
a smluvni strany nebudou schopny shodnout se na
nahrad¢ podle podminek této smlouvy; (2) na zaklade
pisemné vypovédi (i¢inné dnem nasledujicim doruceni
druhé Stran¢)), pokud centrum nebude provadét studii
v souladu s podminkami  protokolu (s vyjimkou
odchylek povolenych podle protokolu a podle
podminek této smlouvy) nebo s platnymi pravnimi
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piedpisy; nebo (3) na zakladé pisemné vypovedi i bez
uvedeni divodu s vypovédni lhiitou tficet (30) dnd.

iii. by the Site, upon thirty (30) days of the date of its
delivery to the other Parties written notice, in the event of a
material breach of this Agreement by Sponsor and
Sponsor’s failure to remedy such breach within such thirty
(30) day period.

iii. centrem na zakladé pisemné vypovédi
s vypovédni lhitou tficeti (30) dnti ode dne jejiho
doruceni ostatnim smluvnim stranam v ptipadé
zavazného poruseni této smlouvy zadavatelem a s tim,
ze zadavatel takové poruseni ve lhuté tficeti (30) dnt
nenapravi.

iv. by the Site by written notice, provided that the safety of
the subjects will not be compromised if, as a result of an
impediment beyond its control, Institution is unable to
complete the Study for some time without adversely
affecting its core business of providing health care. The
notice period shall be 30 days and shall commence on the
day following the date of its delivery to the other Parties.

iv. centrem na zaklad¢ pisemné vypovédi nebude-li tim
ohrozena bezpecnost subjektd hodnoceni, jestlize v
dusledku vzniku piekazky, jez nastala nezavisle na jeho
vili, nebude zdravotnické zafizeni dlouhodobé schopno
dokonit studii, aniz by tim nebyla negativné ovlivnéna
jeho hlavni ¢innost, kterou je poskytovani zdravotni
péce. Vypovedni doba ¢ini 30 dnti a pocind bézet dnem
nasledujicim po dni dorucéeni této vypovédi ostatnim
smluvnim stranam.

B. In the event of termination of this Agreement prior
to Completion, the Site shall, upon notice of termination,
make all reasonable efforts to minimize incurring further
costs. In the event of such early termination, payments will
be made for all services required by the Protocol that have
been performed up to the effective date of termination and
any reasonable, documented non-cancelable costs which
were incurred by Institution or Investigator in connection
with the Study as required under the Protocol and
contemplated in the Budget. If the payments exceed the
amount owed for services performed under the Protocol,
Institution shall promptly return the excess balance to CRO.

B. V piipadé vypovédi této smlouvy pied jejim
dokoncenim vynalozi centrum veskeré pfiméfené usili
na minimalizaci vzniku dalSich nékladt. V piipadée
takové predcasné vypoveédi budou provedeny platby za
vSechny sluzby vyzadované protokolem, které byly
provedeny do data ucinnosti vypovédi, a za veskeré
pifiméfené, zdokumentované nezruSitelné naklady,
které  vznikly zdravotnickému zafizeni nebo
zkousejicimu v souvislosti se studii, jak je pozadovano
protokolem a zamys$leno v rozpoétu. Pokud platby
prevysi Castku splatnou za sluzby provedené podle
protokolu, zdravotnické zatizeni bezodkladné vrati
preplatek CRO.

C. Immediately upon receipt or delivery of notice of
termination, the Site shall (i) comply with post-termination
procedures included in the Protocol, if any, and (ii) unless
otherwise directed by Sponsor, cease enrolling subjects into
the Study and cease the Study-related treatment of subjects
already enrolled in the Study (unless the safety of such
enrolled subjects could be compromised thereby).

C. Okamzité po obdrzeni nebo doruceni vypovédi
bude centrum (i) dodrzovat postupy po ukonéeni ucasti
uvedené v protokolu, pokud existuji, a (ii) pokud
zadavatel neuréi jinak, pfestane provadét nabor
subjektti do studie a ukonci 1écbu subjektii, které jiz
byly do studie zafazeny (pokud by timto nebyla
ohroZena bezpecnost téchto zafazenych subjekti).

D. Upon Completion or termination of this Agreement
for any reason, the Site will furnish to Sponsor all CRFs,
and all Sponsor materials. Confidential Information and
materials will be returned, at Sponsor’s instruction, to
Sponsor, except for record copies or samples which the Site
is required by law to retain. Within thirty (30) days of
termination of this Agreement or Completion of the Study

D. Po dokonceni této smlouvy nebo jeji vypovedi
z jakéhokoli diivodu centrum poskytne zadavateli
vSechny formulafe CRF avSechny materidly
zadavatele. Divérné informace a materialy budou dle
pokynii zadavatele vraceny zadavateli s vyjimkou kopii
z4dznaml nebo vzorku, které musi centrum dle zdkona
uchovavat. Do tficeti (30) dnii od vypoveédi této
smlouvy nebo dokonceni studie (podle toho, co nastane
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the Site for any lost profits, lost opportunities or for any
special or indirect damages.

(whichever comes first), Investigator will submit a final | diive) piedlozi zkousSejici zadavateli zavére¢nou
written report of the Study to Sponsor. pisemnou zpravu.
E. Neither Sponsor nor CRO shall be responsible to | E. Zadavatel ani CRO neponesou vu¢i centru

odpovédnost za jakykoli usly zisk, ztratu prilezitosti,
nebo za jakékoli zvlastni nebo nepiimé skody.

14, Patent Rights and Inventions.

14. Patentova prava a vynalezy.

A It is expressly agreed that no Party transfers by
operation of this Agreement to any of the other Parties any
right in or license to any patents, copyrights, or other
proprietary right owned as of the Effective Date of the
Agreement or arising outside of the research conducted
under this Agreement.

A Je vyslovné sjednano, ze zadna ze smluvnich
stran neptevadi diky platnosti této smlouvy zadné dalsi
smluvni strané jakékoli pravo ani licenci k jakymkoli
patentim, autorskym  pravim nebo  jinému
vlastnickému pravu vlastnénému k datu ucinnosti této
smlouvy nebo vzniklému mimo vyzkum provadény
podle této smlouvy.

B. The Site acknowledges that the idea for the Study
was conceived and developed by Sponsor and that Sponsor
approached Institution and/or Investigator to perform the
Study. The Site will fully and promptly disclose in writing
to Sponsor any inventions and developments discovered by
Institution or Investigator, any sub-investigator or any of
their respective employees, agents, or contractors in the
conduct of the Study or as a result of using Confidential
Information (collectively “Developments”). Sponsor shall
have sole ownership and rights in any Developments that
relate to the Study, including without limitation,
methodology, processes, derivatives, formulations, or other
uses thereof which utilize or rely upon the Confidential
Information provided to the Site. The Site shall fully
cooperate with Sponsor to vest rights therein in Sponsor and
to obtain patents or other legal protections thereon.

B. Centrum bere na védomi, ze myslenku studie
vytvofil a vyvinul zadavatel a Ze se zadavatel obratil na
zdravotnické zafizeni a/nebo zkousejiciho, aby studii
provedli. Centrum bude pln¢ aneprodlené pisemné
oznamovat zadavateli veSkeré vynalezy a vysledky
vyvoje objevené zdravotnickym zafizenim nebo
zkousejicim, kterymkoli  spoluzkousejicim nebo
kterymkoli z jejich piislusnych zaméstnanct, zastupct
nebo dodavateld pii provadéni studie nebo v disledku
pouzivani divémych informaci (spolecné dale jen
,vysledky vyvoje). Zadavatel bude mit vyhradni
vlastnictvi aprava kjakymkoli vysledkim vyvoje,
které souvisi se studii, mimo jiné vcetné metodiky,
procesi, derivatl, slozeni nebo jejich jiného vyuziti,
které vyuzivaji nebo se opiraji o divérné informace
poskytnuté centru. Centrum bude se zadavatelem pIn¢
spolupracovat za ucelem propdjceni téchto prav
zadavateli a ziskani stim souvisejicich patentli nebo
jiné zakonneé ochrany.

15. Indemnification; Insurance.

15. Odskodnéni; pojisténi.

A Sponsor Indemnification. Sponsor agrees to
indemnify, defend and hold harmless Institution, its
trustees, officers, employees, staff, subcontractors, and
agents involved in the conduct of the Study (“Institution
Indemnitee(s)”) against any third-party claim (each, a
“Claim”) arising out of: (i) the negligence or willful
misconduct of Sponsor or (ii) the Sponsor’s use of Study
data or the Study Results. The foregoing indemnity will not
apply to the extent a Claim arises out of: the negligence,
malpractice, or willful misconduct of any Institution
Indemnitee or the failure of any Institution Indemnitee to

A Odskodnéni zadavatelem. Zadavatel souhlasi
stim, ze odSkodni, bude obhajovat a zbavi
odpovédnosti zdravotnické zafizeni, jeho zmocnénce,
vedouci  pracovniky, = zaméstnance,  personal,
subdodavatele a zastupce podilejici se na provadéni
studie (dale jen ,odSkodiovana(¢) osoba(y)
zdravotnického zafizeni*) za vesSkeré naroky tfetich
stran (kazdy znich jednotlivé dale jen ,,narok®)
vyplyvajici z: (i) nedbalosti nebo umysiného pochybeni
zadavatele nebo (i) pouziti tdaji ze studie nebo
vysledkii  studie zadavatelem. VySe uvedené
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adhere to the terms of this Agreement, the Protocol, or any
written instructions from Sponsor , or to comply with any
Applicable Law or governmental requirements, it being
understood that (x) performing the Study in accordance
with the Protocol and any written instructions of Sponsor
shall not constitute negligence or malpractice for purposes
of this Agreement..

odskodnéni se nevztahuje na pfipady, kdy narok
vznikne v dasledku: nedbalosti, profesniho pochybeni
nebo Umyslného pochybeni kterékoli odskodiované
osoby zdravotnického =zafizeni nebo nedodrzeni
podminek této smlouvy, protokolu nebo jakychkoli
pisemnych pokynti zadavatele ze strany odskodnované
osoby zdravotnického zafizeni, nebo za ucelem
dodrzeni jakychkoli platnych pravnich ptedpisi nebo
vladnich pozadavkil, pfiCemz se rozumi, Ze (X)
provadéni studie v souladu s protokolem a jakymikoliv
pisemnymi pokyny zadavatele nebude pro ucely této

indemnify, defend, and hold harmless the Sponsor, its
directors, officers, employees, staff, and agents (the
“Sponsor Indemnitees”) against any Claim arising out of (i)
the negligence, omission, or willful misconduct of any
Institution Indemnitee or (ii) the failure of any Institution
Indemnitee to adhere to the terms of this Agreement, the
Protocol, or any written instructions from the Sponsor or its
designee, or to comply with any Applicable Law or
governmental requirements.

smlouvy predstavovat nedbalost nebo profesni
pochybeni.
B. Institution Indemnification. Institution agrees to | B. Odskodnéni  zdravotnickym  zafizenim.

Zdravotnické zafizeni souhlasi s tim, Ze odSkodni, bude
obhajovat azbavi odpovédnosti zadavatele, jeho
feditele, vedouci pracovniky, zaméstnance, personal
a zastupce (dale jen ,,odSkodiiované osoby zadavatele®)
za veSkeré naroky vyplyvajici z (i) nedbalosti,
opomenuti nebo UmysIného pochybeni kterékoli
odskodiované osoby zdravotnického zafizeni nebo (ii)
nedodrZzeni podminek této smlouvy, protokolu nebo
jakychkoli pisemnych pokynd zadavatele nebo jeho
zastupce, nebo nedodrzeni Platnych zakoni nebo
pozadavkl statnich ufadii ze strany odskodnované
osoby zdravotnického zafizeni.

C. Indemnification Procedure. The Party or Parties
seeking indemnification under this article shall (i) give
written notice to the indemnifying Party within five (5)
business days after (1) receiving any Claim or (2) learning
of any potential Claim; (ii) permit the indemnifying Party
to assume the defense and/or disposition of any such Claim
or related litigation, provided that counsel selected by such
indemnifying Party is reasonably acceptable to the Party or
Parties seeking indemnification; and (iii) cooperate with the
indemnifying Party in all reasonable respects with regard to
the defense of such Claim. The indemnifying Party under
this article shall not enter into any settlement agreement
with a claimant without the prior written permission of the
Party or Parties seeking indemnification, which permission
shall not be unreasonably withheld. The indemnified Party
shall have the right to select and obtain representation by
separate legal counsel, provided that such indemnified Party
shall bear all costs and expense related to such separate
representation.

C. Postup odskodnéni. Smluvni strana nebo
smluvni strany usilujici 0 odskodnéni podle tohoto
¢lanku (i) budou pisemné informovat odSkodiujici
stranu do péti (5) pracovnich dnti poté, co (1) obdrzi
jakykoli néarok nebo (2) se dozvi o jakémkoli
potencidlnim naroku; (ii) umozni odskodnujici strané
prevzit obhajobu a/nebo vyteSeni jakéhokoli takového
naroku nebo souvisejiciho sporu za predpokladu, ze
pravni zastupce vybrany touto odSkodnujici stranou je
pro smluvni stranu nebo strany usilujici 0 odskodnéni
pfiméten¢ akceptovatelny; a (iii) budou spolupracovat
s odskodnujici stranou ve vSech pfiméfenych ohledech
sohledem na obhajobu vic¢i takovémuto naroku.
Odskodnujici strana podle tohoto clanku neuzavie
zadnou dohodu o narovnani s osobou uplatiiujici narok
bez ptredchoziho pisemného svoleni smluvni strany
nebo smluvnich stran usilujicich 0 odskodnéni, pii¢emz
toto svoleni nebude bezdivodné odepirano.
Odskodnovana strana ma pravo vybrat si a zajistit si
samostatné pravni zastoupeni za ptredpokladu, Ze tato
odskodniovana strana ponese veskeré naklady a vydaje
souvisejici s timto samostatnym zastoupenim.
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Neither Sponsor nor CRO is authorized to admit
wrongdoing by Institution or the Investigator in the
handling of third-party claims without the prior written
consent of Institution, not to be unreasonably withheld.

Zadavatel ani CRO nejsou opravnéni bez predchoziho
pisemného souhlasu zdravotnického zafizeni pii
vyfizovani narokidl tfetich stran pfiznat pochybeni
zdravotnického zafizeni nebo zkousejiciho, pfi¢emz
nebude bezdiivodné odepiran.

D. Insurance.

D.  Pojistni.

Sponsor represents that it has and will maintain appropriate
insurance and/or self-insurance in accordance with
applicable law in amounts sufficient to respond to events
that may occur in the conduct of the Study and for which
Sponsor may be liable pursuant to applicable laws. Each
party will provide, upon written request, copies of
documentation evidencing the existence of such insurance
(or in the case of Sponsor, self-insurance).

Zadavatel prohlasuje, Ze ma a bude udrZovat pfislusné
pojisténi a/nebo samopojisténi Vv souladu s platnymi
pravnimi predpisy v ¢astkach dostatecnych k reakci na
udalosti, které se mohou vyskytnout pfi provadéni
studie a za které muze zadavatel podle platnych
pravnich predpisi nést odpovédnost. Kazda smluvni
strana poskytne na pisemnou Zzadost kopie
dokumentace dokladajici existenci takového pojisténi
(nebo v ptipadé zadavatele samopojisténi).

16. Complete Agreement; Amendment; Notice. This
Agreement represents the entire understanding between the
Parties, and supersedes all other agreements, express or
implied, between the Parties concerning the subject matter
hereof. This Agreement may not be amended or modified
in any manner except by a written amendment to the
Agreement signed by authorized representatives of all
Parties. Any notice to be given hereunder shall be given by
personal delivery, by recognized express courier, or by
registered or certified mail, return receipt requested. Such
notice shall be addressed to a Party at the address set forth
below, except as set forth in Schedule A. Any Party may
change its address for notice by giving written notice of
such change to the other Parties.

16. Uplna dohoda, dodatek, oznameni. Tato
smlouva pfedstavuje Uplné ujednani mezi smluvnimi
stranami a nahrazuje vSechny piedchozi dohody,
vyslovné nebo predpokladané, mezi smluvnimi
stranami tykajici se pfedmétu této smlouvy. Tato
smlouva nemize byt Zadnym zplsobem pozméenovana
ani upravovana vyjma pisemného dodatku ke smlouvé
podepsaného opravnénymi zastupci vSech smluvnich
stran. Jakékoliv oznameni vyZadované nebo podané
podle této smlouvy musi byt doru¢eno osobné¢,
uznavanou  expresni  kuryrni  sluzbou  nebo
doporucenou postou s dorucenkou. Toto oznameni
musi byt adresovano smluvni strané na adresu
uvedenou nize, vyjma piipadi uvedenych v Pfiloze A.
Kterakoli ze smluvnich stran mlize zménit svou adresu
pro zasilani oznameni pisemnym oznamenim této
zmény druhé smluvni strané.

To CRO/Designee: IQVIA RDS AG, Branch St-Prex

Pro CRO/zéstupce: IQVIA RDS AG, Branch St-

Prex

Route de Pallatex 29,
1162 St-Prex, Switzerland

Route de Pallatvex 29,
1162 St-Prex, Svycarsko

Attn: SPOTLITE@IQVIA.com

Attn: SPOTLITE@IQVIA.com

To Institution: Fakultni nemocnice u sv. Anny v

Pro zdravotnické zafizeni:

Brné Fakultni nemocnice u sv. Anny
v Brné

Oddéleni klinickych studii, Pekatska Oddéleni  klinickych  studii,

664/53, 656 91, Brno, Czech Republic Pekaiskd 664/53, 656 91, Bmo,
Ceska republika
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To Investigator:

Pro zkousejiciho: |

Fakultni nemocnice u sv. Anny
v Brn¢, Pekatska 664/53, 656 91 Brno

Fakultni nemocnice u sv. Anny
v Brné, Pekatska 664/53, 656 91

Agreement shall be binding upon and inure to the benefit of
the Parties and their respective successors and permitted
assigns. The rights and obligations of the Parties which by
intent or meaning have validity beyond termination of this
Agreement (including without limitation, rights with
respect to ownership, patents, confidentiality, and
indemnification) shall survive Completion or any
termination of this Agreement.

Czech Republic Brno,
Ceska republika
17. Binding Effect; Survival of Terms. This | 17. Zivazny ucinek; pretrvani platnosti

podminek. Tato smlouva bude zavazna a vstoupi
v platnost ve prospéch smluvnich stran a jejich
ptislusnych nastupcii a povolenych nabyvateli. Prava
a povinnosti smluvnich stran, které jsou dle zaméru
nebo vyznamu odiivodnéné i po ukonceni této smlouvy
(mimo jiné véetné prav tykajicich se vlastnictvi,
patentil, divérnosti a odskodnéni), ziistanou v platnosti
i po dokonceni nebo po jakékoli vypoveédi této
smlouvy.

18. Governing Law. This Agreement and all matters
arising out of or relating to this Agreement shall be
governed by, and construed and enforced in accordance
with the legal regulations of the Czech Republic without
regard to the conflicts of law provisions thereof. In the event
of any dispute arising out of or in relation to or in
connection with this Agreement, the parties shall, prior to
the initiation of any legal action or proceeding, attempt in
good faith to resolve the dispute amicably. If the dispute
cannot be settled amicably, any disputes arising from this
Agreement shall be adjudicated before the competent courts
of the Czech Republic.

18. Rozhodné préavo. Tato smlouva a vsechny
zalezitosti vyplyvajici z této smlouvy nebo sni
souvisejici se budou ftidit abudou vykladany
avymahany vsouladu s pravnimi piedpisy Ceské
republiky bez ohledu na ustanoveni o Kkoliznich
pravnich normach. V pfipadé jakéhokoli sporu
vyplyvajiciho z nebo v souvislosti s touto smlouvou
nebo v souvislosti s ni se strany pokusi pfed zahajenim
jakéhokoli pravniho jednani nebo fizeni v dobré viie
vyftesit spor smirn€. Pokud se spor nepodaii vyfesit
smirné, veskeré spory ztéto smlouvy budou feSeny
pred ptislusnymi soudy Ceské republiky.

19.  Assignment. Any assignment of this Agreement or
any rights or obligations hereunder by Investigator or
Institution to a third party shall require the prior written
consent of CRO and Sponsor. Any assignment by CRO to
any third party other than Sponsor or its affiliate shall
require the prior written consent of Sponsor, but shall not
require the approval of Institution or Investigator.
Investigator, Institution and CRO hereby acknowledge that
Sponsor may assign to itself or a third party responsibility
for any or all of Sponsor’s or CRO’s rights and obligations
hereunder by written notice to the Site and CRO. In such
a case, the Sponsor shall be liable for the obligations
arising until the delivery of the written notice to the
Site.

19. Postoupeni. Jakékoli postoupeni této smlouvy
nebo jakychkoli prav nebo povinnosti podle této
smlouvy ze strany zkousSejiciho nebo zdravotnického
zafizeni tfeti strané bude vyZzadovat pfedchozi pisemny
souhlas CRO a zadavatele. Jakékoli postoupeni ze
strany CRO tfeti stran€ jiné¢ nez zadavateli nebo jeho
pridruzené spolecnosti bude vyZadovat ptedchozi
pisemny souhlas zadavatele, ale nebude vyzadovat
souhlas zdravotnického zafizeni ani zkousejiciho.
Zkousejici, zdravotnické zatizeni a CRO timto berou na
védomi, Ze zadavatel miiZze sam sob€ nebo tieti strané
postoupit odpovédnost za jakakoli nebo veskera prava
a povinnosti zadavatele nebo CRO podle této smlouvy
pissmnym oznamenim centru a CRO. V takovém
piipadé nese Zadavatel odpovédnost za zavazky
vzniklé do doruceni pisemného ozndmeni Centru.
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20. Subcontracting. With Sponsor’s prior written
consent, Institution may subcontract the performance of
certain of its activities under this Agreement to qualified
third parties or use premises or facilities other than
Institution to perform certain activities under this
Agreement, provided that (i) the performance of activities
by such third parties or at such facilities will comply with
all applicable obligations of this Agreement, including
holding such third parties or facilities to terms at least as
stringent as those to which the Site is bound hereunder with
regard to the conduct of the Study, including without
limitation, record retention, confidentiality, data and
publications obligations, inventions, personal data, and
publicity, (ii) Institution remains liable for performance at
such facilities or by such third parties’, and (iii) neither
Investigator nor any sub-investigator has any direct or
indirect financial interest in any such third parties or
facilities.

20. Uzavirani  subdodavatelskych ~ smluv.
S ptedchozim pisemnym souhlasem zadavatele miize
zdravotnické zatizeni uzavtit subdodavatelské smlouvy
na provadéni urcitych svych c¢innosti podle této
smlouvy s kvalifikovanymi tfetimi stranami nebo miZze
K provadéni urcitych cCinnosti podle této smlouvy
vyuzivat jiné prostory nebo zafizeni neZ zdravotnické
zafizeni za predpokladu, Ze (i) provadéni Cinnosti
témito tfetimi stranami nebo v téchto zafizenich bude
v souladu se vSemi platnymi zavazky této smlouvy,
vcetné toho, ze tyto tfeti strany nebo zafizeni budou
spliovat podminky, které jsou piinejmensim stejné
pfisné jako ty, jimiz je vazano centrum s ohledem na
provadéni studie, mimo jiné vcetn¢ uchovavani
zaznamu, diveémosti, zavazkl tykajicich se udaji
a publikaci, vynalezii, osobnich udaji a publicity, (ii)
zdravotnické zafizeni zlstava zodpovédné za plnéni
Vv téchto zafizenich nebo témito tfetimi stranami a (iii)
zkousejici ani spoluzkousejici nemaji zadny ptimy ani
nepiimy finan¢ni zajem na jakékoli takovéto treti strané
nebo zafizeni.

21. Counterparts. This Agreement will be executed in
three (3) counterparts of which the Institution, Investigator
and CRO shall each receive one. Each counterpart shall be
deemed an original, and all of which, when taken together,
will constitute one and the same instrument.

21. Stejnopisy. Tato smlouva je vyhotovena ve
ttech (3) stejnopisech, z nichz zdravotnické zafizeni,
zkousejici a CRO obdrzi po jednom. Kazdy stejnopis
bude povazovan za original a vSechny tyto stejnopisy
spole¢né tvoii jednu a tu samou listinu.

22. Force Majeure. If the performance of this
Agreement by Site or Sponsor is prevented, restricted,
interfered with, or delayed (either totally or in part) by
reason of any cause beyond the reasonable control of the
Parties (such as acts of God, explosion, disease, weather,
war, terrorism, insurrection, civil strike, riots, or power
failure), the Party so affected shall, upon giving written
notice to the other Party, be excused from such performance
to the extent of such prevention, restriction, interference, or
delay, provided that the affected Party shall use its best
efforts to avoid or remove such causes of non-performance
and shall continue performance with the utmost dispatch
whenever such causes are removed. For purposes of this
article, a lack of funds shall not be considered a cause
beyond the reasonable control of the Parties.

22. Vys$si moc. Pokud je pInéni této smlouvy ze
strany centra nebo zadavatele zabranéno, je omezeno,
naruseno nebo se opozdi (bud’ zcela, nebo ¢astene)
z diivodu jakékoli pfi€iny, kterd je mimo pfiméfenou
kontrolu smluvnich stran (jako je naptiklad vyssi moc,
vybuch, onemocnéni, pocasi, valka, terorismus,
povsténi, stavka, obCanské nepokoje nebo vypadek
dodavek energie), bude dotéené smluvni strané na
zékladé oznameni druhé smluvni strané prominuto
takové plnéni v rozsahu tohoto zabranéni, omezeni,
naruseni Ci opozdéni za predpokladu, Ze dotCena
smluvni strana vynalozi maximalni Usili, aby zabranila
takovym pfi¢indm neplnéni nebo je odstranila, a bude
pokraCovat v plnéni, jakmile budou tyto pficiny
odstranény. Pro ucely tohoto ¢lanku neni nedostatek
finan¢nich prostfedk povazovéan za pficinu, ktera je
mimo pfimétenou kontrolu smluvnich stran.

23. Discrepancies. This contract is drawn up in the
Czech and English language versions. In the case of any
discrepancy between the Czech and the English versions of
the Agreement, the Czech version shall prevail.

23. Nesrovnalosti. Tato smlouva je vyhotovena
v ¢eském a anglickém jazykovém znéni. V piipadé
jakéhokoli rozporu mezi ¢eskou a anglickou verzi této
smlouvy bude mit pfednost ceska verze.
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24, Publication in accordance with Act no. 340/2015
Coll. on Contract Register. Institution, Sponsor and CRO
hereby acknowledge that details of this Agreement are
required to be published pursuant to Act no. 340/2015 Sh.,
on special conditions for the effectiveness of certain
contracts, the publication of such contracts, and the Register
of Contracts, as amended, on the official register:
https://smlouvy.gov.cz/ (“Agreements Register”).

24, Uveiejnéni v souladu se zikonem ¢.
340/2015 Sb., o registru smluv. Zdravotnické zafizeni,
zadavatel a CRO timto berou na védomi, Ze
podrobnosti této smlouvy musi byt uvefejnény
v souladu se zdkonem ¢. 340/2015 Sb., o zvlastnich
podminkach c¢innosti nékterych smluv, uvetejiiovani
téchto smluv a o registru smluv, ve znéni pozd¢jsich
ptedpist, v oficidlnim registru: https://smlouvy.gov.cz/
(déle jen ,,registr smluv*).

The Parties agree that no business secrets or personal
information shall be disclosed or made public as part of
such publication. For the purposes of this Agreement, such
business secrets include but are not limited to: payment
information attached as Schedule A, the minimum
enrollment goal, expected number of Study subjects
enrolled and the expected duration of the Study. As a result,
the Parties have agreed a version of this Agreement for
publication, in which all business secrets and personal
information have been redacted. This version will be sent to
Institution by CRO via email (“Agreed Form”). The Parties
agree that the Institution shall effect the publication of the
Agreed Form on the Agreements Register within 5 working
days of the Date of Final Signature of this Agreement. At
the time of publication the Institution will inform CRO /
Sponsor of publishing the Agreement in the Agreements
Register by designating the following email address:
SPOTLITE@IQVIA.com as the email address to which a
notification of publication in the Agreements register shall
be sent. Should the Institution fail to publish the Agreed
Form of this Agreement within 5 working days from the
Date of Final Signature, the Sponsor or the CRO may
publish the Agreed Form. The Parties agree that this
Agreement shall not come into effect until the Agreed Form
has been published in accordance with this clause
(“Effective Date”).

Smluvni strany souhlasi stim, ze v ramci tohoto
uvetejnéni nebudou zpfistupnéna ani Uvefejnéna zadna
obchodni tajemstvi ani osobni udaje. Pro tcely této
smlouvy mezi takova obchodni tajemstvi mimo jiné
patii: platebni udaje priloZzené jako pftiloha A,
minimalni cil pro nabor, ocekdvany pocet zarazenych
studijnich subjekti a ocekdvana délka studie. V
dasledku toho se smluvni strany dohodly na verzi této
smlouvy k uveiejnéni, ve které byla vymazana vSechna
obchodni tajemstvi a osobni Udaje. Tato verze bude
zdravotnickému zafizeni zaslana ze strany CRO
prostiednictvim e-mailu  (dale jen ,dohodnuta
podoba®). Smluvni strany souhlasi stim, ze
zdravotnické zafizeni uvefejni dohodnutou podobu
v registru smluv do 5 pracovnich dni od data
posledniho podpisu této smlouvy. V okamziku
uveiejnéni bude zdravotnické zafizeni informovat CRO
0 uvefejnéni smlouvy v registru smluv suvedenim
nésledujici e-mailové adresy: SPOTLITE@IQVIA.com
jako e-mailové adresy, na kterou bude zaslano
ozndmeni o uvefejnéni v registru smluv. Pokud by
zdravotnické zafizeni dohodnutou podobu této smlouvy
neuvetejnilo do 5 pracovnich dni od data posledniho
podpisu, miZe ji zvefejnit zadavatel nebo CRO.
Smluvni strany se dohodly, Ze tato smlouva nevstoupi
v platnost, dokud nebude uvetejnéna dohodnuta
podoba v souladu s timto ustanovenim (déle jen ,,datum
ucinnosti®).

In the event that there is a challenge to the validity of the
Agreed Form, once it has been published, the Parties shall
notify each other as soon as reasonably practicable upon
becoming aware of such challenge and shall work together
to agree a revised version of the Agreed Form for
publication.

V ptipadé, ze dojde ke zpochybnéni platnosti
dohodnuté podoby poté, co byla uvefejnéna, smluvni
strany se budou navzijem co nejdfive informovat,
jakmile se o takovém zpochybnéni dozvi, a budou
spolupracovat na odsouhlaseni revidované verze
dohodnuté podoby k uveiejnéni.

In no event shall the Institution publish this Agreement in
any form other than the Agreed Form, unless agreed in
advance in writing with CRO and Sponsor.

V zadném piipadé neuvetejni zdravotnické zafizeni
tuto smlouvu v zadné jiné nez ve schvalené podobé,
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pokud to nebude pfedem pisemné dohodnuto s CRO a
zadavatelem.

25. In accordance with Section 558(2) of Act No. 89/2012
Coll., the Civil Code, as amended, the Parties hereby
expressly exclude the use of commercial practices in their
legal dealings in connection with this contract.

25.  Smluvni strany timto v souladu s § 558 odst. 2
zakona ¢. 89/2012 sb., obéanského zakoniku, ve znéni
pozdé&jSich ptredpisti, vyslovné vyluCuji pouziti
obchodnich zvyklosti ve svém pravnim styku v
souvislosti s touto smlouvou.

26. The contracting authority/CRO hereby undertakes not
to enter into any other contract with any employee of the
Institution in connection with this study at the Institution.

26. Zadavatel/CRO se timto zavazuji, ze v
souvislosti s touto studii u zdravotnického zafizeni
neuzaviou zadnou jinou smlouvu s Zidnym
zaméstnancem zdravotnického zafizeni.

27. List of Incorporated Schedules.

27. Seznam zahrnutych priloh.

Budget and Payment Schedule

Rozpocet a harmonogram plateb

Data Protection Schedule

Pfiloha o ochrané osobnich udaji

0w >

Standard Contractual Clauses

o|w|»

Standardni smluvni dolozky
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IN WITNESS WHEREOF, the Parties have caused this Agreement to be executed by their duly
authorized representatives as the Effective Date defined above. / NA DUKAZ CEHOZ podepisuji
smluvni strany tuto smlouvu prostfednictvim svych fadné povétenych zastupcti k datu ucinnosti
definovanému vyse.

FAKULTNI NEMOCNICE U SV. ANNY V BRNE/ FAKULTNI NEMOCNICE U SV. ANNY V BRNE

By / Podpis:
(Signature) / (Podpis)

Name: / Jméno: Ing. Vlastimil Vajdak
Title: / Funkce: Director/ feditel

Date: / Datum:  8.4.2022

(Signature) / (Podpis)
Name: / Jméno:
Date: / Datum: 12.4.2022

IQVIA RDS AG, Branch St-Prex / IQVIA RDS AG, Branch St-Prex

By / Podpis:
(Signature) / (Podpis)

Name: / Jméno:

Title: / Funkce:

Date: / Datum: 22.3.2022
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Schedule A

Priloha A

BUDGET & PAYMENT SCHEDULE

R0OZPOCET A HARMONOGRAM PLATEB

Alofisel-5007

Alofisel-5007

A PAYER AND PAYEE DETAILS:

A. UDAJE PLATCE A PRIJEMCE PLATBY:

The Parties agree that the payments under this
Agreement will be made by the following payer
(“Payer”™):

Smluvni strany se dohodly, Ze platby podle této smlouvy
bude provadét nasledujici platce (dale jen ,,platce®):

Payer Name IQVIA RDS Inc. Jméno platce IQVIA RDS Inc.
4820 Emperor Bivd . 4820 Emperor Blvd

Payer Address Durham ,ch 27703 Adresa platce Durham ,pNC 27703

Bank Name Wells Fargo Bank NA Nézev banky Wells Fargo Bank NA
420 Montgomery St 420 Montgomery St

Bank Address San Francisco, CA 94104- Adresa banky San Francisco, CA 94104-
1298 1298

Bank Account 4070441159 Bankovni Gcet 4070441159

SWIFT Code WFBIUS6S SWIFT kod WFBIUS6S

The Parties agree that the payees designated below are
the proper payees for this Agreement, and

Smluvni strany souhlasi s tim, Ze niZe uréeni ptijemci
plateb jsou fadnymi pfijemci plateb pro tcely této
smlouvy

that payments under this Agreement will be made only
to the following payees (‘“Payees”) and will not violate
any rules or policies of the Site, will not violate
applicable national, state, or local laws or regulations.

aze platby podle této smlouvy budou poukazovany
pouze nasledujicim pijjemcam plateb (dale jen
»prijemci plateb®) a ze nebudou poruenim Zadnych
pravidel nebo smérnic centra, nebudou porusenim
platnych vnitrostatnich nebo mistni zdkont ¢i piedpisu.

Contract Payee No. 1
Payee Name (Must
match name in the
contract)

Smluvni pFijemce plateb €. 1:

(Musi se shodovat se
Jjménem ve smlouve)

Payee Address

Adresa piijemce plateb

Payee Email
Address

E-mailova adresa
pfijemce plateb

VAT/Tax ID (Tax
ID must exactly
match the payee
name indicated

Jméno piijemce plateb -

DIC / dafiové
identifika¢ni
¢islo(Danové
identifika¢ni ¢islo

above, or tax [DIC] se musi presné
exempt when shodovat s vyse
applicable) uvedenym jménem
nebo osvobozenim od
dang, pripada-li
v (vahu)
Banking Bankovni
Information No. 1: spojeni €. 1:
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Bank Name _ Nézev banky _

Bank Street I Ulice I

Bank City I Mésto I

Bank Postal Code I PSC I

Bank Country L Zemé 1IN
Receiving Account | [l Ména Giétu [

Currency

IBAN K6d SWIFT (8 nebo

Swift Code (8 orll 11 znakﬁ)

Characters)

If the contracted Payment Currency does not match
your bank account, you may need to provide an
Intermediary Bank. Please contact your Financial
institution for details. If an Intermediary bank is
required, please provide Bank Name, Account
Number if applicable and SWIFT Code of
Intermediary Bank along with all other required
Wire instructions.

Pokud smluvné ujednana ména platby neodpovida
meén¢ uctu, miize byt nutné, abyste poskytli udaje
zprostiedkovatelské banky. Informujte se ve své
bance. Je-li zprostiedkovatelska

banka vyzadovana, poskytnéte prosim jméno
banky, ¢isla Gétu a kod SWIFT
zprostiedkovatelské banky spole¢né s ostatnimi
pokyny pro pievod.

Contact Information No. 1:

Kontaktni Gdaje ¢&. 1:

Name of recipient
sending invoices to
DrugDev

Jméno piijemce
odesilajiciho faktury
spole¢nosti DrugDev

Phone number & Email

Telefon a e-mail

Language Preference

Upftednostiovany jazyk

Name of payment
recipient to receive
payment notification
and details

Phone number & Email

Jméno piijemce plateb,
ktery obdrzi ozndmeni
0 platbé a jeji
podrobnosti

Telefon a e-mail

Language Preference

Upfednostiiovany jazyk

Contract Payee No. 2:

(Must match name
in the contract)

Smluvni pfijemce plateb €. 2

jménem ve smlouveé)

Jméno piijemce plateb
(Musi se shodovat se

Payee Address

Adresa piijemce plateb

Payee Name —

Payee Email
Address

E-mailova adresa
pfijemce plateb

VAT/Tax ID (Tax
ID must exactly
match the payee
name indicated
above, or tax
exempt when
applicable)

DIC / dafiové
identifikacni
¢islo(Danové
identifikacni ¢islo
[DIC] se musi presné
shodovat s vyse
uvedenym jménem
nebo osvobozenim od
dang, ptipada-li

v (vahu)
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Banking
Information No. 2:

Bank Name

Bank Street

Bank City

Bank Postal Code

Bank Country
Receiving Account
Currency

IBAN

Swift Code (8 or 11
Characters)

If the contracted Payment Currency does not match
your bank account, you may need to provide an
Intermediary Bank. Please contact your Financial
institution for details. If an Intermediary bank is
required, please provide Bank Name, Account
Number if applicable and SWIFT Code of
Intermediary Bank along with all other required
Wire instructions.

Contact Information No. 2:
Name of recipient
sending invoices to
DrugDev

Phone number &
Email

Language
Preference

Name of payment
recipient to receive
payment
notification and
details

Phone number &
Email

Language
Preference

i

Bankovni
spojeni ¢&. 2:

Nézev banky

Ulice
Meésto
PSC

Zem¢

Meéna uctu

IBAN

Kod SWIFT (8 nebo
11 znakt)

Pokud smluvné ujednana ména platby neodpovida
meéné Uctu, mize byt nutné, abyste poskytli udaje
zprosttedkovatelské banky. Informujte se ve své
bance. Je-li zprostiedkovatelska banka vyzadovana,
poskytnéte prosim jméno banky, ¢isla uétu a kod
SWIFT zprostredkovatelské banky spolec¢né

S ostatnimi pokyny pro pievod.

Ll

Kontaktni idaje ¢&. 2:
Jméno piijemce
odesilajiciho faktury
spole¢nosti
DrugDev

Telefon a e-mail

Upfednostiovany
jazyk

Jméno piijemce
plateb, ktery obdrzi
ozndmeni o platbé
a jeji podrobnosti

Telefon a e-mail

|

Upftednostiiovany
jazyk

The Parties acknowledge that the designated Payees are
authorized to receive all of the payments for the services
performed under this Agreement.

Smluvni strany berou na védomi, Ze uréeni pfijemci
plateb jsou opravnéni pfijimat veskeré platby za sluzby
provadéné podle této smlouvy.

In case of changes in the Payees’ address or bank
account number, Site is obliged to inform DrugDev in
writing by sending an email to
payments@drugdev.com. The parties agree that in case
of changes in address which do not involve a change of
Payee, tax numbers, or tax-exempt status, no further
amendments are required.

V pfipadé zmén adresy piijemcti platby nebo dcisla
bankovniho uctu je centrum povinno pisemné
informovat spoleénost DrugDev zaslanim e-mailu na
adresu  payments@drugdev.com. Smluvni strany
souhlasi stim, Ze v pfipadé zmén adresy, které
nezahruji  zménu piijemce plateb, danovych
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identifika¢nich Cisel nebo stavu osvobozeni od dang,
nejsou vyzadovany zadné dalsSi dodatky.

If the Investigator is not the Payee, then the Payee’s
obligation to reimburse the Investigator, if any, is
determined by a separate agreement between
Investigator and Payee, which may involve different
payment amounts and different payment intervals than
the payments made by DrugDev to the Payee.

Pokud zkousejici neni pfijemcem plateb, bude piipadna
povinnost piijemce plateb odménit zkouSejiciho
stanovena samostatnou smlouvou mezi zkousejicim
a piijemcem plateb, ktera miZe obsahovat jiné castky
plateb a jiné platebni intervaly neZ pro platby hrazené
spole¢nosti DrugDev pfijemci plateb.

Investigator acknowledges that if Investigator is not the
Payee, DrugDev will not pay Investigator even if the
Payee fails to reimburse Investigator.

Zkousejici bere na védomi, ze pokud neni piijemcem
plateb, spole¢nost DrugDev nebude zkousejicimu platit
ani v ptipad¢, Zze mu ptijemce plateb odménu neuhradi.

B. PAYMENT TERM

B. PLATEBNI PODMINKY

C. PAYMENT DISPUTE

ROZPOROVANI PLATEB

D. DISCONTINUED OR EARLY TERMINATION

VYRAZENI NEBO PREDCASNE UKONCENI

E. INVOICES

E. FAKTURY
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Payments will be issued by DrugDev based on Visit
Budget, payment frequency and payment terms as
described above. Payments will be made only upon
receipt of corresponding invoices, including back-up
documentation, in the specified currency, as described
below. Invoices will be payable within 30 days from the
date of receipt by DrugDev of the invoice, including any
applicable back-up documentation. The documents for
issuing the invoice and making the payment will be sent
to the email addresses specified in Article 5 of the
Agreement. Payments to the Investigator will be made
upon receipt of the Investigator signed Performance Fee
Form (PFF).

Platby budou odesilany spole¢nosti DrugDev na zakladé
rozpoltu navstév, frekvence plateb a platebnich
podminek uvedenych vyse. Platby budou uhrazeny az
po obdrzeni pfislusnych faktur vcetné zalozni
dokumentace, a to ve stanovené méné, jak je uvedeno
nize. Faktury budou splatné do 30 dnil od data pfijeti
faktury spole¢nosti DrugDev vcetné piislusné zalozni
dokumentace. Podklady pro vystaveni faktury a
provedeni platby budou zasilany na emailové adresy
uvedené v ¢lanku 5 smlouvy. Platby zkousejici budou
provedeny po obdrzeni formuladie odmény za vykon
(PFF) podepsaného zkousejici.

Invoices for any additional payments to those stated in
this agreement (i.e., additional reimbursements) must
also be sent to DrugDev and approved by sponsor. All
invoices shall be raised in the following manner:

Faktury za jakékoli dodatecné platby nad ramec plateb
stanovenych touto smlouvou (tj. dodate¢né tvhrady)
museji byt rovnéz odeslany spolecnosti DrugDev
aschvaleny zadavatelem. Vsechny faktury budou
vystaveny takto:

Invoices to be billed to:

Fakturacni adresa:

IQVIA RDS AG, Branch St-Prex

IQVIA RDS AG, Branch St-Prex

Care of: DrugDev

Na adresu: DrugDev

Route de Pallatex 29

Route de Pallatex 29

1162 St-Prex

1162 St-Prex

Switzerland

Svycarsko

VAT: CHE-106.402.567

DIC: CHE-106.402.567

Invoices to be sent to:

Adresa pro zasilani faktur:

DrugDev Payments

DrugDev Payments

IQVIA, 5th floor.

IQVIA, 5th floor.

210 Pentonville Rd, King Cross

210 Pentonville Rd, King Cross

London N1 9JY

Londyn N1 9JY

United Kingdom

Velka Britanie

Email: support@drugdevglobal.com

E-mail: support@drugdevglobal.com

The following information should be
included on the invoice:

Faktura by méla obsahovat nasledujici udaje:

0 Complete INVESTIGATOR name,
address and phone number

0 celé jméno, adresa a telefonni ¢islo
ZKOUSEJICIHO

o Invoice Date

0 datum faktury

site/institution letterhead

0 Invoice Number 0 (dislo faktury

0 Payee Name (must match Payee indicated 0 jméno piijemce platby (musi odpovidat
in CTA) ptijemci platby uvedenému v CTA)

0 Payment Amount 0 cCastka platby

0 Complete description of services rendered 0 uplny popis poskytnutych sluzeb

0 Study Number: 0 (islo studie:

0 Sponsor Name 0 nazev zadavatele

0 Invoices should be printed on 0 faktury by mély byt vytistény na

hlavi¢kovém papife centra /
zdravotnického zafizeni

All invoice and payment related inquiries shall be
addressed directly to DrugDev Payments at

Veskeré¢ dotazy tykajici se faktur a plateb je tieba
adresovat pfimo spolecnosti DrugDev Payments na e-
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support@drugdevglobal.com, telephone +1 (973) 659-
6722, or fax +01 (610) 994-2784.”

mailovou adresu support@drugdevglobal.com, telefon
+1 (973) 659 6722, nebo fax +01 (610) 994 2784.

F. LocAL ETHICS COMMITTEE (LEC) FEES

F. PoPLATKY LOKALNI
(LEK)

ETICKE KOMISI

LEC costs will be reimbursed on a pass-through basis
upon receipt of a formal invoice issued by the LEC and
are not included in the attached Budget. Payment will be
made directly to the LEC. Any subsequent re-
submissions or renewals, upon approval by DrugDev
and Sponsor, will be reimbursed upon receipt of
appropriate documentation.

Néklady LEK budou hrazeny pribéné po obdrzeni
formélni faktury vydané LEK a nejsou zahrnuty v
prilozeném rozpoctu. Platba bude poskytnuta piimo
LEK. Jakdkoliv naslednd opakovand podéni nebo
obnoveni budou po schvaleni spolecnosti DrugDev
a zadavatelem hrazena po obdrzeni pfislusné
dokumentace.

G. BUDGET TABLE

®

TABULKA ROZPOCTU

The Budget is as follows:

Rozpocet je nasledujici:

l
 I_Ju_

LB

L8N

NN | ...

n___B
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Odhadovana celkova odména

estimated total remuneration for the Site, | Mistu provadéni klinického hodnoceni
considered on a basis of ] enrolled patients is | stanovena na zakladé [} zafazenych pacienti
a total of 681,000.00 CZK. predstavuje celkovou ¢astku 681000,00 K¢.
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NO OTHER ADDITIONAL FUNDING

NA ZADNE DALSI FINANCNI POZADAVKY

REQUESTS WILL BE CONSIDERED NEBUDE BRAN ZRETEL
Schedule B Priloha B

DATA PROTECTION SCHEDULE

| PRILOHA O OCHRANE OSOBNICH UDAJU

Data Protection Requirements

The following terms between Sponsor and
Institution reflect what is agreed between them,
both acting as separate Data Controllers, to
facilitate the processing and sharing of Personal
Data in the study. The terms define the data
protection principles that Sponsor and Institution
shall adhere to and their responsibilities to each
other.

Pozadavky na ochranu osobnich udaji

Nésledujici podminky mezi zadavatelem a
zdravotnickym zafizenim odrazeji to, na ¢em se
strany dohodly, pfiCemz ob¢ strany jednaji jako
samostatni spravci udaji s cilem zajistit snadné&jsi
zpracovani a sdileni osobnich udaji ve studii.
Podminky definuji principy ochrany osobnich
udaja, které zadavatel a zdravotnické zafizeni
budou dodrzovat, a jejich povinnosti vi¢i sobé
navzajem.

1. Vymezeni pojmi

1. Definitions

The terms “Controller”, “Data Subject”,
“Personal Data”, “Processor”, “Processing” and
“Supervisory Authority” shall have the same
meaning as in the applicable Data Protection Law.
For avoidance of doubt, applicable Data Protection
Law means all Applicable Legal regulations in
relation to data protection, privacy, interception
and monitoring of communications, or
requirements relating to the Processing of Personal
Data, including but not limited to the General Data
Protection Regulation EU 2016/679, while the
highest standard of protection must be ensured if
the regulations in question are in conflict.

“Security Incident” shall mean any actual or
reasonably suspected accidental, unlawful or

Terminy ,,spravce, ,,subjekt udaja*“, ,,0sobni
udaje“, sZpracovatel®, wZpracovani«
a ,dozorovy organ“ maji stejny vyznam jako
vplatnych  pravnich  predpisech o ochrané
osobnich udajii. Aby se ptredeslo pochybnostem,
platnymi pravnimi pfedpisy o ochran¢ osobnich
udaji se rozumi vSechny platné pravni predpisy
tykajici se ochrany osobnich udaji, soukromi,
zachycovani a monitorovani komunikace nebo
pozadavkd tykajicich se zpracovani osobnich
udaji, mimo jiné vcetné¢ obecného nafizeni
0 ochrané osobnich udaji EU 2016/679, piicemz
musi byt zajistén nejvyssi standard ochrany, pokud
budou dotcené piedpisy v rozporu.

,Bezpe¢nostnim incidentem* se rozumi jakakoli

skutecnd nebo divodné podezield nahodnd,
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unauthorised loss, destruction, alteration, access,
use, disclosure of, damage or corruption to
Personal Data Processed under this Agreement.

nezakonnd nebo neopravnéna ztrata, znieni,
pozménéni, piistup, pouziti, zvefejnéni, poskozeni
nebo znehodnoceni osobnich udaji
zpracovavanych podle této smlouvy.

2. ldentification of the Controllers

2. Identifikace spravci

2.1. Sponsor is the Controller for key-coded
Personal Data of Study subjects collected and
transferred by the Institution in accordance with the
Protocol and the informed consent form, as
approved by the EC and Sponsor; and Personal
Data of Study Personnel collected in accordance
with this Agreement.

2.1.  Zadavatel je spravcem zakodovanych
osobnich udajii subjektli studie shromazdénych
a prenesenych zdravotnickym zafizenim v souladu
s protokolem as formulafem informovaného
souhlasu, jak bylo schvéaleno EK a zadavatelem;
a osobnich udajl personalu studie shromazdénych
v souladu s touto smlouvou.

2.2. Institution is responsible for the collection
(and where applicable, the coding) of Personal
Data under the Study and acts as Controller for
medical records possessed by Institution with
respect to source data and/or Personal Data
disclosed by Data Subjects in the course of
treatment and Personal Data collected or generated
in the course of the Study for the purpose of
exercising independent medical judgment in line
with the Agreement and Protocol.

2.2.  Zdravotnické zafizeni je odpovédné za
shromazd’ovani (a kdédovani tam, kde je to tfeba)
osobnich udaji v ramci studie a jedna jako spravce
zdravotnich zaznamu, které ma zdravotnické
zatizeni v drZeni, s ohledem na zdrojové udaje
a/nebo osobni udaje poskytnuté subjekty udaji v
prubéhu 1écby a osobni udaje shromazdéné nebo
vytvofené v prubéhu studie za ucelem uplatnéni
nezavislého lékarského usudku v souladu se
smlouvou a protokolem.

3. Warranties. Fair and Lawful Processing

3. Zaruky. Spravedlivé a zakonné zpracovani

3.1.  Sponsor and Institution shall at all times
comply with their respective obligations under all
applicable Data Protection legal regulations in
connection with this Agreement.

3.2.  The consent of the Study subjects will be
the legal basis for the Processing of their Personal
Data for the purposes of the Study. Accordingly,
Investigator/Institution represents and warrants
that it will provide the Data Subjects with the
Informed consent with personal data processing, in
the form provided by Sponsor, responsible for its
compliance with applicable legal regulations, to
obtain appropriate consent from the Data Subjects
and allow for the desired uses of such Personal
Data under this Agreement and the relevant
consent. Should Sponsor or Institution learn that it
has provided Personal Data under this Agreement
that may not be shared pursuant to a consent, it is
responsible for promptly notifying the other so that
the affected Personal Data under this Agreement
can be deleted, as required.

3.1.  Zadavatel azdravotnické zafizeni budou
v souvislosti s touto smlouvou vzdy dodrzovat své
pfislusné zavazky podle vSech platnych pravnich
piedpist o ochrané osobnich tdajt.

3.2. Souhlas subjektti studie bude pravnim
zakladem pro zpracovani jejich osobnich tdaji pro
ucely studie. Zkousejici/ Zdravotnické zafizeni
proto prohlasuje a zarucuje, ze poskytne subjektim
udaji  Informovany souhlas se zpracovanim
osobnich tdaji ve formé poskytnuté Zadavatelem,
ktery odpovida za jeho soulad s platnymi pravnimi
predpisy, k ziskani pfislusného souhlasu subjekti
udaji a umozni pozadované pouziti takovych
osobnich daju podle této smlouvy a piislusného
souhlasu. Pokud se zadavatel nebo zdravotnické
zatizeni dozvi, Ze poskytli osobni udaje podle této
smlouvy, které nesmi byt sdileny na zakladé¢
souhlasu, odpovidaji za to, aby byly dotené osobni
udaje podle této smlouvy bezodkladné vymazany,
jak je pozadovano.

3.3.  Zadavatel a zdravotnické zatizeni zajisti,
aby pfistup k osobnim udajim podle této smlouvy

-Page 33 of 78-
Takeda Base Non-Interventional (Observational) Study Agreement (Czech Republic) CRO Inst (Inv) v. 02Dec2020

Alofisel-5007

PI Name/Institution Name: _/ Fakultni nemocnice u sv. Anny v Brné




3.3.  Sponsor and Institution shall ensure that
the access to the Personal Data under this
Agreement is limited to its personnel who need to
have access to it for the performance of the
obligations under this Agreement, and that such
personnel are subject to confidentiality obligations.

3.4.  Sponsor and Institution shall each apply
appropriate technical and organizational security
measures reflective of current good industry

byl omezen na jeho pracovniky, ktefi k nim
pottebuji pfistup pro plnéni povinnosti podle této
smlouvy, a aby se na tyto pracovniky vztahovaly
povinnosti zachovavani davérnosti.

3.4.  Zadavatel a zdravotnické zatizeni budou
samostatné uplatiiovat pfislusna technicka a
organizani bezpecnostni opatieni odrazejici
soucasnou spravnou praxi a technologicky vyvoj v
oboru, aby chranili osobni Gdaje podle této

responsibility for responding to Data Subject rights
requests from Study subjects falls on the
Institution, and that it will forward any Data
Subject Requests it is unable to address itself to
Sponsor.

4.2.  Sponsor and Institution agree to cooperate
and provide reasonable assistance as is necessary
to each other to comply with applicable Data
Protection legal regulations, comply with Data
Subject Requests and respond to any other queries
or complaints from Data Subjects. They also
undertake to cooperate effectively in the event of
control by the supervisory authority, or
administrative or judicial proceedings conducted in
connection with the processing of personal data of
study subjects and study personnel under this
contract.

practice and technological development to protect | smlouvy — pfed  jakymkoli  bezpecnostnim
Personal Data under this Agreement against any | incidentem.

Security Incident.

4. Data Subject Rights 4. Prava subjekti udaji

41.  Sponsor and Institution agree that the | 4.1.  Zadavatel a zdravotnické zafizeni souhlasi

s tim, ze odpovédnost za reakci na zadosti subjekti
udaji od subjektt studie spociva na zdravotnickém
zafizeni a ze veskeré zadosti subjektti udaju, které
nebude schopno vyfesit samo, preda zadavateli.

4.2.  Zadavatel a zdravotnické zatizeni souhlasi
s tim, ze budou spolupracovat a poskytnou si
vzajemnou piiméfenou soucinnost nezbytnou
k tomu, aby vyhovéli platnym pravnim piedpisim
0 ochrané osobnich udaji, dodrzovali pozadavky
subjekti udaju a reagovali na jakékoli dalsi dotazy
nebo stiznosti subjektti iidajii. Rovnéz se zavazuji
k efektivni soucinnosti v piipadé kontroly ze strany
dozorového ufadu, ptipadné spravniho ¢i soudniho
fizeni vedeného v souvislosti se zpracovanim
osobnich udaji subjektli studie a subjekt
personalu studie dle této smlouvy.

5. Data Retention

5. Uchovavani udaji

Sponsor and Institution agree that they shall not
Process the Personal Data under this Agreement for
longer than necessary to fulfil the responsibilities
described in this Agreement, as outlined by the
Protocol and the applicable informed consent form,
and as required by Applicable legal regulations.

Zadavatel a zdravotnické zafizeni souhlasi s tim,
ze nebudou zpracovavat osobni udaje podle této
smlouvy déle, nez je nezbytné k plnéni povinnosti
popsanych v této smlouveé, jak je uvedeno v
protokolu a pfislusném formuléafi informovaného
souhlasu a jak vyzaduji platné pravni piedpisy.

6. Transfers

6. Predavani

Each of Sponsor and Institution may transfer the
Personal Data under this Agreement to its third
parties to the extent outlined in the Informed
consent with personal data processing signed by
study subjects or to the extent required by legal
regulations.. The Sponsor and Institution shall not

Zadavatel a zdravotnické zatizeni mohou predavat
osobni udaje podle této smlouvy tfetim stranam v
rozsahu uvedeném v informovaném souhlasu se
zpracovanim  osobnich  1daji  podepsaném
subjekty, nebo v rozsahu v jakém jim to ukladaji
pravni predpisy.. Zadavatel a zdravotnické zatizeni
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disclose or transfer Personal Data outside the
European Economic Area without affording
adequate protections for Personal Data in
accordance with applicable Data Protection legal
regulations.

nezvetejni ani nepfevedou osobni tidaje mimo
Evropsky hospodaisky prostor bez zajisténi
odpovidajici ochrany osobnich udaji v souladu s
platnymi pravnimi pfedpisy o ochrané osobnich
udaju.

7. Security Incidents

7. Bezpecnostni incidenty

7.1 In the event a Party suffers a Security Incident
affecting the Personal Data related to the Study,
such Party shall ensure that it complies with
applicable Data Protection legal regulations
including (if applicable) any obligations to notify
the Supervisory Authority, Data subjects, or other
regulatory bodies as required by Data Protection
legal regulations.

7.2. To the extent the Institution suffers a Security
Incident that has an impact on the Personal Data
related to the Study under this Agreement,
Institution shall promptly notify Sponsor of such
Security Incidentand, in any event, within 48 hours
of discovery of a Security Incident.

7.1 Vptipadé, ze smluvni strana zaznamena
bezpecnostni incident, ktery se tyka osobnich tidaji
souvisejicich se studii, tato smluvni strana zajisti,
aby konala v souladu s platnymi pravnimi pfedpisy
na ochranu osobnich udaji, vcetn¢ veskerych
povinnosti informovat dozorovy tufad, subjekty
udaji nebo jiné regulacni organy, jak to vyZzaduji
ptredpisy 0 ochran¢ osobnich udaju.

7.2 Pokud zdravotnické zafizeni utrpi bezpecnostni
incident, ktery ma podle této smlouvy dopad
naosobni Udaje souvisejici  se studii, musi
zdravotnické zafizeni neprodlené informovat
zadavatele o takovém bezpec¢nostnim incidentu
avkazdém piipadé do48hodin od zjisténi
bezpecnostniho incidentu.

8. Compliance

8. DodrzZovani predpist

Upon request from Sponsor, Institution shall
make available all relevant information necessary
to demonstrate compliance with Data Protection
legal regulations with respect to the Processing of
Personal Data for the purposes of the Study (to be
made not more than once annually).

Na zadost zadavatele zdravotnické zafizeni
zpfistupni veSkeré relevantni informace nezbytné k
prokazani dodrzovani piedpist o ochrané osobnich
udajt s ohledem na zpracovani osobnich udaji pro
ucely studie (ne vsak vice nez jednou ro¢né).

9. Personal Data of Study Personnel

9. Osobni udaje personalu studie

Prior to and during the course of the Study, the
Sponsor may request the collection of Personal
Data of the Study Personnel. Institution agrees to
assist Sponsor with obtaining any consents, or
providing any notice, as may be required by
Applicable Law.

Pfed zahajenim studie a v jejim prubchu muze
zadavatel pozadat o shromazd’ovani osobnich
udaji personalu studie. Zdravotnické zafizeni
souhlasi, Zze bude zadavateli pomahat pfi ziskavani
jakychkoli souhlasi nebo poskytovani jakychkoli
oznameni, jak mize byt pozadovano platnymi
pravnimi predpisy.
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Schedule C

Priloha C

STANDARD CONTRACTUAL CLAUSES

STANDARDNI SMLUVNI DOLOZKY

MODULE 1: Transfer Controller to Controller

1. MODUL: Pfenosy mezi spravci

authority/ies, agency/ies or other
body/ies (hereinafter “entity/ies”)
transferring the personal data, as
listed in Annex I.A. (hereinafter each
“data exporter”), and

SECTION | CAST |

Clause 1 Dolozka 1

Purpose and scope Uéel a rozsah

(@)  The purpose of these standard contractual (@ Ugelem téchto standardnich smluvnich
clauses is to ensure compliance with the dolozek je zajistit dodrzovani pozadavki
requirements of Regulation (EU) 2016/679 uvedenych V nafizeni Evropského
of the European Parliament and of the parlamentu a Rady (EU) 2016/679 ze dne
Council of 27 April 2016 on the protection 27.dubna 2016 0 ochrané fyzickych osob
of natural persons with regard to the Vv souvislosti se zpracovanim osobnich udaju
processing of personal data and on the free aovolném pohybu téchto udaji (obecné
movement of such data (General Data nafizeni o ochrané udaji), pokud jde o
Protection Regulation)' for the transfer of piedavani osobnich tidaja do tfeti zemé.
personal data to a third country.

(b)  The Parties: (b)  Strany:
(i)  the natural or legal person(s), public ()  fyzickd nebo pravnickd osoba C¢i

osoby, organ Ci organy vefejné moci,
agentura ¢i agentury nebo jiny subjekt
¢i jiné subjekty (dale jen ,,subjekt™ ¢i
»subjekty) predavajici osobni udaje,
uvedené vpiiloze LA (dale jen
»Vyvozce udaju’), a

(if)

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 LA,

subjekt ¢i subjekty vetieti zemi,
piijimajici  pifimo nebo nepiimo
prostfednictvim jiného subjektu, jenz
je rovnéz stranou téchto dolozek,
osobni Udaje od vyvozce 1daji,

(ii)
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(hereinafter each “data importer”)
have agreed to these standard
contractual clauses (hereinafter:
“Clauses”).

uvedené v pfiloze
»dovozce udaji“), se dohodly
natéchto standardnich smluvnich
dolozkach (dale jen ,,dolozky*).

LA (dale jen

(c)  These Clauses apply with respect to the () Tyto dolozky se pouziji sohledem
transfer of personal data as specified in na ptedavani osobnich tdaji podle pfilohy
Annex |.B. I.B.

(d)  The Appendix to these Clauses containing | (d) Dodatek ktémto dolozkam obsahujici
the Annexes referred to therein forms an prilohy, na néz se vtéchto dolozkach
integral part of these Clauses. odkazuje, tvoii nedilnou soucést téchto

dolozek.

Clause 2 Dolozka 2

Effect and invariability of the Clauses

Ucinek a neménnost dolozek

(@)  These Clauses set out appropriate (@  Tyto dolozky stanovi vhodné zaruky, véetné
safeguards, including enforceable data vymahatelnych prav subjektu Gdaji a G¢inné
subject rights and effective legal remedies, pravni ochrany, podle ¢1. 46 odst. 1 a ¢l. 46
pursuant to Article 46(1) and Article 46 odst. 2 pism.c) nafizeni (EU) 2016/679
(2)(c) of Regulation (EU) 2016/679 and, a s ohledem na piedavani udaji od spravci
with respect to data transfers from zpracovatelim  a/nebo  od zpracovateli
controllers to processors and/or processors zpracovatelim, standardni smluvni dolozky
to processors, standard contractual clauses podle ¢l. 28 odst. 7 nafizeni (EU) 2016/679,
pursuant to Article 28(7) of Regulation (EU) pokud nebudou zménény, s vyjimkou piidani
2016/679, provided they are not modified, nebo aktualizace informaci v dodatku. To
except to add or update information in the smluvnim stranam nebrani v tom, aby
Appendix. This does not prevent the Parties zahrnuly  standardni smluvni  dolozky
from including the standard contractual stanovené Vv téchto dolozkach do Sirsi
clauses laid down in these Clauses in a smlouvy a/nebo piidaly dalsi dolozky nebo
wider contract and/or to add other clauses or dodate¢éné zaruky, pokud nebudou piimo
additional safeguards, provided that they do nebo nepiimo v rozporu s témito dolozkami
not contradict, directly or indirectly, these nebo nebudou dotéena zakladni prava nebo
Clauses or prejudice the fundamental rights svobody subjektt tdaju.
or freedoms of data subjects.

(b)  These Clauses are without prejudice to (b) Témito  dolozkami  nejsou  doteny

obligations to which the data exporter is
subject by virtue of Regulation (EU)

povinnosti, které se vztahuji na vyvozce
udaju na zakladé natizeni (EU) 2016/679.
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2016/679.

Clause 3

Dolozka 3

Third-party beneficiaries

Opravnéné tieti strany

defined in Regulation (EU) 2016/679, those

(@) Data subjects may invoke and enforce these | (@)  Subjekty udaji se mohou jako opravnéné
Clauses, as third-party beneficiaries, against tieti strany vevztahu Kk vyvozci a/nebo
the data exporter and/or data importer, with dovozci udajti dovolavat téchto doloZzek
the following exceptions: avymahat je, ato  snasledujicimi

vyjimkami:
(i)  Clause 1, Clause 2, Clause 3, Clause ()  dolozka 1, dolozka 2, dolozka 3,
6, Clause 7; dolozka 6, dolozka 7;
(i)  Clause 8.5 (e) and Clause 8.9(b); (i)  doloZka 8.5(e) a dolozka 8.9(b);
(i)  Clause 12(a) and (d); (i)  dolozka 12(a) a (d);
(iv) Clause 13; (iv) doloZka 13;
(v)  Clause 15.1(c), (d) and (e); (v)  dolozka 15.1(c), (d) a (e);
(vi) Clause 16(e); (viy doloZka 16(e);
(vi) Clause 18(a) and (b). (vii) dolozka 18(a) a (b).

(b)  Paragraph (a) is without prejudice to rights | (b)  Pismenem (a) nejsou dotcena prava subjekti
of data subjects under Regulation (EU) udaji podle natizeni (EU) 2016/679.
2016/679.

Clause 4 Dolozka 4

Interpretation Interpretace

(@)  Where these Clauses use terms that are (@  Pokud tyto dolozky pouzivaji pojmy, které

jsou vymezeny v nafizeni (EU) 2016/679,
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terms shall have the same meaning as in that
Regulation.

maji tyto pojmy stejny vyznam jako
V uvedeném nafizeni.

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.

(b)  These Clauses shall be read and interpreted | (b) Tyto doloZky je tieba &ist a vykladat
in the light of the provisions of Regulation sohledem naustanoveni nafizeni (EU)
(EV) 2016/679. 2016/679.

(c)  These Clauses shall not be interpreted ina | (c)  Tyto dolozky nebudou vykladany Zzadnym
way that conflicts with rights and zpusobem, ktery by byl v rozporu s pravy
obligations provided for in Regulation (EU) a povinnostmi stanovenymi v natizeni (EU)
2016/679. 2016/679.

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 dobé sjednani téchto dolozek,
nebo které byly uzavieny az po jejich sjednani, maji
tyto dolozky prednost.

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 piedavani
The details of the transfer(s), and in particular the | Podrobnosti tykajici se pfedavani, zejména

kategorie osobnich udaji, které jsou predavany,
aucel nebo ucely, pro které jsou predavany, jsou
uvedeny v pfiloze L.B.

Clause 7

Dolozka 7

Docking clause

DoloZka o pFistoupent

An entity that is not a Party to these Clauses
may, with the agreement of the Parties,

(@)

@)

Subjekt, ktery neni stranou téchto dolozek,
muze se souhlasem stran k tmto dolozkam

-Page 39 of 78-
Takeda Base Non-Interventional (Observational) Study Agreement (Czech Republic) CRO Inst (Inv) v. 02Dec2020

Alofisel-5007

PI Name/Institution Name: _/ Fakultni nemocnice u sv. Anny v Brné




accede to these Clauses at any time, either
as a data exporter or as a data importer, by
completing the Appendix and signing

kdykoli pfistoupit, bud’ jako vyvozce udaji,
nebo jako dovozce udajli, ato vyplnénim
dodatku a podepsanim piilohy I.A.

Annex LA,

(b)  Once it has completed the Appendix and (b)  Poté, co pristupujici subjekt vyplni dodatek
signed Annex |.A, the acceding entity shall apodepise prilohu I.A, stane se stranou
become a Party to these Clauses and have téchto dolozek ama prava apovinnosti
the rights and obligations of a data exporter vyvozce udaji nebo dovozce udaji v souladu
or data importer in accordance with its se svym urCenim v pfiloze [.A.
designation in Annex LA.

(c)  The acceding entity shall have norightsor | (c)  Piistupujici subjekt nema zadna prava ani
obligations arising under these Clauses from povinnosti  nazakladé téchto dolozek
the period prior to becoming a Party. plynouci z obdobi pied tim, neZ se stal

stranou.
~ o -
PARTIES
Clause 8 Dolozka 8

Data protection safeguards

Zaruky ochrany udaji

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

Vyvozce udaji zarucuje, ze vynalozil pfimétené
usili, aby mohl stanovit, zda je dovozce udaji
schopen — zavedenim vhodnych technickych
a organiza¢nich opatfeni — plnit své povinnosti
podle téchto dolozek.

8.1 Purpose limitation

8.1 Omezeni ucelu

The data importer shall process the personal data
only for the specific purpose(s) of the transfer, as
set out in Annex 1.B. It may only process the
personal data for another purpose:

Dovozce tidajti zpracovava osobni tidaje pouze pro
konkrétni cel nebo ucely pifedani v souladu
s piilohou I.B. Osobni udaje miize zpracovavat pro
jiny ucel pouze tehdy, pokud:
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(i)  where it has obtained the data
subject’s prior consent;

0] ziskal pfedchozi souhlas subjektu

udaji;

(i)  where necessary for the
establishment, exercise or defence of
legal claims in the context of specific
administrative, regulatory or judicial
proceedings; or

(i)  je to nezbytné pro urceni, vykon nebo
obhajobu pravnich naroki v ramci
zvlastnich spravnich, regulacnich nebo
soudnich fizeni; nebo

(i) ~ where necessary in order to protect
the vital interests of the data subject
or of another natural person.

(i) je to nezbytné pro ochranu Zivotné
dalezitych za4jmt subjektu udajii nebo
jiné fyzické osoby.

8.2

Transparency

8.2

Transparentnost

(@)

In order to enable data subjects to
effectively exercise their rights pursuant to
Clause 10, the data importer shall inform
them, either directly or through the data
exporter:

@)

Aby subjekty udajii mohly ucinn¢ vykonavat
sva prava podle dolozky 10, dovozce udaju
je informuje pfimo nebo prostiednictvim
vyvozce udaji:

(i)  ofitsidentity and contact details;

() o svétotoznosti a kontaktnich Udajich;

(i)  of the categories of personal data
processed;

(i) o kategoriich
osobnich udaji;

zpracovavanych

(i)  of the right to obtain a copy of these
Clauses;

(i) o pravu ziskat kopii téchto dolozek;

(iv)  where it intends to onward transfer
the personal data to any third
party/ies, of the recipient or
categories of recipients (as
appropriate with a view to providing
meaningful information), the purpose
of such onward transfer and the
ground therefore pursuant to Clause

(iv) pokud ma v umyslu osobni Gdaje dale
predat jakékoli tieti strané nebo
stranam, o pfijemci nebo kategoriich
piijemcti (podle potieby za Ucelem
poskytnuti smysluplnych informaci),
o ucelu takového dal§iho predavani
a 0 divodu pro dalsi pfedavani podle
dolozky 8.7.
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8.7.

(b)  Paragraph (a) shall not apply where
the data subject already has the
information, including when such
information has already been
provided by the data exporter, or
providing the information proves
impossible or would involve a
disproportionate effort for the data
importer. In the latter case, the data
importer shall, to the extent possible,
make the information publicly
available.

(b) Pismeno (a) se nepouzije, pokud
subjekt udaju jiz tyto informace ma,
ato iv pfipad¢, Ze tyto informace jiz
poskytl vyvozce udajt, nebo pokud je
poskytnuti téchto informaci nemozné
nebo by to pro dovozce tudaji
znamenalo nepiiméetené usili.
V druhém pfipadé dovozce tudaju
informace v maximalni mozné miie
zvetejni.

()  On request, the Parties shall make a copy of | (c)  Strany poskytnou subjektu udaji na pozadani
these Clauses, including the Appendix as abezplatné kopii téchto dolozek, véetné
completed by them, available to the data dodatku, ktery tyto strany vyplnily.
subject free of charge. To the extent V rozsahu nezbytném k ochrané obchodniho
necessary to protect business secrets or other tajemstvi nebo jinych divémych informaci,
confidential information, including personal véetné osobnich udaji, mohou strany pted
data, the Parties may redact part of the text sdilenim kopie upravit ¢ast znéni dodatku,
of the Appendix prior to sharing a copy, but ale poskytnou smysluplIné shrnuti, pokud by
shall provide a meaningful summary where jinak subjekt udaji nebyl schopen porozumét
the data subject would otherwise not be able jeho obsahu nebo uplatnit sva prava. Strany
to understand its content or exercise his/her poskytnou subjektu daji  na pozadani
rights. On request, the Parties shall provide divody uvedenych Uprav, ato v co nejvétsi
the data subject with the reasons for the mozné mife, aniz by byly upravené
redactions, to the extent possible without informace odhaleny.
revealing the redacted information.

(d)  Paragraphs (a) to (c) are without prejudice | (d) Pismeny (a) az (c) nejsou dotéeny
to the obligations of the data exporter under povinnostmi vyvozce tdaji podle ¢lanki 13
Articles 13 and 14 of Regulation (EU) a 14 natizeni (EU) 2016/679.

2016/679.
8.3  Accuracy and data minimisation 8.3  Presnost a minimalizace udaji
(@)  Each Party shall ensure that the personal (@) Kazda strana zajisti, aby osobni tdaje byly

data is accurate and, where necessary, kept
up to date. The data importer shall take
every reasonable step to ensure that
personal data that is inaccurate, having

presné aV ptipadé potieby aktualizovany.
Dovozce udaji piijme veskera smysluplna
opatfeni, aby zajistil, Ze osobni udaje, které
jsou nepfesné, budou s ohledem natcel
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regard to the purpose(s) of processing, is
erased or rectified without delay.

nebo ucely zpracovani  bezodkladné

vymazany nebo opraveny.

(b)  If one of the Parties becomes aware that the | (b) Pokud se jedna ze stran dozvi, Ze osobni
personal data it has transferred or received is udaje, které piedala nebo pfijala, jsou
inaccurate, or has become outdated, it shall nepiesné nebo zastaralé, bez zbytecného
inform the other Party without undue delay. odkladu o tom informuje druhou stranu.

(c)  The data importer shall ensure that the (c)  Dovozce udaji zajisti, aby osobni udaje byly
personal data is adequate, relevant and pfiméfené, relevantni a omezené nato, co je
limited to what is necessary in relation to the nezbytné z hlediska ucelu nebo uceln, pro
purpose(s) of processing. které jsou zpracovavany.

8.4  Storage limitation 8.4  Omezeni uloZeni

The data importer shall retain the personal data for
no longer than necessary for the purpose(s) for
which it is processed. It shall put in place
appropriate technical or organisational measures
to ensure compliance with this obligation,
including erasure or anonymisation” of the data
and all back-ups at the end of the retention period.

Dovozce udaji uchova osobni tidaje pouze po dobu
nezbytnou pro ucel nebo ucely, pro ktery (které)
jsou zpracovavany. Pfijme vhodna technicka nebo
organizacni opatfeni k zajisténi dodrzovani této
povinnosti, véetné vymazani nebo anonymizace"
udaju a vSech zaloh na konci doby uchovavani.

8.5 Security of processing

8.5 Zabezpeceni zpracovani

The data importer and, during transmission,
also the data exporter shall implement
appropriate technical and organisational
measures to ensure the security of the
personal data, including 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, scope, context and purpose(s) of
processing and the risks involved in the
processing for the data subject. The Parties
shall in particular consider having recourse
to encryption or pseudonymisation,

@)

(@) Dovozce tudaji abchem predavani také
vyvozce udajii pfijmou vhodna technicka
a organizacni opatfeni k zajisténi
zabezpeceni osobnich udajl, véetné ochrany
pfed porusenim zabezpeceni vedoucimu
k ndhodnému nebo protipravnimu zniceni,
ztraté, zméné¢ nebo  neopravnénému
poskytnuti nebo zpiistupnéni (dale jen
»poruSeni zabezpeceni osobnich udaji‘). Pii
posuzovani vhodné tUrovné zabezpeceni
fadn¢ zohledni aktudlni stav techniky,
néklady na provedeni, povahu, rozsah,
kontext a ucel nebo Gcely zpracovani a rizika
pro subjekt dajii spojena se zpracovanim.
Strany zejména zvazi pouziti Sifrovani nebo
pseudonymizace, a to ibéhem piedavani,
pokud Ize timto zplisobem splnit ucel
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including during transmission, where the
purpose of processing can be fulfilled in
that manner.

zpracovani.

likely to result in a risk to the rights and
freedoms of natural persons, the data
importer shall without undue delay notify
both the data exporter and the competent
supervisory authority pursuant to Clause 13.
Such notification shall contain i) a
description of the nature of the breach
(including, where possible, categories and
approximate number of data subjects and
personal data records concerned), ii) its
likely consequences, iii) the measures taken
or proposed to address the breach, and iv)
the details of a contact point from whom
more information can be obtained. To the
extent it is not possible for the data importer
to provide all the information at the same
time, it may do so in phases without undue

(b)  The Parties have agreed on the technical and | (b)  Strany se dohodly na technickych a
organisational measures set out in Annex I1. organizanich  opatfenich  stanovenych
The data importer shall carry out regular v ptiloze II. Dovozce tudaji provadi
checks to ensure that these measures pravidelné kontroly, aby zajistil, Ze tato
continue to provide an appropriate level of opatieni stale poskytuji odpovidajici uroven
security. zabezpedeni.

(c)  The data importer shall ensure that persons | (c) Dovozce tdaji zajisti, aby se osoby
authorised to process the personal data have opravnéné  zpracovavat osobni  udaje
committed themselves to confidentiality or zavazaly k mi¢enlivosti nebo aby se na né
are under an appropriate statutory obligation vztahovala zakonna povinnost ml¢enlivosti.
of confidentiality.

(d) Inthe event of a personal data breach (d) V piipadé poruSeni zabezpefeni osobnich
concerning personal data processed by the udaji  tykajicich se osobnich udajt
data importer under these Clauses, the data zpracovavanych dovozcem 1daji podle
importer shall take appropriate measures to téchto dolozek piijme dovozce udaji vhodna
address the personal data breach, including opatfeni k feSeni poruSeni zabezpeCeni
measures to mitigate its possible adverse osobnich udaji, véetné opatteni ke zmirnéni
effects. jeho moznych nepftiznivych Géinki.

(e) In case of a personal data breach that is (e) 'V pripadé poruseni zabezpeCeni osobnich

udaja, které by mohlo vést k ohrozeni prav
a svobod fyzickych osob, dovozce tidaji bez
zbyte¢ného odkladu informuje vyvozce
udaji ipfislusny dozorovy tufad v souladu
s dolozkou 13. Toto ohldseni obsahuje 1)
popis povahy daného pfipadu poruseni
zabezpeceni osobnich udaji (véetné€, pokud
je to mozné, kategorii a pfiblizného poctu
dotéenych subjekti udaji  a kategorii
a priblizného mnozstvi dotcenych zaznamu
osobnich udaji), ii) jeho pravdépodobnych
dusledkti, iii) popis opatfeni, ktera byla
pfijata nebo byla navrzena s cilem vyfesit
dané poruseni zabezpeceni, a iv) udaje
kontaktniho mista, kde Ilze ziskat vice
informaci. Neni-li mozné, aby dovozce udaji
veskeré informace poskytl soucasn€, mohou
byt poskytnuty postupné bez dalsiho
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further delay.

zbytecného odkladu.

® In case of a personal data breach that is
likely to result in a high risk to the rights
and freedoms of natural persons, the data
importer shall also notify without undue
delay the data subjects concerned of the
personal data breach and its nature, if
necessary in cooperation with the data
exporter, together with the information
referred to in paragraph (e), points ii) to iv),
unless the data importer has implemented
measures to significantly reduce the risk to
the rights or freedoms of natural persons, or
notification would involve disproportionate
efforts. In the latter case, the data importer
shall instead issue a public communication
or take a similar measure to inform the
public of the personal data breach.

(f) Vpripadé¢ poruSeni zabezpeCeni osobnich
udaji,  které  pravdépodobné  bude
predstavovat vysoké riziko pro prava
a svobody fyzickych osob, dovozce udaju
rovnéz bez zbytecného odkladu poda hlaseni
dotéenym subjektim udaji o poruseni
zabezpeceni osobnich udaji a jeho povaze —
Vv piipadé potieby ve spolupréci s vyvozcem
udaji — a sdeli jim také informace uvedené
Vv pism. (e), bodu ii) az iv), pokud dovozce
udaju nezavedl opatfeni za uc¢elem znac¢ného
snizeni rizika pro prava a svobody fyzickych
osob nebo pokud dané hlaseni nevyzaduje
nepiimefené usili. V posledné uvedeném
pfipadé dovozce udaji misto toho vyda
vefejné oznameni nebo zajisti obdobné
opatfeni, kterym vefejnost o poruseni
zabezpeceni osobnich udajt informuje.

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 (hereinafter
“sensitive data”), the data importer shall apply
specific restrictions and/or additional safeguards
adapted to the specific nature of the data and the
risks involved. This may include restricting the
personnel permitted to access the personal data,
additional security measures (such as
pseudonymisation) and/or additional restrictions

(@)  The data importer shall document all (@ Dovozce 1udaji  dokumentuje  veskeré
relevant facts relating to the personal data relevantni skuteCnosti tykajici se poruSeni
breach, including its effects and any zabezpeCeni osobnich udaju, véetné jeho
remedial action taken, and keep a record ucinkd  a pfijatych napravnych opatieni,
thereof. a vede si 0 tom z&znamy.

8.6  Sensitive data 8.6 Citlivé udaje

Where the transfer involves personal data Jestlize pfedavani zahmuje osobni udaje

vypovidajici 0 rasovém nebo etnickém plvodu,
politickych ndzorech, ndbozenském vyznani nebo
filozofickém  pfesvédCeni  nebo  Clenstvi
v odborech, genetické Udaje nebo biometrické
Udaje zaucelem jedine¢né identifikace fyzické
osoby, Udaje 0 zdravotnim stavu ¢i o sexudlnim
zivoté nebo sexualni orientaci fyzické osoby nebo
udaje tykajici se rozsudki v trestnich vécech nebo
trestnych ¢inti (dale jen ,,citlivé udaje), dovozce
udaji uplatni zvlastni omezeni a/nebo dodatecné
zaruky prizptsobené zvlastni povaze udaji
a souvisejicim rizikim. To muze zahrnovat
omezeni personalu, ktery ma povolen piistup
k osobnim udajim, dodate¢na bezpe¢nostni
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with respect to further disclosure. opatfeni (jako je pseudonymizace) a/nebo
dodate¢na omezeni s ohledem na dalsi
zpfistupnéni.

8.7 Onward transfers 8.7 Dalsi piredavani

The data importer shall not disclose the personal
data to a third party located outside the European
Union™ (in the same country as the data importer
or in another third country, hereinafter “onward
transfer”) unless the third party is or agrees to be
bound by these Clauses, under the appropriate
Module. Otherwise, an onward transfer by the
data importer may only take place if:

Dovozce udajui nezpfistupni osobni udaje treti
stran& se sidlem mimo Evropskou unii™ (ve stejné
zemi jako dovozce Uidaji nebo v jiné tfeti zemi,
dale jen ,dalsi pfedavani®), ledaze by tato tfeti
strana byla podle pfislusného modulu témito
dolozkami vazéna nebo by souhlasila s tim, Ze jimi
bude vézana. K dalsimu ptedani dovozcem udaji
jinak muze dojit pouze tehdy, pokud:

@i it is to a country benefitting from an 0] se provadi do zemé, ktera vyuziva

adequacy decision pursuant to Article rozhodnuti 0 odpovidajici ochrané

45 of Regulation (EU) 2016/679 that podle ¢lanku45 nafizeni (EU)

covers the onward transfer; 2016/679, jenz upravuje dalsi
predavani;

(i)  the third party otherwise ensures (i)  tfeti strana jinak zajistuje vhodné

appropriate safeguards pursuant to
Articles 46 or 47 of Regulation (EU)
2016/679 with respect to the
processing in question;

zaruky podle ¢lankt 46 nebo 47
nafizeni (EU) 2016/679 s ohledem
na dot¢ené zpracovani;

(i)  the third party enters into a binding (i)  tfeti strana uzavie s dovozcem udaji
instrument with the data importer zévazny instrument zajiStujici stejnou
ensuring the same level of data uroven ochrany udaji jako podle
protection as under these Clauses, and téchto dolozek adovozce udaji
the data importer provides a copy of poskytne kopii téchto zaruk vyvozci
these safeguards to the data exporter; udaju;

(iv) itis necessary for the establishment, (iv)  je to nezbytné pro urceni, vykon nebo
exercise or defence of legal claims in obhajobu pravnich naroki v ramci
the context of specific administrative, zvlastnich spravnich, regula¢nich nebo
regulatory or judicial proceedings; soudnich fizeni;

(v)  itisnecessary in order to protect the (v) je to nezbytné pro ochranu zivotné

vital interests of the data subject or of

dulezitych zajmi subjektu udaji nebo
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another natural person; or

jiné fyzicke osoby; nebo

(vi)

where none of the other conditions
apply, the data importer has obtained
the explicit consent of the data subject
for an onward transfer in a specific
situation, after having informed
him/her of its purpose(s), the identity
of the recipient and the possible risks
of such transfer to him/her due to the
lack of appropriate data protection
safeguards. In this case, the data
importer shall inform the data
exporter and, at the request of the
latter, shall transmit to it a copy of the
information provided to the data
subject.

(vi) pokud neplati Zadna  z dalSich
podminek, dovozce udaji ziskal
vyslovny souhlas subjektu udaju
sdalsim pfedavanim v konkrétni
situaci poté, co jej informoval o jeho
uCelu nebo ucelech, totoznosti
ptijemce a moznych rizicich, kterd pro
néj vyplyvaji ztakového predavani

vzhledem k nedostatku vhodnych
zaruk ochrany tdaji. V takovém
pfipadé dovozce udaji informuje

vyvozce udajii ana zadost vyvozce
udaji. mu pfedda kopii informaci
poskytnutych subjektu udaja.

Any onward transfer is subject to compliance by
the data importer with all the other safeguards
under these Clauses, in particular purpose
limitation.

Na jakékoli dalsi predavani se vztahuje podminka,
7e dovozce udaji dodrzi vSechny ostatni zaruky
podle téchto dolozek, zejména omezeni ucelu.

8.8

Processing under the authority of the
data importer

8.8

Zpracovani z povéieni dovozce udajii

The data importer shall ensure that any person
acting under its authority, including a processor,
processes the data only on its instructions.

Dovozce udaju zajisti, aby jakakoli osoba, ktera
jedna zjeho povéfeni,
zpracovavala Udaje pouze na zakladé jeho pokynd.

véetné zpracovatele,

8.9 Documentation and compliance 8.9 Dokumentace a plnéni povinnosti

(@  Each Party shall be able to demonstrate (@ Kazda strana musi byt schopna prokézat
compliance with its obligations under these plnéni svych povinnosti podle téchto
Clauses. In particular, the data importer dolozek. Dovozce udaji zejména vede
shall keep appropriate documentation of the pfislusnou  dokumentaci o ¢innostech
processing activities carried out under its zpracovani, za jejichz provadéni odpovida.
responsibility.

(b)  The data importer shall make such (b) Dovozce  dajui  tuto  dokumentaci
documentation available to the competent na pozadani zpfistupni piislusnému
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supervisory authority on request.

dozorovému ufadu.

Clause 9

Dolozka 9

Use of sub-processors

Vyuziti dilcich zpracovatelii

[NOT USED.]

[NEPOUZIVA SE.]

Clause 10

Dolozka 10

Data subject rights

Prava subjektit vdaji

(@  The data importer, where relevant with the | (a)  Dovozce Gdaji, ptipadné za pomoci vyvozce
assistance of the data exporter, shall deal udaja, vyfizuje veskeré dotazy a Zadosti,
with any enquiries and requests it receives které obdrzi od subjektu udaji, tykajici se
from a data subject relating to the zpracovani jeho osobnich udaji, a vykonu
processing of his/her personal data and the jeho prav podle téchto dolozek, ato bez
exercise of his/her rights under these zbyte¢ného odkladu a nejpozdéji do jednoho
Clauses without undue delay and at the mésice od obdrzeni dotazu nebo Zadosti."
latest within one month of the receipt of the Dovozce udaji pfijme vhodna opatfeni
enquiry or request.” The data importer shall K usnadnéni vyfizovani téchto dotazi,
take appropriate measures to facilitate such zadosti avykonu prav subjektu daja.
enquiries, requests and the exercise of data Veskeré informace poskytované subjektu
subject rights. Any information provided to udaji musi byt ve srozumitelném a snadno
the data subject shall be in an intelligible pfistupném  znéni  zapouziti  jasnych
and easily accessible form, using clear and a jednoduchych jazykovych prostiedk.
plain language.

(b)  In particular, upon request by the data (b) Na zadost subjektu tdaji dovozce udaju

subject the data importer shall, free of
charge :

zejména bezplatné:

0! provide confirmation to the data
subject as to whether personal data
concerning him/her is being processed and,
where this is the case, a copy of the data
relating to him/her and the information in
Annex I; if personal data has been or will be
onward transferred, provide information on

(i)  poskytne subjektu udaji potvrzeni
otom, zda se zpracovavaji osobni Udaje,
které se ho tykaji, a v takovém piipadé mu
poskytne kopii udaji, které se ho tykaji,
a informace uvedené v piiloze 1, pokud
osobni Udaje byly nebo budou dale
pfedavany, poskytne informace o piijemcich
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recipients or categories of recipients (as
appropriate with a view to providing
meaningful information) to which the
personal data has been or will be onward
transferred, the purpose of such onward
transfers and their ground pursuant to
Clause 8.7; and provide information on the
right to lodge a complaint with a
supervisory authority in accordance with
Clause 12(c)(i);

nebo kategoriich pfijemct (podle potieby
za ucelem poskytnuti smysluplnych
informaci), kterym osobni Udaje byly nebo
budou dale predavany, ucel teéchto dalsich
pfedani  ajejich  divod v souladu
s dolozkou 8.7;  aposkytne informace
0 pravu podat stiznost u dozorového ufadu
v souladu s dolozkou 12(c) bodem (i);

(i)  rectify inaccurate or incomplete data
concerning the data subject;

(i)  opravi nepfesné nebo neuplné udaje
tykajici se subjektu udaji;

(iiiy  erase personal data concerning the
data subject if such data is being or
has been processed in violation of any
of these Clauses ensuring third-party
beneficiary rights, or if the data
subject withdraws the consent on
which the processing is based.

(i) vymaze osobni udaje tykajici se
subjektu tdajii, pokud tyto udaje jsou
nebo byly zpracovavany v rozporu
s kteroukoli z téchto dolozek, ktera
zajistuje prava nalezejici opravnéné
treti strané, nebo pokud subjekt daji
odvolda  souhlas, nakterém je
zpracovani zalozeno.

(c)  Where the data importer processes the ()  Pokud dovozce tdaju zpracovava osobni
personal data for direct marketing purposes, udaje pro ucely piimého marketingu,
it shall cease processing for such purposes if pfestane je pro tyto ucely zpracovavat,
the data subject objects to it. vznese-li proti tomu subjekt udaji namitky.

(d)  The data importer shall not make a decision | (d)  Dovozce tidajti nepiijme rozhodnuti zalozené

based solely on the automated processing of
the personal data transferred (hereinafter
“automated decision”), which would
produce legal effects concerning the data
subject or similarly significantly affect him /
her, unless with the explicit consent of the
data subject or if authorised to do so under
the laws of the country of destination,
provided that such laws lays down suitable
measures to safeguard the data subject’s
rights and legitimate interests. In this case,
the data importer shall, where necessary in
cooperation with the data exporter:

vyhradné na automatizovaném zpracovani
pfedavanych osobnich udaji (dale jen
»automatizované rozhodnuti*), které by mélo
pravni u€inky tykajici se subjektu idaji nebo
by ho obdobn¢ vyznamné ovlivnilo, ledaze
by ktomu subjekt tdaji dal vyslovny
souhlas, nebo pokud by mu to bylo
na zaklad¢ pravnich predpisi zem¢ urceni
povoleno, za pfedpokladu, ze takové pravni
piedpisy stanovi vhodna opatieni na ochranu
prav aopravnénych zajma subjektu udaji.
V tomto pfipad¢ dovozce udaji, v pripadé
potieby ve spolupraci s vyvozcem udaji:
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(i)  inform the data subject about the (i) informuje subjekt udaju

envisaged automated decision, the 0 ptedpokladaném automatizovaném
envisaged consequences and the logic rozhodnuti, ptredpokladanych
involved; and dutsledcich a pouzitém postupu; a

(i)  implement suitable safeguards, at (i)  zavede vhodnd ochranna opatfeni,
least by enabling the data subject to prinejmensim tim, ze umozni subjektu
contest the decision, express his/her udajt napadnout rozhodnuti, vyjadfit
point of view and obtain review by a svij nazor adosahnout prezkumu
human being. provadéného cloveékem.

()  Where requests from a data subject are (e) Jestlize jsou Zadosti subjektu udaju
excessive, in particular because of their nepfiméfené, zejména proto, ze se opakuji,
repetitive character, the data importer may mize dovozce udaju bud’ ulozit pfiméteny
either charge a reasonable fee taking into poplatek, vnémz budou zohlednény
account the administrative costs of granting administrativni naklady souvisejici
the request or refuse to act on the request. s vyhovénim dané zadosti, nebo muze

odmitnout zadosti vyhovét.

()  The data importer may refuse a data ()  Dovozce tdaji muze zadost subjektu udaji
subject’s request if such refusal is allowed odmitnout, pokud je takové odmitnuti
under the laws of the country of destination umoznéno podle prava zem& urCeni a je
and is necessary and proportionate in a v demokratické  spolenosti  nezbytné
democratic society to protect one of the apfiméfené zaGcelem ochrany jednoho
objectives listed in Article 23(1) of z cili uvedenych v ¢l. 23 odst. 1 nafizeni
Regulation (EU) 2016/679. (EV) 2016/679.

()  If the data importer intends to refuse adata | () Pokud ma dovozce udaji v imyslu zadost

subject’s request, it shall inform the data subjektu tdajii odmitnout, informuje subjekt
subject of the reasons for the refusal and the udaji o divodech odmitnuti a moZznosti
possibility of lodging a complaint with the podat stiznost u pfislusného dozorového
competent supervisory authority and/or utradu a/nebo pozadat o soudni ochranu.

seeking judicial redress.

Clause 11 Dolozka 11

Redress Néprava

(@) The data importer shall inform data subjects | (a) Dovozce udaju transparentné a ve snadno
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in a transparent and easily accessible format, pfistupném formatu informuje subjekty

through individual notice or on its website, udaji  prostfednictvim  individualniho

of a contact point authorised to handle oznameni nebo nasvych internetovych

complaints. It shall deal promptly with any strankach o kontaktnim misté opravnéném

complaints it receives from a data subject. vyfizovat  stiZznosti.  Takové  misto
neprodlen¢ vyfidi jakékoli stiznosti, které
0d subjektu tdaji pifijme.

(b)  In case of a dispute between a data subject | (b) V piipadé sporu mezi subjektem udaji
and one of the Parties as regards compliance a jednou ze smluvnich stran tykajiciho se
with these Clauses, that Party shall use its dodrzovani téchto dolozek vyvine tato strana
best efforts to resolve the issue amicably in vesker¢ usili k tomu, aby takovou zalezitost
a timely fashion. The Parties shall keep each vyfesila smirn¢ avcas. Strany se o téchto
other informed about such disputes and, sporech navzajem informuji a v piislusnych
where appropriate, cooperate in resolving piipadech pii jejich feSeni spolupracuji.
them.

(c)  Where the data subject invokes a third-party | (c) Pokud se subjekt tdaju dovolava prava
beneficiary right pursuant to Clause 3, the ve prospéch opravnéné tieti strany podle
data importer shall accept the decision of the dolozky 3, dovozce udaji  akceptuje
data subject to: rozhodnuti subjektu tdaju:

@ lodge a complaint with the 0] podat stiznost u dozorového ufradu
supervisory authority in the Member Vv Clenském staté svého obvyklého
State of his/her habitual residence or bydlisté¢ nebo mista vykonu prace
place of work, or the competent nebo u piislusného dozorového uradu
supervisory authority pursuant to podle dolozky 13;
Clause 13;

(i)  refer the dispute to the competent (i)  postoupit spor prislusnym soudim
courts within the meaning of Clause ve smyslu dolozky 18.
18.

(d)  The Parties accept that the data subject may | (d)  Strany jsou srozumény, Ze subjekt udaji
be represented by a not-for-profit body, muze byt zastoupen neziskovym subjektem,
organisation or association under the organizaci nebo sdruZzenim za podminek
conditions set out in Article 80(1) of stanovenych v ¢1. 80 odst. I nafizeni (EU)
Regulation (EU) 2016/679. 2016/679.

(e)  The data importer shall abide by a decision | (e)  Dovozce udaji dodrzuje rozhodnuti zavazné
that is binding under the applicable EU or podle platného prava EU nebo ¢lenského
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Member State law. statu.

()  The data importer agrees that the choice () Dovozce udaji souhlasi stim, ze vybér
made by the data subject will not prejudice provedeny subjektem udaji nebude mit vliv
his/her substantive and procedural rights to na jeho hmotna a procesni prava pozadovat
seek remedies in accordance with applicable ndpravu v souladu splatnymi pravnimi
laws. predpisy.

Clause 12 Dolozka 12

Liability Odpovédnost

(@)  Each Party shall be liable to the other (@)  Kazda strana je vii¢i druhé strané / ostatnim
Party/ies for any damages it causes the other stranam odpovédna za jakoukoli Ujmu,
Party/ies by any breach of these Clauses. kterou druhé strané / ostatnim stranam pii

poruseni téchto dolozek zptisobi.

(b)  Each Party shall be liable to the data subject, | (b) KaZzda strana je odpovédna vici subjektu

and the data subject shall be entitled to udaji a subjekt idaji ma narok na nahradu
receive compensation, for any material or jakékoli hmotné nebo nehmotné Gjmy, kterou
non-material damages that the Party causes strana zpusobi subjektu udaji porusenim
the data subject by breaching the third-party prav nalezejicich opravnéné tieti strané
beneficiary rights under these Clauses. This na zakladé téchto dolozek. Tim neni dotéena
is without prejudice to the liability of the odpovédnost vyvozce udaji podle nafizeni
data exporter under Regulation (EU) (EVU) 2016/679.

2016/679.

(c)  Where more than one Party is responsible (c)  Pokud je za Gjmu zpisobenou subjektu udajt

for any damage caused to the data subject as v disledku  poruseni  téchto  dolozek
a result of a breach of these Clauses, all odpovédna vice nez jedna strana, nesou
responsible Parties shall be jointly and spoleénou  anerozdilnou  odpovédnost
severally liable and the data subject is vSechny odpovédné strany a subjekt udaji je
entitled to bring an action in court against opravnén proti kterékoli z téchto stran podat
any of these Parties. zalobu u soudu.

(d)  The Parties agree that if one Party is held (d)  Smluvni strany se dohodly, Ze pokud je jedna

liable under paragraph (c), it shall be ze smluvnich  stran  odpovédna podle
entitled to claim back from the other pismene (c), je opravnéna pozadovat
Party/ies that part of the compensation oddruné  smluvni  strany/  ostatnich
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corresponding to its / their responsibility for smluvnich stran zpét ¢ast nahrady ujmy
the damage. odpovidajici jeji odpovédnosti za Ujmu.

()  The data importer may not invoke the (e) Dovozce tdaju se nemtze dovolavat jednani
conduct of a processor or sub-processor to zpracovatele nebo dil¢iho zpracovatele, aby
avoid its own liability. se vyhnul své vlastni odpovédnosti.

Clause 13 Dolozka 13

Supervision Dohled

(@)  Where the data exporter is established inan | (@)  Pokud je vyvozce udaji zfizen v ¢lenském
EU Member State: The supervisory stat¢ EU: Dozorovy ufad uvedeny
authority with responsibility for ensuring ptiloze 1.C, ktery je odpovédny za zajisteni,
compliance by the data exporter with ze vyvozce udaji dodrzuje nafizeni (EU)
Regulation (EU) 2016/679 as regards the 2016/679, pokud jde o piedavani udaja,
data transfer, as indicated in Annex I.C, jedna jako piislusny dozorovy uiad.
shall act as competent supervisory authority.

Where the data exporter is not established in Pokud vyvozce udaji neni ziizen v ¢lenském
an EU Member State, but falls within the staté EU, ale spada do tizemni puisobnosti
territorial scope of application of Regulation nafizeni (EU) 2016/679 v souladu s jeho
(EU) 2016/679 in accordance with its ¢l. 3 odst. 2 a jmenoval zastupce podle ¢l. 27
Article 3(2) and has appointed a odst. 1 nafizeni (EU) 2016/679: Dozorovy
representative pursuant to Article 27(1) of ufad ¢lenského statu uvedeny v priloze 1.C,
Regulation (EU) 2016/679: The supervisory v némz je ziizen zastupce ve smyslu ¢l. 27
authority of the Member State in which the odst. 1 natizeni (EU) 2016/679, jedna jako
representative within the meaning of Article pfislusny dozorovy ufad.

27(1) of Regulation (EU) 2016/679 is

established, as indicated in Annex I.C, shall

act as competent supervisory authority.

(b)  The data importer agrees to submit itself to | (b) Dovozce udaji souhlasi, ze se podiidi
the jurisdiction of and cooperate with the pravomoci pfislusného dozorového ufradu
competent supervisory authority in any abude snim spolupracovat v ramci vSech
procedures aimed at ensuring compliance postupit zaméfenych na zajisténi dodrzovani
with these Clauses. In particular, the data téchto dolozek. Dovozce tudaji zejména
importer agrees to respond to enquiries, souhlasi, ze bude reagovat na dotazy,
submit to audits and comply with the podrobovat se auditim a dodrzovat opatieni
measures adopted by the supervisory prijata dozorovym tfadem, véetné€ napravnych
authority, including remedial and a kompenzacnich  opatifeni. Dozorovému
compensatory measures. It shall provide the ufadu poskytne pisemné potvrzeni, ze byla
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supervisory authority with written
confirmation that the necessary actions have

pfijata nezbytna opatieni.

been taken.
~ ~ i , . .
SECTION 111 = LOCAL LAWS AND W‘W - - A
QBLICATIOND IN CASL OF ACCLOo DY W, . ~ >
Clause 14 Dolozka 14

Local laws and practices affecting compliance
with the Clauses

Mistni prdavni piedpisy a postupy majici dopad
na dodriovani dolozek

warranty in paragraph (a), they have taken
due account in particular of the following
elements:

(@)  The Parties warrant that they have no reason | (@)  Strany zaruCuji, ze nemaji davod se
to believe that the laws and practices in the domnivat, Ze pravni predpisy a postupy
third country of destination applicable to the ve tieti zemi urCeni, které se vztahuji
processing of the personal data by the data na zpracovani osobnich tudaji dovozcem
importer, including any requirements to udaji, vcetné jakychkoli pozadavkl
disclose personal data or measures na zptistupnéni  osobnich  daji  nebo
authorising access by public authorities, opatfeni, kterymi se povoluje pfistup
prevent the data importer from fulfilling its organum veiejné moci, brani dovozci udaji
obligations under these Clauses. This is pfi plnéni svych povinnosti podle téchto
based on the understanding that laws and dolozek. To je zaloZeno na piedpokladu, ze
practices that respect the essence of the pravni ptedpisy a postupy, které respektuji
fundamental rights and freedoms and do not podstatu  zakladnich  prdv  a svobod
exceed what is necessary and proportionate anepiekracuji to, co je v demokratické
in a democratic society to safeguard one of spole¢nosti nezbytné a ptimétené k zajisteni
the objectives listed in Article 23(1) of jednoho zcil uvedenych v ¢l. 23 odst. 1
Regulation (EU) 2016/679, are not in nafizeni (EU) 2016/679, nejsou v rozporu
contradiction with these Clauses. S témito dolozkami.

(b)  The Parties declare that in providing the (b)  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

() konkrétni okolnosti pfedani, vcetné
délky zpracovatelského fetézce, poctu
zapojenych  subjektd  a pouzitych
kanald pro pienos udaji, zamyslené
dalsi pfedani, druh piijemce, ucely
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transfers; the type of recipient; the zpracovani,  kategorie  a formét
purpose of processing; the categories predavanych osobnich udaju,
and format of the transferred personal hospodaiské odvétvi, vnémz se

data; the economic sector in which the
transfer occurs; the storage location of
the data transferred;

predavani uskutecnuje, misto, kde se
predané udaje uchovavaji;

(i)  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";

(i)  pravni predpisy a postupy treti zemée
uréeni — vcetn¢ tech, které vyzaduji
zpfistupnéni Udaji organim vefejné
moci nebo povoluji pfistup téchto
organi — relevantni s ohledem
na konkrétni okolnosti ptedani, jakoz
i pouzitelna omezeni a zaruky";

@iy  any relevant contractual, technical or
organisational safeguards put in place
to supplement the safeguards under

(i)  veskeré pfislusné smluvni, technické
nebo organizacni zaruky zavedené
za ucelem doplnéni zaruk podle téchto

these Clauses, including measures dolozek, véetné opatieni
applied during transmission and to the uplatiovanych ~ béhem  predani
processing of the personal data in the a zpracovani osobnich udaju v zemi
country of destination. uréeni.

(c)  The data importer warrants that, in carrying | (c)  Dovozce udajiu zaruCuje, Ze pii provadéni
out the assessment under paragraph (b), it posouzeni podle pismene (b) vynalozil
has made its best efforts to provide the data maximalni usili, aby poskytl vyvozci udaji
exporter with relevant information and relevantni informace, asouhlasi stim, ze
agrees that it will continue to cooperate with bude pii zajistovani dodrzovani téchto
the data exporter in ensuring compliance dolozek  svyvozcem udaju inadale
with these Clauses. spolupracovat.

(d)  The Parties agree to document the (d) Strany souhlasi, Ze posouzeni podle
assessment under paragraph (b) and make it pismene (b) zdokumentuji a na pozadani
available to the competent supervisory zpfistupni ptislusnému dozorovému tradu.
authority on request.

()  The data importer agrees to notify the data | () Dovozce udaji souhlasi s tim, Ze neprodlené

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

uvédomi vyvozce udaji, pokud ma
po vyjadieni souhlasu s t€émito ustanovenimi
apodobu trvani smlouvy divod se
domnivat, ze se nan¢j vztahuji, nebo se
zaaly vztahovat pravni pfedpisy nebo
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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).

postupy, které nejsou v souladu s pozadavky

podle pismene (a), ato ipo zméné
v pravnich pfedpisech tfeti zemé nebo
opatfeni  (jako je napiiklad Zadost

0 poskytnuti udajit), jez svéd¢i otom, ze
uplatiiovani téchto pravnich predpisii v praxi
neni v souladu spozadavky uvedenymi
Vv pismenu (a).

(f)  Following a notification pursuant to (f)  Pooznameni podle pismene (e), nebo pokud
paragraph (e), or if the data exporter ma vyvozce Udaju jinak divod se domnivat,
otherwise has reason to believe that the data 7ze dovozce udaju jiz nemuze plnit své
importer can no longer fulfil its obligations povinnosti podle téchto dolozek, vyvozce
under these Clauses, the data exporter shall udaji neprodlené ur¢i vhodna opatteni (napf.
promptly identify appropriate measures (e.g. technickd nebo organizaéni  opatfeni
technical or organisational measures to k zajisténi bezpeCnosti a divérnosti), ktera
ensure security and confidentiality) to be ma prijmout vyvozce tdaji a/nebo dovozce
adopted by the data exporter and/or data udaji  k feSeni situace. Vyvozce udaju
importer to address the situation. The data pozastavi predavani udaji, pokud se
exporter shall suspend the data transfer if it domniva, Ze pro toto pfedavani nemohou byt
considers that no appropriate safeguards for zajistény zadné vhodné zaruky, nebo pokud
such transfer can be ensured, or if instructed mu da pokyn piislusny dozorovy ufad.
by the competent supervisory authority to do V tomto piipadé je vyvozce udaji opravnén
so. In this case, the data exporter shall be vypovédét smlouvu, pokud jde o zpracovani
entitled to terminate the contract, insofar as osobnich udajt podle té€chto dolozek. Jestlize
it concerns the processing of personal data smlouva zahmuje vice neZ dvé smluvni
under these Clauses. If the contract involves strany, muze vyvozce udaji toto pravo
more than two Parties, the data exporter may na vypovézeni uplatnit pouze ve vztahu
exercise this right to termination only with K prislusné strané, pokud se strany nedohodly
respect to the relevant Party, unless the jinak. Jestlize je smlouva vypovézena podle
Parties have agreed otherwise. Where the této dolozky, pouZije se dolozka 16(d) a (e).
contract is terminated pursuant to this
Clause, Clause 16(d) and (e) shall apply.

Clause 15 Dolozka 15

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

Povinnosti dovozce udajit v p¥ipadé piistupu
orgdnii vei‘ejné moci

15.1  Notification

15.1 Oznameni

The data importer agrees to notify the data
exporter and, where possible, the data

(@)

@)

Dovozce udajti souhlasi s tim, Ze neprodlené
uvédomi vyvozce udajt, a je-li to mozné,
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subject promptly (if necessary with the help
of the data exporter) if it:

subjekt udaji (v piipadé potieby s pomoci
vyvozce udaja), 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)  nazaklad¢ pravnich predpisi zemé
urceni obdrzi pravné zavaznou zadost
odorganu vefejné moci, véetné
soudnich  organl, o zpfistupnéni
osobnich udaji pfedanych podle
téchto dolozek; takové oznameni
obsahuje informace o pozadovanych
osobnich udajich, dozadujicim organu,
pravnim zakladu zadosti a poskytnuté
odpovédi; nebo

(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

(ii)  se dozvi o0 jakémkoli pfimém piistupu
organi  vefejné moci  k osobnim
udajim predavanym podle téchto
dolozek v souladu s pravnimi piedpisy

country of destination; such zemé uréeni; takové oznameni
notification shall include all obsahuje vSechny informace dostupné
information available to the importer. dovozci.

(b) I the data importer is prohibited from (b)  Pokud je podle pravnich ptedpisi zemé
notifying the data exporter and/or the data urCeni dovozci udaji zakazano informovat
subject under the laws of the country of vyvozce udaju a/nebo subjekt udaju,
destination, the data importer agrees to use souhlasi dovozce daji s tim, Ze za ucelem
its best efforts to obtain a waiver of the co nejrychlejsiho sdéleni co nejvétsiho
prohibition, with a view to communicating mnozstvi informaci vynalozi maximalni
as much information as possible, as soon as usili, aby od tohoto zakazu bylo upusténo.
possible. The data importer agrees to Dovozce udaji souhlasi, ze zdokumentuje
document its best efforts in order to be able své maximalni usili, aby je mohl na zadost
to demonstrate them on request of the data vyvozce udaji prokazat.
exporter.

()  Where permissible under the laws of the () Je-li to povoleno pravnimi piedpisy zemé

country of destination, the data importer
agrees to provide the data exporter, at
regular intervals for the duration of the

urceni, dovozce udaji souhlasi, ze bude
poskytovat vyvozci tdaju v pravidelnych
intervalech podobu trvani smlouvy co

contract, with as much relevant information nejrelevantngj$i  informace o piijatych
as possible on the requests received (in zadostech  (zejména informace o pocétu
particular, number of requests, type of data zadosti, druhu pozadovanych tdaju,

requested, requesting authority/ies, whether
requests have been challenged and the

dozadujicim organu nebo organech, zda byly
tyto zadosti napadeny a vysledek takoveho
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outcome of such challenges, etc.). napadeni atd.).

(d)  The data importer agrees to preserve the (d) Dovozce udaju souhlasi stim, ze po dobu
information pursuant to paragraphs (a) to (c) trvani  smlouvy bude informace podle
for the duration of the contract and make it pismene (a) az (c) uchovavat a na vyzadani
available to the competent supervisory je poskytne prislusnému dozorovému ufadu.

authority on request.

(e)  Paragraphs (a) to (c) are without prejudice | (e)  Pismeny (a) az (c) neni dot¢ena povinnost

to the obligation of the data importer dovozce udaji podle dolozek 14(e) a 16
pursuant to Clause 14(e) and Clause 16 to neprodlen¢ informovat vyvozce udaji, pokud
inform the data exporter promptly where it neni schopen tyto dolozky dodrzovat.

is unable to comply with these Clauses.

15.2 Review of legality and data minimisation 152 Piezkum zakonnosti a minimalizace udaji

(@)  The data importer agrees to review the (@) Dovozce udaju souhlasi s tim, Ze ptrezkouma
legality of the request for disclosure, in zakonnost  zadosti o poskytnuti  (daju,
particular whether it remains within the zejména zda nepiekrocila meze pravomoci
powers granted to the requesting public ud€lenych dozadujicimu organu vefejné
authority, and to challenge the request if, moci, aze zadost napadne, pokud
after careful assessment, it concludes that po peclivém posouzeni dojde k zavéru, Ze
there are reasonable grounds to consider that existuji opodstatnéné diivody se domnivat, ze
the request is unlawful under the laws of the zadost je podle pravnich predpisi zemé
country of destination, applicable urcent, platnych zavazka podle
obligations under international law and mezindrodniho préva azasad mezinarodni
principles of international comity. The data zdvoftilosti protipravni. Dovozce udaji
importer shall, under the same conditions, za stejnych podminek vyuzivdA moznosti
pursue possibilities of appeal. When odvolani. Pii napadeni zadosti dovozce udajt
challenging a request, the data importer piijme predbézna opatieni s cilem pozastavit
shall seek interim measures with a view to ucinky zadosti, dokud piislusny soudni organ
suspending the effects of the request until nerozhodne 0 jeji opodstatnénosti.
the competent judicial authority has decided Nezpiistupni pozadované osobni udaje,
on its merits. It shall not disclose the dokud mu takovd povinnost nebude
personal data requested until required to do stanovena na zaklad¢ platnych procesnich
so under the applicable procedural rules. pravidel. Témito pozadavky nejsou dotéeny
These requirements are without prejudice to povinnosti dovozce udaju podle
the obligations of the data importer under dolozky 14(e).

Clause 14(e).

(b)  The data importer agrees to document its (b) Dovozce udaju souhlasi, ze zdokumentuje
legal assessment and any challenge to the své pravni posouzeni i jakékoli napadeni
request for disclosure and, to the extent zadosti o poskytnuti udaji a v rozsahu

-Page 58 of 78-
Takeda Base Non-Interventional (Observational) Study Agreement (Czech Republic) CRO Inst (Inv) v. 02Dec2020
Alofisel-5007

PI Name/Institution Name: _/ Fakultni nemocnice u sv. Anny v Brné



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.

povoleném pravnimi piedpisy zem¢ urceni
zpfistupni dokumentaci vyvozci Udaja.
Na pozadani ji rovnéz zptistupni piislusnému
dozorovému uiadu.

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

Dovozce tudaji souhlasi s poskytnutim
minimalniho pfipustného mnozstvi informaci
pfi odpovédi na zadost o zpfistupnéni, a to
na zakladé priméteného vykladu zadosti.

~ - L AVEREEN A ,
Clause 16 Dolozka 16

Non-compliance with the Clauses and Nedodrieni doloZek a vypovézeni

termination

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

Dovozce 1udaji  neprodlené¢ informuje
vyvozce Udaji, pokud neni z jakéhokoli
divodu schopen tyto dolozky dodrzet.

(b)  In the event that the data importer is in (b)
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).

Pokud dovozce tudajii porusi tyto dolozky
nebo neni schopen tyto dolozky dodrzet,
vyvozce Udaju pozastavi predavani osobnich
udajui dovozci udaji, dokud neni dodrzovani
opct zajiSténo nebo smlouva vypovézena.
Tim neni dotéena dolozka 14(f).

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

Vyvozce udaji je opravnén vypovedét
smlouvu vrozsahu, vnémz se jedna
0 zpracovani osobnich udajii 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

0] vyvozce udaji pozastavil predavani
osobnich daji dovozci udaji podle
pism. (b) a dodrzovani téchto dolozek
neni v pfiméfené lhit¢ av kazdém
piipadé do jednoho mésice
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and in any event within one month of
suspension;

od pozastaveni obnoveno;

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

(i)  dovozce udaji tyto doloZky podstatné
nebo trvale porusuje; nebo

(i)  the data importer fails to comply with
a binding decision of a competent
court or supervisory authority
regarding its obligations under these
Clauses.

(i) dovozce 1udaji nedodrzi zavazné
rozhodnuti pfislusného soudu nebo
dozorového ufadu tykajiciho se jeho
povinnosti podle téchto dolozek.

In these cases, it shall inform the competent
supervisory authority of such non-
compliance. Where the contract involves
more than two Parties, the data exporter
may exercise this right to termination only
with respect to the relevant Party, unless the
Parties have agreed otherwise.

V takovych piipadech o nedodrzeni
informuje pfislusny dozorovy ufad. Pokud
smlouva zahrnuje vice nez dvé smluvni
strany, maze vyvozce udaji toto pravo
na vypovézeni uplatnit pouze ve vztahu
Kk piislusné strané, pokud se strany
nedohodly jinak.

(d)  Personal data that has been transferred prior | (d)  Osobni udaje, které byly predany pted
to the termination of the contract pursuant vypovézenim smlouvy podle pismene (C)
to paragraph (c) shall at the choice of the musi byt podle volby vyvozce udaji
data exporter immediately be returned to neprodlené vraceny vyvozci udaji nebo
the data exporter or deleted in its entirety. vymazany Vv celém rozsahu. To samé se
The same shall apply to any copies of the uplatni ve vztahu k veskerym kopiim udaj.
data. The data importer shall certify the Dovozce udaji potvrdi vyvozci udaji, ze
deletion of the data to the data exporter. byly Gdaje vymazany. Dokud nejsou Udaje
Until the data is deleted or returned, the vymazany nebo vraceny, dovozce udaju
data importer shall continue to ensure nadale zajistuje soulad s témito dolozkami.
compliance with these Clauses. In case of V piipadé, Ze se na dovozce udaji vztahuji
local laws applicable to the data importer mistni pravni predpisy, které mu zakazuji
that prohibit the return or deletion of the predané osobni udaje vratit nebo vymazat,
transferred personal data, the data importer dovozce udaji zaruCuje, Ze bude inadéale
warrants that it will continue to ensure zajistovat dodrzovani téchto dolozek a bude
compliance with these Clauses and will Udaje zpracovavat pouze v takovém rozsahu
only process the data to the extent and for a tak dlouho, jak to uvedené mistni pravo
as long as required under that local law. vyzaduje.

(e)  Either Party may revoke its agreementtobe | (e)  Kterdkoli ze stran miize odvolat sviij souhlas

bound by these Clauses where (i) the
European Commission adopts a decision

stim, ze bude vazana témito dolozkami,
pokud 1) Evropska komise pfijme rozhodnuti
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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.

podle ¢l. 45 odst. 3 nafizeni (EU) 2016/679
tykajici se predavani osobnich udaja,
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 dotCeny dalsi
povinnosti  vztahujici se  nadotéené
zpracovani podle nafizeni (EU) 2016/679.

Clause 17

DolozZka 17

Governing law

Rozhodné pravo

These Clauses shall be governed by the law of one
of the EU Member States, provided such law
allows for third-party beneficiary rights. The
Parties agree that this shall be the law of the Czech
Republic.

Tyto dolozky se fidi pravem jednoho z ¢lenskych
statti EU, pokud takové pravo umoziuje uplatiiovat
prava nalezejici opravnéné tfeti stran€. Strany se
dohodly, Ze se budou fidit pravem Ceské republiky.

Clause 18

Dolozka 18

Choice of forum and jurisdiction

Volba soudu a piislusnost

. Any dispute arising from these Clauses shall
be resolved by the courts of an EU Member
State.

) Veskeré spory vyplyvajici z téchto dolozek
budou feseny soudy ¢lenského statu EU.

. The Parties agree that those shall be the
courts of the Czech Republic.

. Strany se dohodly, Ze se budou fidit soudy
Ceské republiky.

. A data subject may also bring legal
proceedings against the data exporter and/or
data importer before the courts of the
Member State in which he/she has his/her
habitual residence.

o Subjekt udaji miize rovn€z zahajit soudni
fizeni proti vyvozci tdaji a/nebo dovozci
udaji pred soudy clenského statu, v némz
ma subjekt udajt své obvyklé bydlisté.

. The Parties agree to submit themselves to
the jurisdiction of such courts.

o Smluvni strany se dohodly, Ze se pfislusnosti
téchto soudl podiidi.
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Where the data exporter is a processor subject to Regulation
(EV) 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
(EVU) 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 udaju zpracovatel, na ngjz se vztahuje
nafizeni (EU) 2016/679 a ktery jedna jménem organu nebo
subjektu Unie jako spravce, spoléhani se na tyto dolozky pfi
zapojeni jiného zpracovatele (diléi zpracovani), na kterého se
nafizeni (EU) 2016/679 nevztahuje, rovnéz zajistuje soulad
s €l. 29 odst. 4 nafizeni Evropského parlamentu a Rady (EU)
2018/1725 ze dne 23. fijna 2018 o ochrané fyzickych osob
v souvislosti  se zpracovanim osobnich  Udaja  organy,
institucemi a jinymi subjekty Unie, a o volném pohybu téchto
Udaji ao zruSeni nafizeni (ES) ¢&. 45/2001 a rozhodnuti
1247/2002/ES (UF. vést. L 295 ze dne 21.11.2018, s. 39),
vrozsahu, vnémz jsou tyto dolozky a povinnosti tykajici se
ochrany Udaju stanovené ve smlouvé nebo jiném pravnim aktu
mezi sprdvcem a zpracovatelem podle ¢l. 29 odst. 3 nafizeni
(EU) 2018/1725 sladény. To bude zejména pfipad, kdy se
spravce a zpracovatel spoléhaji na standardni smluvni dolozky
obsazené v rozhodnuti 2021/915.

i 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.

i To vyZaduje anonymizaci Udaji takovym zplUsobem, aby jiZ
nikdo nemohl byt nikym identifikovatelny, v souladu
s 26. bodem odGvodnéni nafizeni (EU) 2016/679, a aby byl
tento proces nevratny.

il 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 Xl 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.

i Dohoda o Evropském hospodafském prostoru (Dohoda
o EHP) stanovi rozsifeni vnitfniho trhu Evropské unie o tfi staty
EHP, ato Island, Lichtenstejnsko a Norsko. Dohoda o EHP
zahrnuje pravni predpisy Unie o ochrané Gdaju, véetné natizeni
(EU) 2016/679, které jsou zaclenény do pfilohy XI uvedené
dohody. Jakékoli zpfistupnéni dovozcem udaju tfeti strané
se sidlem v EHP se proto pro Ucely téchto dolozek nepovazuje
za dalSi pfedavani.

v 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.

vV Tuto Ihitu Ize v nezbytném rozsahu s piihlédnutim
ke slozitosti a poétu zadosti prodlouzit nejvySe o dal$i dva
mésice. Dovozce (daju o takovém prodlouzeni fadné
a neprodlené informuje subjekt udajd.

Vv 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.

v Pokud jde odopad takovych pravnich predpist a postupu
na dodrzovani téchto dolozek, za soucast celkového posouzeni
lze povazovat rGzné prvky. Mezi tyto prvky mohou patfit
relevantni a zdokumentované praktické zkuSenosti
s predchozimi pfipady Zadosti o zpfistupnéni od organu vefejné
moci nebo neexistence takovych Zadosti, které pokryvaji
dostate¢né reprezentativni Casovy ramec. Tyka se to zejména
internich zdznam( nebo jiné dokumentace vypracovavané
prabézné v souladu s nalezitou péci a certifikované na drovni
vrcholového vedeni za predpokladu, Ze tyto informace Ize
v souladu s pravnimi pfedpisy sdilet s tfetimi stranami. Pokud
se na zakladé této praktické zkuSenosti dospéje k zavéru, ze
dovozci Gdaji nebude branéno v dodrzovani téchto dolozek, je
tfeba to podpofit dalSimi relevantnimi, objektivnimi prvky a je
na smluvnich stranach, aby peclivé zvazily, zda tyto prvky maji
spole¢né dostate¢nou vahu na podporu tohoto zavéru, pokud
jde ojejich spolehlivost areprezentativnost. 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 uplatiiovani prava v praxi, jako je
napfiklad judikatura a zpravy nezavislych organ dohledu,
a nejsou s nimi v rozporu.
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https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=OJ%3AL%3A2018%3A295%3ATOC
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=OJ%3AL%3A2018%3A295%3ATOC
https://eur-lex.europa.eu/legal-content/EN/AUTO/?uri=OJ:L:2018:295:TOC

Annex | to Module 1

Priloha | k 1. modulu

A. LIST OF PARTIES

A.  SEZNAM SMLUVNICH STRAN

Data exporter: The following data exporter is
acting as controller

Vyvozce udaju: Nasledujici vyvozce udaji jedna
jako spravce udaji

Entity Name /
Néazev subjektu

Contact Details /
Kontaktni Gdaje

Fakultni nemocnice u sv. Anny v Bm¢ /
Fakultni nemocnice u sv. Anny v Bmé

Pekaiska 53, 656 91 Bmo, Czech Republic, /
Pekaiska 53, 656 91 Bmo, Ceska republika,
Identification number: 00159816,
identification number: CZ00159816 /

I1C: 00159816, DIC: CZ00159816

e-mail: dpo@fnusa.cz

Tax

For and on behalf of the data exporter(s):

Jménem vyvozce (vyvozci) udaji:

Signatory Name: Ing. Vlastimil Vajdak

Jméno podepisujici osoby: Ing. Vlastimil

Position: Director

Pozice: Reditel

Vajdak
Signature: / Date: /
Podpis: Datum:

Data importer: The following data importer is
acting as controller

Dovozce udaji: Nasledujici dovozce udaju jedna
jako spravce udaji

Entity Name /
Nazev subjektu

Contact Details /
Kontaktni Gdaje

Takeda Development Center Americas, Inc. /
Takeda Development Center Americas, Inc.
e-mail: privacyoffice@takeda.com

95 Hayden Avenue Lexington, MA 02421, USA/
95 Hayden Avenue Lexington, MA 02421, USA
e-mail: privacyoffice@takeda.com
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For and on behalf of the data importer: Jménem dovozce udaji:

Signatory Name: | |G/ Position: Director Clinical Operations Real

World Evidence /
Jméno podepisujici osoby: | G
Pozice: Reditel klinickych operaci Real

World Evidence

Signature: / Date: /
Podpis: Datum:
B. DESCRIPTION OF TRANSFER B. POPIS PREDAVANI
° Activities: Collection, storage, processing ° Cinnosti:  Shromazd'ovani, uchovavani,
and reporting of personal data associated zpracovani  ahlaseni  osobnich  udaji
with the conduct and management of the souvisejicich s provadénim  a fizenim
research study (“Study”) sponsored by the vyzkumné studie (dale jen ,,studie®), jejimz
data importer and analysis of Study results zadavatelem je dovozce udaju, a analyza
vysledku studie

o Categories of data subjects whose personal | e Kategorie subjektti udaju, jejichz osobni

data is transferred: udaje se predavaji:
- Subjects participating in the Study - Subjekty ucastnici se studie, jejimz
sponsored by the data importer. zadavatelem je dovozce tdaju.
- Principal Investigator of the Study - Hlavni zkousejici studie (dale jen
(“Investigator”) and Study staff »zkousejici*) a personal studie
o Categories of personal data transferred: . Kategorie pfedavanych osobnich udaju:
- Study subjects: Coded data relating to - Subjekty studie: Kodované Gdaje
Study subjects, including (to the extent tykajici se subjektl studie, vcetné
required for the Study/ies) date of birth, (v rozsahu pozadovaném pro studii)
gender, medical records and the results data narozeni, pohlavi, zdravotnich
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of various test and procedures,
medication intake, genetic information.

zaznamil a vysledkt riznych vySetfeni
apostupi, uzivani 1ékd, genetickych
informaci.

Investigator and Study staff: Name,
business contact details, professional
qualifications, payments and other
financial information (where
applicable)

Zkousejici a persondl studie: Jméno,
kontaktni Udaje do zaméstnani, odborna
kvalifikace, platby adalsi financ¢ni
informace (pokud je to relevantni)

Sensitive data transferred (if applicable)
and applied restrictions or safeguards
that fully take into consideration the
nature of the data and the risks involved,
such as for instance strict purpose
limitation, access restrictions (including
access only for staff having followed
specialised training), keeping a record of
access to the data, restrictions for onward
transfers or additional security measures:

Citlivé udaje, které se predavaji
(v ptislusnych pfipadech), a uplatnéna
omezeni nebo zaruky, jez plné zohlednuji
povahu udaji  asouvisejici  rizika,
naptiklad pfisné omezeni ucelu, omezeni
pristupu (v€etn¢ pfistupu pouze pro
zaméstnance, ktefi absolvovali
specializované skoleni), vedeni zdznamu
0 pristupu k udajim, omezeni pro dalsi
predavani nebo dodate¢na bezpecnostni
opatieni:

To the extent required for the Study,
coded health data, genetic information,
sex life and ethnicity/race of the Study
subjects

Kodované zdravotni (daje, genetické
informace, sexualni Zivot a etnicky
ptivod / rasa subjektd studie v rozsahu
pozadovaném pro studii

Special categories of data above may be
collected, used and transferred to the
extent needed to comply with applicable
law and regulations or based on explicit
consent from the data subject

Zvlastni kategorie vyse uvedenych tdaji
mohou byt shromazdovany, pouzivany
apfenaseny v rozsahu nezbytném pro
dodrZeni platnych zakonl a piedpist,
nebo nazakladé vyslovného souhlasu
subjektu udajt

All such data is coded before being
transferred. Only the Investigator, an
employee of the data exporter, will have
the key code to link the coded data to the
identity of the Study subject to whom it
relates.

Vsechny tyto udaje jsou pred predanim
zakédovany. Kdéd pro  propojeni
kédovanych udaji s identitou subjektu
studie, kterého se tykaji, bude mit pouze
zkousejici, zaméstnanec vyvozce tdaju.
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The frequency of the transfer (e.g.
whether the data is transferred on a one-
off or continuous basis): Continuous
during the course of the conduct of the
Study

Cetnost pfedavani (napi. zda jsou udaje
predavany jednorazové nebo pribézné):
Pribézné v priibéhu provadéni studie

Nature of the processing: Collection,
storage, analysis, of Study data for the
purposes of conducting the Study and
meeting legal obligations

Povaha zpracovani: Shromazdovani,
uchovavani, analyza tdaju ze studie pro
uCely provadéni studie  aplnéni

zakonnych povinnosti

Purpose(s) of the data transfer and
further processing: Collection, storage,
processing and reporting of personal data
associated with the conduct and
management of the Study and analysis of
Study results

Ugel nebo ucely predani tdajti a dalsi
zpracovani: Shromazd’ovani, uchovavani,
zpracovani ahlaseni osobnich udaji
souvisejicich s provadénim  a fizenim
studie a analyza vysledku studie

The period for which the personal data
will be retained, or, if that is not possible,
the criteria used to determine that period:
Such period as required by applicable
laws for the retention of records relating
to the performance of the Study

Doba, po kterou budou osobni udaje
uchovavany, nebo neni-li ji mozné urdit,
kritéria pouzita pro stanoveni této doby:
Doba, kterou vyzaduji platné zakony pro
uchovavani  zdznamd  souvisejicich
S provadénim studie

For transfers to (sub-) processors, also
specify subject matter, nature and
duration of the processing: The contract
research organization, IQVIA RDS AG,
Branch St-Prex (“CRO”), is engaged by
the data importer to perform certain
Study-related activities on the data
importer’s behalf and will receive the
coded data of the Study subjects from the
data exporter as a processor for the data
importer. CRO will process the data
during the course of the Study and for a
period of 1 year after the Study’s
completion.

Pokud jde (dil¢im)
zpracovatelim, rovnéz uved’te predmét,
povahu atrvani zpracovani: Smluvni
vyzkumna  organizace, spolecnost
IQVIA RDS AG, Branch St-Prex (dale
jen ,,CRO®), je najata dovozcem tudajli
k provadéni urcitych ¢innosti
souvisejicich se studii jménem dovozce
udajii a obdrzi kodované udaje subjekti
studie od vyvozce tdaju jako zpracovatel
pro dovozce udaji. CRO bude
zpracovavat Udaje v pribéhu studie
a po dobu 1 roku po jejim dokonéeni.

0 predavani
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C. COMPETENT SUPERVISORY C. PRISLUSNY DOZOROVY URAD
AUTHORITY

The competent supervisory authority shall be The | Pfisluinym dozorovym titadem je Uiad pro ochranu
Office for Personal Data Protection of Czech osobnich tdaji Ceské republiky.
Republic.
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Annex |1 to Module 1

Priloha 11 kK 1. modulu

be implemented by Data Importer:

Technical and Organisational Measures Technicka a organiza¢ni opatieni

Data Importer maintains and enforces various Dovozce tdaji udrzuje a uplatiuje rizné zasady,
policies, standards and processes designed to standardy a procesy navrzené tak, aby zabezpecCily
secure personal data and other data to which Data | osobni Udaje adalsi (daje, knimz maji
Importer employees are provided access. The zamestnanci dovozce udaji piistup. Nasleduje
following is a description of the minimum popis minimalnich technickych a organiza¢nich

technical and organisational security measuresto | bezpe¢nostnich opatieni, ktera ma provést dovozce

udajt:

Measures of pseudonymization and
encryption of personal data /
Opatreni pseudonymizace

a Sifrovani osobnich udajii

Pseudonymization and Anonymization /

Pseudonymizace a anonymizace

Where personal data is not directly required for activities, a method for

anonymization or pseudonymization should be defined and in place. /

Tam, kde osobni idaje nejsou pifimo vyzadovany k provadéni Cinnosti, je

tieba definovat a zavést metodu anonymizace nebo pseudonymizace.

° This must ensure that any information which could be used to identify
an individual is fully eliminated or replaced with a pseudonym, the
value which does not allow the individual to be directly identified. /
Tato metoda musi zajistit, aby veskeré informace, které by mohly byt
pouzity kidentifikaci jednotlivce, byly zcela odstranény nebo
nahrazeny pseudonymem, coz je hodnota, kterd neumoznuje piimou
identifikaci jednotlivce.

Encryption of Personal Data: Cryptographic Controls and Key

Management /

Sifrovani osobnich uidaji: Kryptografické kontroly a sprava klici

Depending on the sensitivity and volume of Personal data, it shall only be

stored or distributed via media or telecommunications networks after it has

been encrypted or other mechanism is used which guarantees that the
information is not intelligible or is not manipulated by third parties. Sensitive

Personal Data will always require encryption. /

V zavislosti na citlivosti a objemu osobnich udaju mohou byt ukladany nebo

distribuovany prostfednictvim médii ¢i telekomunikacnich siti pouze

po zasifrovani nebo pouziti jiného mechanismu, ktery zaruci, ze informace
nebudou srozumitelné nebo Ze snimi nebudou manipulovat tieti strany.

Citlivé osobni tidaje budou vzdy vyzadovat Sifrovani.

e A policy on the use of cryptographic controls for protection of
information shall be developed and implemented. /

Budou vypracovany a zavedeny zasady pouzivani kryptografickych
kontrol pro ochranu informaci.

e Key management procedures shall be in place to support the
organization’s use of cryptographic techniques throughout their
lifecycle. The procedure shall address the key exchange between third
parties and the organization, in addition to defining roles and
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responsibilities of those involved in the administration of the security
established. /

Musi byt zavedeny postupy spravy kli¢t, které umozni pouzivani
kryptografickych technik po celou dobu jejich Zivotniho cyklu
Vv organizaci. Krom¢ vymezeni roli a odpovédnosti osob zapojenych
do spravy =zajisténého zabezpeceni se tento postup bude zabyvat
vyménou kli¢l mezi tfetimi stranami a organizaci.

Measures for ensuring ongoing
confidentiality, integrity,
availability and resilience of
processing systems and services /
Opatreni pro zajisteni trvalé
divérnosti, integrity, dostupnosti
a odolnosti systémii a sluzeb
zpracovani

System acquisition and Change Management /
Porizovani systémi a fizeni zmén
A formal Systems Development Lifecycle (SDLC) methodology, policy or
similar procedural document shall be developed. The methodology shall
detail the different phases of SDLC such as initiation, planning, design,
development, testing, implementation, maintenance and disposal. /
Musi byt vypracovana formalni metodika, zésady nebo podobny procesni
dokument tykajici se vyvojového cyklu systémti (Systems Development
Lifecycle, SDLC). Metodika podrobné popisuje jednotlivé faze SDLC, jako
je zahajeni, planovani, navrh, vyvoj, testovani, implementace, udrzba
a likvidace.
e A formal change management/change control procedure must be in
place requiring: /
Musi byt zaveden formalni postup fizeni/kontroly zmén, ktery vyzaduje:

o Testing of software and infrastructure prior to implementation
and after changes must be in place and documented. /

Musi byt zavedeno azdokumentovano testovani softwaru
a infrastruktury pied implementaci a po zménach.

o All changes must be tested before being released into the
production environment. /

Vsechny zmény musi byt pied uvolnénim do provozniho
prostredi otestovany.

o Records or documentation of the changes must be retained. /
Zéaznamy nebo dokumentace zmén musi byt uchovany.

o Application, system, and data backup procedures must be
implemented prior to upgrades or maintenance. /

Pied upgrady nebo udrzbou musi byt implementovany postupy
pro zalohovani aplikaci, systému a dat.

o Records must be maintained of all releases which are promoted
into the production environment. Archives of all released
versions, including documentation, must be maintained. /

Musi byt vedeny zdznamy o vSech uvolnénych verzich, které
jsou zavedeny do provozniho prostiedi. Musi byt vedeny
archivy vSech vydanych verzi, véetné dokumentace.
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Measures for ensuring the ability to
restore the availability and access
to personal data in a timely manner
in the event of a physical or
technical incident /

Opatreni pro zajisténi schopnosti
véas obnovit dostupnost a pristup

k osobnim udajiim v pripadé
fyzického nebo technického
incidentu

Business Continuity and Disaster Recovery /

Kontinuita podnikani a zotaveni po havarii

A Business Continuity Management (BCM) or similar policy/ process shall

be established to document the objective, scope, strategies, inter-linkages

with other contingency and emergency response procedures. /

Musi byt zavedeno fizeni kontinuity podnikani Business Continuity

Management (Business Continuity Management, BCM) nebo podobné

zasady/proces pro dokumentaci cile, rozsahu, strategii, vzajemnych propojeni

s dalsimi postupy pro feSeni mimoiadnych udalosti a nouzovych situaci.

e The BCM policy shall be periodically reviewed and updated to reflect
the current risk tolerance of the organization. /

Zasady BCM musi byt pravidelné pfezkoumavany a aktualizovany tak,
aby odrazely aktualni toleranci rizik v organizaci.

Documented and implemented data backup, retrieval and restoration

procedures must be in place. /

Musi byt zavedeny zdokumentované a implementované postupy zalohovani,

ziskavani a obnovovani dat.

e Restoration or Disaster Recovery of Systems in each of the

organization’s major data centers must be demonstrated annually, either
via restoration testing or via actual system restoration. /
Obnoveni nebo obnoveni systému po havérii v kazdém z hlavnich
datovych center organizace musi byt pfedvadéno kazdy rok, bud’
prostfednictvim testovani obnovy, nebo prostiednictvim skute¢ného
obnoveni systému.

e Documented physical, technical, administrative and environmental
control requirements must be defined and sustained during the transport
of any physical media. /

Dokumentované pozadavky na fyzickou, technickou, administrativni
a environmentalni kontrolu musi byt definovany a udrzovany b&éhem
ptepravy jakychkoli fyzickych médii.

Processes for regularly testing,
assessing and evaluating the
effectiveness of technical and
organizational measures in order to
ensure the security of the
processing /

Procesy pro pravidelné testovanti,
posouzeni a hodnoceni ucinnosti
technickych a organizacnich
opatreni s cilem zajistit bezpecnost
zpracovani

Testing, Assessing and Evaluating Effectiveness of Measures /

Testovani, posouzeni a hodnoceni u¢innosti opatieni

Information security controls shall be identified and implemented for network

infrastructure to protect information in applications and systems. /

Musi byt identifikovany a implementovany kontroly zabezpeéeni informaci

pro sitovou infrastrukturu za G¢elem ochrany informaci v aplikacich

a systémech.

o  Networks shall be protected from malicious traffic on other networks or
sub-networks (internal or external) by one or more firewalls. /

Sit¢ musi byt chranény pied Skodlivym provozem v jinych sitich nebo
podsitich (internich nebo externich) jednou nebo nékolika branami
firewall.

e Intrusion detection mechanisms (Intrusion Detection System) shall be

employed for critical business applications, systems and networks to
identify predetermined and new types of attacks. Network intrusion
detection sensors shall be protected against attacks. /
Pro kritické podnikové aplikace, systémy asité musi byt pouZity
mechanismy detekce naruseni (systém detekce naruSeni) k identifikaci
pfedem stanovenych a novych typt Gtokd. Snimace naruSeni sité musi
byt chranény proti Gitoktim.
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e Regular penetration tests must be executed against web-based
applications and network perimeters. /

e Je nutné provadét pravidelné testy priniku do webovych aplikaci
a sitovych perimetru.

e Processes shall be documented and implemented to protect against
malware which include periodic scans, real time scans, malware
prevention, detection and corrective measures. /

e Procesy musi byt zdokumentovany a implementovany tak, aby byly
chranény proti malwaru, coz zahrnuje pravidelné kontroly, skeny
V redlném Case, prevenci, odhalovani a népravnd opatfeni.

Measures for user identification
and authorization /

Opatreni pro identifikaci

a autorizaci uzivatele

Users Access: user identification and authorization /

Ptistup uzivateli: identifikace a autorizace uZivatele

A formal access control policy/procedure shall be established, documented,
reviewed, and communicated to all parties based on organization’s business
and security requirements. The access control policy shall include, but not be
limited to, deactivation of default accounts, requirement of documentation of
operational procedures on identification and authentication, and restricted use
of privileged user accounts access to the information systems. /

Musi byt zavedeny, zdokumentovany, prezkoumany a sdéleny formalni
zasady/postupy kontroly pfistupu vSem stranam na zakladé obchodnich
a bezpecnostnich pozadavkll organizace. Zasady kontroly piistupu musi
mimo jiné zahmovat deaktivaci standardnich uctd, pozadavek
na dokumentaci provoznich postupt pfi identifikaci a ovéfovani a omezené
vyuzivani privilegovaného piistupu uzivatelskych uctd k informac¢nim
systémim.

e User accounts should only be provided for Personnel that must access
Systems in order to deliver the Services or relevant work activities. /
Uzivatelské ucty by mély byt poskytovany pouze pracovnikim, ktefi
musi pfistupovat k systémim zaucelem poskytovani sluzeb nebo
provadeéni piislusnych pracovnich ¢innosti.

e Notification must be provided if circumstances change such that
person/users no longer requires access to Systems. /

Pokud se zméni okolnosti tak, ze osoba/uzivatelé jiz nevyzaduji ptistup
do systému, musi byt poskytnuto oznameni.

e Personnel access to systems/applications only in accordance with
Agreed Policies, Procedures, SOP’s and Security Standards. /

Piistup personalu K systémum/aplikacim smi probihat pouze v souladu
s dohodnutymi zasadami, postupy, standardnimi provoznimi postupy
a bezpecnostnimi standardy.

e Allaccess to Privileged Access or Administrative Accounts shall be: /

Veskery piistup k privilegovanému piistupu nebo Gétim spravy bude:
o kept to the minimum necessary for effective operation of the
Services; and /
udrZzovan na minimum nezbytném pro efektivni provoz sluzeb; a
o reviewed regularly /
pravidelné kontrolovan.

e An up-to-date list of all Personnel who have been given access to
Systems and the Services is maintained together with all user account
details. /
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Aktudlni seznam veSkerého personalu, kterému byl udélen pfistup
K systtmim a sluzbam, je veden spolecné se vSemi podrobnostmi
0 uzivatelskych uctech.

e Any default IDs and passwords for systems and/or network accounts
must be changed during installation where feasible (e.g. network
operating system, hubs, switches, routers, etc.) and the same not shared.
/

Vsechna vychozi ID ahesla pro systémy a/nebo sitové uéty musi byt
bchem instalace pokud mozno zménéna (napt. sitovy operacni systém,
rozbocovade, prepinace, smérovace atd.) a nesmi se sdilet.

Policy, procedures and/or standards to control mobile computing and
teleworking activities must be defined, documented and communicated.
/

Musi byt definovany, zdokumentovany a sdéleny zasady, postupy
a/nebo normy pro fizeni cinnosti probihajicich prostfednictvim
mobilnich zafizeni a provadénych z domova.

Measures for the protection of data
during transmission /

Opatieni na ochranu udajit behem
prenosu

Protection of data during transmission /

Ochrana udaji béhem pienosu

Documented physical, technical, administrative and environmental control

requirements must be sustained during the transport of any data transmission

or physical media movement. /

Dokumentované pozadavky na fyzickou, technickou, administrativni

a environmentalni kontrolu musi byt udrZzovany béhem vSech datovych

prenost nebo pii fyzickém prenaseni médii.

e An equivalent level of protection must be maintained as those available
during storage of data. /

Béhem ukladani dat musi byt zachovana ekvivalentni uroven ochrany.

e Policies and controls that address risks during data exchange between

parties, ensuring that data is only available on a need to know basis and
not publicly accessible during or after exchange and that such procedures
are documented. /
Zasady a kontrolni mechanismy, které fesi rizika béhem vymény dat
mezi stranami, zajisti, aby byly Udaje k dispozici pouze v piipadé
potieby, aby nebyly vefejné piistupné béhem vymeény ani po ni a aby
tyto postupy byly zdokumentovany.

Measures for the protection of data
during storage /

Opatieni na ochranu udajit behem
uchovavani

Protection of data during storage /

Ochrana udaju béhem uchovavani

Information security controls shall be identified and implemented for network

infrastructure to protect information in applications and systems /

Musi byt identifikovany a implementovany kontroly zabezpeéeni informaci

pro sitovou infrastrukturu za G¢elem ochrany informaci v aplikacich

a systémech

e  Networks shall be protected from malicious traffic on other networks or
sub-networks (internal or external) by one or more firewalls. /
Sité¢ musi byt chranény pied Skodlivym provozem v jinych sitich nebo
podsitich (internich nebo externich) jednou nebo nékolika branami
firewall.
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A procedure for maintaining up to date anti-virus software on
workstations, laptops, and mission critical systems within the
organization must be in place /

Musi byt zaveden postup pro udrzovani aktualniho antivirového

softwaru na pracovnich stanicich, pfenosnych pocitacich a v kritickych

systémech v ramci organizace.

o A procedure for maintaining current security patch levels and other
security software updates on applications and networks must be in
place. /

Musi byt zaveden postup pro instalaci nejnovéjsich bezpecnostnich
oprav a dalSich bezpeénostnich aktualizaci softwaru, a to jak pro
aplikace, tak site.

o Up to date active firewall protection for the network perimeter and
a dedicated firewall-protected connection to the internet must be in
place /

Musi byt k dispozici aktualni aktivni ochrana branou firewall pro
perimetr sit¢ a vyhrazené piipojeni k intemetu chrdnéné branou
firewall.

o Two-factor authentication such as tokens or biometric
authentication must be implemented if mobile or remote access to
data is available. /

Pokud je k dispozici mobilni nebo vzdaleny pfistup k datim, musi
byt implementovano dvoufaktorové ovéfovani, jako jsou tokeny
nebo biometrické oveéfovani.

Intrusion detection mechanisms (Host-based Intrusion Detection System

[HIDS] and Network-based Intrusion Detection System [NIDS]) shall

be employed for critical business applications, systems and networks to

identify predetermined and new types of attacks. /

Pro kritické podnikové aplikace, systémy asité musi byt pouZity

mechanismy detekce naruSeni (systém detekce naruseni na bazi hostitele

[HIDS] a systém detekce naruseni na bazi sit€, [NIDS]) pro zjistovani

pfedem stanovenych a novych typt ttoki.

Measures for ensuring physical
security of locations at which
personal data are processed /
Opatreni k zajisteni fyzické
bezpecnosti mist zpracovani
osobnich udajii

Physical security of locations at which personal data are processed /
Fyzické zabezpeceni mist zpracovani osobnich udaji

General Security perimeters (barriers such as walls, card controlled entry
gates or manned reception desks) shall be designed to protect areas in which
information processing facilities are located. /

Obecné perimetry zabezpeceni (bariéry, jako jsou stény, vstupni brany
S piistupem na kartu nebo recepce s personalem) musi byt navrzeny tak, aby
chrénily prostory, ve kterych se nachazeji zatizeni pro zpracovani informaci.

Specific additional security practices (such as specific card controlled
entry gates, records of entry, or manned reception desks) shall be
designed to protect areas in which contain highly confidential
information. /

Zaucelem ochrany prostor, kde se nachazeji vysoce ditvérné informace,
musi byt navrzeny zvlastni dodatecné bezpeCnostni postupy (napf.
specifické vstupni brény s piistupem na kartu, zdznamy o vstupu nebo
recepce s persondlem).
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Measures for ensuring events
logging /

Opatieni pro zajisteni
protokolovani udalosti

Events or Incident logging or Incident Management /

Protokolovani udalosti ¢i incidentii nebo sprava incidentu

A written Incident Response Procedure to identify, consistently report and

resolve any known or suspected security or privacy problems, incidents or

breaches must be in place. /

Musi byt zaveden pisemny postup reakce naincidenty, jehoZ cilem je

identifikovat, konzistentné hlasit a feSit jakékoli znamé nebo domnélé

problémy v oblasti zabezpeceni nebo ochrany osobnich udajt, incidenty nebo
poruseni.

e Roles and responsibilities for incident response teams shall be
documented and a structure shall be used to initiate incident response
activities. /

Role aodpovédnosti tymu pro reakci naincidenty musi byt
zdokumentovany a musi byt pouZita struktura pro zahjeni Cinnosti
reakce na incidenty.

¢ Incident Response Procedure must require the identification, reporting,
containment and notification to affected parties be completed within the
mandatory timeframes required by applicable laws. /

Postup reakce na incidenty musi vyzadovat, aby identifikace, hlaseni,
zamezeni Sifeni udalosti a oznameni dotcenym stranam byly dokonceny
v povinnych lhitach vyZzadovanych platnymi zakony.

e Responsive actions taken in connection with any incident involving a

breach of security or privacy must be documented. A mandatory post-
incident (post-mortem) review of events and actions taken must be
included in the records of the incident. /
Musi byt zdokumentovany reakce podniknuté v souvislosti s jakymkoli
incidentem zahrnujicim poruseni bezpecnosti nebo ochrany osobnich
Udajt. Zaznamy o incidentu musi obsahovat povinnou kontrolu udalosti
a ptijatych opatfeni po incidentu (post-mortem).

e The Incident Response Procedure must include specific reporting
requirements to your organizations Senior Management for privacy and
security related incidents. /

Postup reakce naincidenty musi zahrnovat specifické pozadavky
na hldseni incident souvisejicich s ochranou osobnich udaju
a zabezpecenim pro nejvyssi vedeni organizace.

e A series of policies and controls must be in place to ensure logs of
operational events are created or retained for time periods specified. /
Musi byt zavedena fada zdsad akontrol, které zajisti vytvareni
a uchovavani protokolii provoznich udalosti po stanovenou dobu.

10.

Measures for ensuring system
configuration, including default
configuration /

Opatieni pro zajisteni konfigurace
systéemu, vcetné vychozi
konfigurace

System configuration /

Konfigurace systému

A formal documented configuration management policy shall be established,

approved, and maintained. /

Musi byt vytvotfeny, schvaleny audrzovany formalni zdokumentované

zasady Tizeni konfigurace.

e Configuration baselines shall be available for all system components.
Information systems shall follow configuration baselines to ensure
uniform security configuration and controls. /

Zakladni hodnoty konfigurace budou Kk dispozici pro vsechny
komponenty systému. Informacéni systémy se musi fidit zakladni
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konfiguraci, aby byla zajisténa jednotna konfigurace a kontroly
zabezpeceni.

e  Servers shall be built/configured using a standardized, predetermined
server image. Server images shall be reviewed, tested and kept up-to-
date (i.e. with recent patches and changes to build/configuration). /
Servery budou sestaveny/konfigurovany pomoci standardizovaného
ptedem urceného serverového obrazu. Serverové obrazy budou
kontrolovany, testovany a udrzovany aktualni (tj. véetné nejnovéjsich
oprav a zmén sestaveni/konfigurace).

11.

Measures for internal IT and IT
security governance and
management /

Opatreni pro Fizeni a SPravu
internich IT a zabezpeceni IT

IT security governance and management /

Rizeni a sprava zabezpe&eni IT

Information Security Policies and procedures shall be defined, approved,

maintained and communicated to employees and all relevant external parties.

/

Musi byt definovany, schvéleny, udrzovany a zaméstnancim avSem

pfislusSnym extemnim stranam sdélovany zasady a postupy zabezpeceni

informaci.

e A mandatory documented Information Security training program that
communicates the key features of the Company’s security policy shall
be in place for resources that process or have access to pertinent
company information and information systems. /

Pro zdroje, které zpracovavaji nebo maji pfistup k relevantnim
informacim a informa¢nim systémim spole¢nosti, musi byt zaveden
povinny dokumentovany program Skoleni tykajici se zabezpeceni
informaci, ktery sdéluje klicové funkce zasad zabezpeceni spolecnosti.

o Dedicated and skilled personnel must be in place to support the
organization and manage information security activities and controls. /
Musi byt k dispozici specializovany a kvalifikovany personal, ktery
podporuje organizaci a fidi ¢innosti a kontroly zabezpe€eni informaci.

12.

Measures for
certification/assurance of processes
and products /

Opatieni pro
certifikaci/zabezpecovani procesti

a produktii

Certification/assurance of processes and products /
Certifikace/zabezpecovani procest a produkti
Formal Validation/Assurance policies, Validation Master Plans (VMP) or
equivalent documents and individual computerized system validation plans
for all regulated computer systems or projects shall be in place. /
Musi byt zavedeny formdlni zasady ovéfovani/zabezpeCeni, hlavni plany
ovefovani (Validation Master Plans, VMP) nebo ekvivalentni dokumenty
a individualni plany ovéfovani pocitacovych systémi pro vSechny
regulované pocitacové systémy nebo projekty.
e The roles and responsibilities for validation, reporting, review and
related activities shall be defined in the Validation plans. /
Role aodpovédnosti za ovéfovani, hlaSeni, piezkum a souvisejici
¢innosti budou definovany v planech ovérovani.
e The Validation Plans shall be maintained and regularly communicated
to appropriate stakeholders. /
Plany ovéfovani musi byt udrzovany a pravidelné sdélovany pfislusnym
zuCastnénym stranam.
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13. Measures for ensuring data
minimization and data quality /
Opatieni pro zajisteni minimalizace
a kvality udaju

Data minimization and quality /

Minimalizace a kvalita udaju

The personal data collected or processed must be appropriate and not in

excess of the business purpose for which the information is being collected

and that all processing of personal data is in compliance with approved
business purposes and applicable regulations. /

Shromazd’ované nebo zpracovavané osobni tdaje musi byt vhodné a nesmi

presahovat obchodni tucel, ke kterému jsou informace shromazd’ovany,

a musi byt zaji$téno, aby veskeré zpracovani osobnich udaji bylo v souladu

se schvalenymi obchodnimi cili a platnymi ptedpisy.

o  Controls must ensure any disclosure of personal data is based on business

requirements and in line with understanding and expectations of the data
subjects. Controls must be implemented to mitigate legal exposure in
case of potential loss or inadvertent disclosure. /
Kontroly musi zajistit, aby veskeré zpfistupnéni osobnich udaji bylo
zalozeno naobchodnich pozadavcich aaby bylo v souladu
S porozuménim a o¢ekavanimi subjekti tdaji. Musi byt zavedeny
kontrolni mechanismy ke zmirnéni pravniho rizika v piipadé€ potencialni
ztraty nebo netimyslného zvetejnéni.

e  Controls must ensure that personal data is accurate and up to date for the
specified business purpose or as required by regulatory guidelines. /
Kontroly musi zajistit, aby osobni udaje byly piesné a aktualni pro
konkrétni obchodni cel, nebo jak vyzaduji regulaéni pokyny.

14. Measures for ensuring limited data
retention /
Opatreni pro zajisténi omezeného
uchovavani udaju

Records and Information Management /
Sprava zaznamu a informaci
The organization shall establish and implement a comprehensive records
management program that includes creating and maintaining authentic,
reliable and useable records, protecting the integrity of those records for as
long as required, allowing it to continue its business, comply with its
regulatory environment and provide necessary accountability. /
Organizace vytvoii a zavede komplexni program spravy zaznamt, ktery bude
zahrnovat vytvareni a udrZzovani autentickych, spolehlivych a pouzitelnych
zaznamul, ochranu integrity téchto zaznamu po dobu, po jakou je to
vyzadovano, které ji umozni pokracujici provadéni podnikatelské Cinnosti,
dodrzovani pozadavkid regulatniho prostfedi a zajiStovani potiebné
odpovédnosti.

e  The organization shall maintain and dispose of Records and data in
accordance with agreed Policies, Procedures, SOPs and Security
Standards. /

Organizace bude udrzovat a likvidovat zdznamy a Udaje v souladu
se schvalenymi zasadami, postupy, standardnimi operacnimi postupy
a bezpecnostnimi standardy.

e A process for legal holds or equivalent to protect
data/documents/records from destruction, such as in the case of
litigation, regulatory actions or investigations must be implemented. /
Musi byt zaveden postup pro zakonné drzeni udajii/dokumentil/zaznami
nebo ekvivalentni prostfedek k jejich ochrané pted znic¢enim, napiiklad
v ptfipadé soudniho sporu, regula¢nich opatfeni nebo vysetfovani.

e A Procedure or documented process must be in place for securely
destroying customer or Business Partner data, or eradicating such data
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from your environment, at the end of an applicable retention period,
subject to any applicable legal hold order or other requirements. /

Musi byt zaveden postup nebo zdokumentovany proces pro bezpecnou
likvidaci Udaji o zékaznicich nebo obchodnich partnerech, nebo
vymazani téchto udajii z vaseho prostiedi na konci piislusného obdobi
uchovavani, s vyhradou platného piikazu k drZeni zaznamti nebo jinych
pozadavkad.

A process must be in place to obtain formal permission from the data owner
(such as your Business Partners or customers), and there is evidence that
permission is documented and retained, prior to destroying electronic, paper
or other forms of media and/or records. /

Musi byt zaveden postup pro ziskani forméalniho povoleni od vlastnika dat
(jako jsou vasi obchodni partnefi nebo zakaznici) a musi existovat diikkaz, ze
povoleni je zdokumentovano auchovéno pied zni¢enim elektronickych,
papirovych nebo jinych forem médii a/nebo zaznamtl.

15. Measures for ensuring
accountability /
Opatieni pro zajisteni odpovednosti

Accountability /

Odpovédnost

Policies and Procedures must be in place to hold individuals accountable and

responsible for actions initiated under their ID or electronic signatures. /

Musi byt zavedeny zasady a postupy, které Cini jednotlivce odpovédné

za ¢innosti zahajené pod jejich 1D nebo elektronickymi podpisy.

e Policies regarding acceptable usage of systems and networks including

prohibition of download and use of unauthorized software, prohibition
of involvement in Internet chat-rooms and bulletin boards etc. must be
defined, documented and communicated to vendor staff and contractors.
/
Zasady tykajici se ptijatelného pouzivani systému a siti, véetné zakazu
stahovani apouzivani neautorizovaného softwaru, zakazu ucasti
v internetovych chatovacich mistnostech a nasténkach atd., musi byt
definovany, zdokumentovany asdéleny pracovnikim prodejci
a dodavateliim.

e Resources and/or their management company working on or assigned to
activities must sign a confidentiality and non-disclosure agreement that
requires them to safeguard confidential and proprietary Information and
trade secrets, personal information prior to employment/engagement. /
Zdroje a/nebo jejich spravcovska spolecnost, ktera pracuje na aktivitach,
nebo je jimi povéfena, musi pfed uzavienim pracovni smlouvy /
najmutim podepsat smlouvu 0 zachovani davérnosti a micenlivosti,
ktera vyzaduje, aby tito chranili davérné a vlastnické informace
a obchodni tajemstvi a osobni Gdaje.

e  Asset ownership, responsibilities and accountabilities of the supplier
must be defined, documented and communicated to all parties involved.
/

Vlastnictvi aktiv a odpovédnosti dodavatele musi byt definovany,
zdokumentovany a sdéleny v§em zc¢astnénym stranam.
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16.

Measures for ensuring erasure
of data /

Opatreni zajistujici vymazani
udaji

Data Erasure /

Vymazani udaji

A process should be in place to ensure disposal of obsolete data, confidential
and private documents, and physical media according to procedures and
approved guidelines. /

MEél by byt zaveden postup zajistujici likvidaci zastaralych dat, divérnych
a soukromych dokumenti a fyzickych médii v souladu s postupy
a schvalenymi pokyny.

17.

Measures for ensuring ongoing
monitoring, identification and
review of new or emerging
risks and mitigation or
remediation actions /
Opatreni k zajisteni
pritbézného monitorovani,
identifikace a posuzovani
novych nebo nové vznikajicich
rizik a opatreni ke zmirnovani
nebo naprave

Risk Management /

Rizeni rizik

IT risk assessment program must be implemented. /

Musi byt zaveden program hodnoceni rizik IT.

e  Ensure aprocess to monitor and review all identified risks on an ongoing
basis is in place. /
Musi byt zaveden proces prubézného monitorovani a kontroly vsech
zjisténych rizik.

e  Ensure a process is in place to provide mitigation activity for each risk
identified. /
Musi byt zaveden proces, ktery zajisti zmirmujici ¢innost pro kazdé
identifikované riziko.

e A process for risk assessment of third parties utilized is in place. /
Musi byt zaveden proces hodnoceni rizik souvisejicich s tietimi
stranami.
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